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Abstract

Background: There are several mobile health (mHealth) apps in mobile app stores. These apps enter the business-to-customer
market with limited controls. Both, apps that users use autonomously and those designed to be recommended by practitioners
require an end-user validation to minimize the risk of using apps that are ineffective or harmful. Prior studies have reviewed the
most relevant aspects in a tool designed for assessing mHealth app quality, and different options have been developed for this
purpose. However, the psychometric properties of the mHealth quality measurement tools, that is, the validity and reliability of
the tools for their purpose, also need to be studied. The Consensus-based Standards for the Selection of Health Measurement
Instruments (COSMIN) initiative has devel oped toolsfor selecting the most suitable measurement instrument for health outcomes,
and one of the main fields of study was their psychometric properties.

Objective: This study aims to address and psychometrically analyze, following the COSMIN guideline, the quality of the tools
that are used to measure the quality of mHealth apps.

Methods: From February 1, 2019, to December 31, 2019, 2 reviewers searched PubMed and Embase databases, identifying
mHealth app quality measurement tools and all the validation studies associated with each of them. For inclusion, the studies had
to be meant to validate atool designed to assess mHealth apps. Studies that used these tools for the assessment of mHealth apps
but did not include any psychometric validation were excluded. The measurement tools were analyzed according to the 10
psychometric properties described in the COSMIN guideline. The dimensions and items analyzed in each tool were also analyzed.

Results. Theinitial search showed 3372 articles. Only 10 finally met the inclusion criteria and were chosen for analysisin this
review, analyzing 8 measurement tools. Of thesetools, 4 validated =5 psychometric properties defined in the COSMIN guideline.
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Although some of the tools only measure the usability dimension, other tools provide information such as engagement, esthetics,
or functionality. Furthermore, 2 measurement tools, Mobile App Rating Scale and mHealth Apps Usability Questionnaire, have
auser version, aswell as a professional version.

Conclusions: The Health Information Technology Usability Evaluation Scale and the Measurement Scales for Perceived
Usefulness and Perceived Ease of Use were the most validated tools, but they were very focused on usability. The Mobile App
Rating Scal e showed amoderate number of validated psychometric properties, measures asignificant number of quality dimensions,
and has been validated in alarge number of mHealth apps, and its use is widespread. It is suggested that the continuation of the
validation of thistool in other psychometric properties could provide an appropriate option for evaluating the quality of mHealth

apps.

(JMIR Mhealth Uhealth 2021;9(12):€15433) doi:10.2196/15433

KEYWORDS

mobile health; mHealth; eHealth; mobile apps; assessment; rating; smartphone; questionnaire design; mobile phone

Introduction

Background

Nowadays, in the age of digital content, people, regardless of
age group, have accessto mobile and smart devices (eg, phones,
tablets, and smart televisions), or special devices with the
possibility of internet connection. In dedicated (iOS and
Android) app stores (Apple App Store and Google Play Store),
there are thousands of apps with a vast number of functions,
and this number is increasing every day. According to a new
report by Grand View Research, Inc [1], the mobile health
(mHealth) app market size is expected to reach US $149.3
billion by 2028 and is expected to register a compound annual
growth rate of 17.7% over the forecast period. In these app
catalogs, mHealth apps are avery important field, and there has
been agrowing interest from usersin thelast few decades. Some
studies report that up to 34% of maobile phone owners have at
least one health app installed on their device [2]. The World
Health Organization [3] described the term mHealth asthe use
of mabile wireless technologies for health, being a subset of
eHealth, which is described as the use of information and
communications technology in support of health and
health-related fields. The World Health Organization [3] aso
highlighted the relevance of digital health interventions to
address health needs, remarking that they should alwaysbe used
as an aid and an improvement for health systems, not as a
substitute.

The variety of featuresin apps available on different platforms
or cross-platforms is wide. Therefore, many of the mHealth
apps are (1) simply a catalog of recommendations; some of
them work as a (2) follow-up tool, complementing an
intervention program, whereas other mHealth apps are (3)
connected to dedicated sensorsto offer information about health
signals or health status.

Most of these mHealth apps enter the market with limited filters
or controls that usually do not consider aspects such as the
veracity of its content and their effectiveness as relevant [4].
According to a previous study, only a small percentage of
available apps in some health fields have referred to medical
professional involvement in their development or content [5].
Both, apps that users use autonomously and those that can be
directly recommended by clinicians to their patients require a

https://mhealth.jmir.org/2021/12/€15433

prior study that investigates their evidence to minimize the risk
of using the apps that do not work or that may even cause harm
[6,7]. The devel opment of these studies and analyses have been
described in academic contexts, but its execution is not always
easy in commercial apps[5]. Some experts attribute thisfact to
a much dlower pace of academic research than that of app
development, which can result in long delays in the diffusion
of appsin commercial marketsand among users[8]. Thus, many
of the apps are only rated by the general subjective perception
of userswith vague rating tools, such as numerical or star-based
scores from 1 to 5.

Many attempts have been made to develop effective and
practical validation tools to measure the quality of mHealth
apps. The quality-based concept has beeninterpretedin different
ways according to each author and field, evaluating or resulting
in different components [9]. Some of the first attempts used
existing generic toals, such asthe System Usability Scale (SUS)
[10Q], to measure the usahility, that is, the ease of use, of systems.
This tool was developed in 1986 to alow a quick and basic
measurement of the usability of any system and is still used in
many studies despite being 30 years old. The increase in the
use of new technologies, such as smartphones and health apps,
brought the need to develop new types of mHealth apps with
specific measurement tools that adapt the existing ones.

Previous studies have reviewed which methods have been used
to assessthe quality of mHealth apps[11,12], determining which
aspects could be the most relevant in a tool designed for this
purpose [2]. In general, quality evaluation methodologies can
be divided into 2 categories. (1) methodologies based on the
downloaded app content (using a predefined list of requirements
that the app should contain, assessing the inclusion of
evidence-based content, and ng the usability of predefined
app functions) and (2) methodologies that are
content-independent and the app does not need to be downl oaded
(using app market or website assessment tools, users’ reviews
and ratings, and other assessment methods such asthe analysis
of the app description or a medical professional involvement
inthe app) [11]. Similarly, a previous review suggested that the
essential contents to be evaluated can be grouped into 4
categories: (1) content analysis (coding and qualitatively
evaluating the app content); (2) usability testing (evaluating
whether the app works correctly and its ease of use); (3)
observational studies (that can be used to assess app use and
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satisfaction and to predict its usefulness in certain contexts);
and (4) efficacy testing (assessing whether the app achieves
meaningful effects in previously determined outcomes) [2].
Other areas of interest in this quality evaluation may include
exploring the technical functions of the app, the management
of security and privacy of user data, and how the devel oper will
use these or developer transparency [2]. Because the
measurement tools do not measure al the dimensions and
properties of an mHealth app, a prior analysis is necessary to
select the appropriate tool for each purpose.

In addition to the inclusion of the previously proposed aspects,
it is important to determine the validity of these instruments,
that is, the ability to properly assess what they intend to assess.
Therefore, it is relevant for any measurement tool to study its
psychometric properties. Psychometric properties are different
conceptsrelated to thevalidity and reliability of theinstruments,
each helping us to determine whether a tool adequately does
what it was designed to do according to essential aspects. The
development of psychometrics has provided the possibility of
knowing the existence of individual differences in the use of
measurement tools and their quantification [13,14]. In 2005,
the Consensus-based Standards for the Selection of Health
Measurement Instruments (COSMIN) started to develop
practical tools for selecting the most suitable measurement
instrument in research and clinical practice to improve the
selection of outcome measurement instruments for health
outcomes. One of the main fields of study wasthe psychometric
properties of the assessment tools. Psychometric analysis, using
awide variety of terminology, has been a source of controversy
and confusion for decades. The progress of the COSMIN
initiative has improved this aspect through the devel opment of
the COSMIN Taxonomy of Measurement Properties. Thistool
aims to standardize the psychometric criteria necessary to
validate patient-reported outcome measures [15,16]. These
guidelines were not specifically designed for digital health.
However, it is necessary to bring the tools of psychometrics
closer to this field to evaluate the measurement instruments
used to choose mHealth apps in a clinical context. Therefore,
it is essentia to integrate this analysis in the field of digital
health in their original format and possibly later in a more
specific version adapted for this field. In this context, a wide
analysis of mHealth assessment tools, following this guide,
seems to be an appropriate method for assessing their quality
and suitability, bringing scientific consensus closer to thisfield
of health.

Objective

The purpose of this systematic review is to address and
psychometrically analyze, following the COSMIN guideline,
the quality of the tools that are currently used to measure the
quality of mHealth apps.

Methods

This systematic review was conducted in accordance with the
PRISMA (Preferred Reporting Items for Systematic Reviews
and Meta-Analyses) guidelines[17].

https://mhealth.jmir.org/2021/12/€15433
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Data Sources and Sear ches

PubMed and Embase databases were processed by 2 reviewers
(AE-E and AM-C) from February 2019 to December 31, 2019.
Thefollowing search term combinationswere used in PubM ed:
(mHealth OR mobileapp* OR healthtechnology) AND (scale
OR checklist OR score) AND app. The search was extended to
al fields. Embase was searched using the following search
string: (health/exp OR health) AND app AND (quality/exp OR
quality). Complementary searches were performed on the
referencelists of the reviews and included articles. The outcome
selection process was as follows. when a tool was identified,
the instrument was specifically searched in the database search
engines, to find all the validation studies associated with this
tool.

For inclusion, the studies had to be meant to validate a tool
(scale, score, index, or questionnaire) designed to evaluate the
quality of systems and used to assess mHealth apps.

Studies that included the application of these tools for the
evaluation of mHealth apps but that did not include any type of
psychometric validation were excluded. In addition, studiesthat
contained self-written questionnaires where authors focused on
measuring usability or content of apps without any validation
of their use were al so excluded because of the lack of reliability.

Study Selection

The search results were screened by title and abstract by 2
independent authors (AE-E and AM-C). Whenever the
information contained in the title and abstract was insufficient,
thefull text was examined to decide. Full textsof all potentially
eligible studies were independently screened by the same
reviewers to identify those that met the abovementioned
selection criteria. Disagreements were agreed upon by a third
reviewer (AIC-V). Finally, the measurement tools included in
the selected studies were identified and retrieved.

Data Extraction

Data from the selected studies were extracted by the same
independent reviewers using an extraction form. The extracted
information included the original language, cross-cultural
adaptations available, number of dimensions, number of items,
and the fulfillment of the 10 psychometric characteristics
described in COSMIN (internal consistency, reliability,
measurement error, content validity, structural validity,
hypotheses testing, cross-cultural validity, criterion validity,
responsiveness, and interpretability). Any discrepancies
identified were discussed and resolved by bringing in a third
reviewer (AlIC-V) whenever a consensus could not be reached.

Quality Assessment: Psychometric Characteristics
(COSMIN Analysis)

The psychometric characteristics of each of the retrieved tools
were analyzed following the COSMIN guidelines [15] based
onthe COSMIN Taxonomy of Measurement Propertiesto assess
their methodological quality. The COSMIN guidelineaso offers
updated valuesto consider psychometric properties as sufficient
[15]. The definitions provided by COSMIN for all psychometric
characteristics are presented in Table 1. We examined 10
psychometric characteristics. First, the content validity of each
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tool was assessed. According to COSMIN, content validity is
considered to be the most important measurement property
because it evaluates whether an outcome measurement
instrument isrelevant, comprehensive, and comprehensiblewith
respect to the construct of interest and target population [15].
Second, the internal structure of the outcome measures was

Muro-Culebras et al

evaluated using structural validity, internal consistency, and
cross-cultural validity. Third, the remaining measurement
properties were evaluated (reliability, measurement error,
criterion validity, hypotheses testing for construct validity, and
responsiveness). Finally, the interpretability and feasibility of
each measurement tool were evaluated.

Table 1. Consensus-based Standards for the Selection of Health Measurement | nstruments definitions of domains, measurement properties, and aspects

of measurement properties[18].

Domain Measurement property ~ Aspect of ameasure-  Definition
ment property
Reliability N/A2 N/A The degree to which the measurement is free from measurement error

Reliability (extended definition)

Internal consistency N/A
Reliability N/A
Measurement error N/A
Validity
Content validity
Face validity
Construct validity
Structura validity
Hypotheses testing
Cross-cultural validity
Criterion validity N/A
Responsiveness
Responsiveness N/A
N/A N/A

Interpretabili tyd

The extent to which scores for patients who have not changed are the
same for repeated measurement under several conditions: for example,

using different sets of itemsfrom the same HR- PROS” (internal consis-
tency) over time (test-retest), by different persons on the same occasion
(interrater), or by the same persons (ie, raters or responders) on different
occasions (intrarater)

The degree of the interrelatedness among the items

The proportion of the total variance in the measurements which is due
to true® differences between patients

The systematic and random error of apatient’s scorethat is not attribut-
ed to true changes in the construct to be measured

The degree to which an HR-PRO instrument measures the construct it
purports to measure

The degree to which the content of an HR-PRO instrument is an ade-
guate reflection of the construct to be measured

The degreeto which (theitems of) an HR-PRO instrument indeed looks
asthough they are an adequate reflection of the construct to be measured

The degree to which the scores of an HR-PRO instrument are consistent
with the hypotheses (for instance, with regard to internal relationships,
relationshipsto the scores of other instruments, or differences between
relevant groups) based on the assumption that the HR-PRO instrument
validly measures the construct to be measured

The degree to which the scores of an HR-PRO instrument are an ade-
quate reflection of the dimensionality of the construct to be measured

Idem construct validity

The degree to which the performance of the items on atranslated or
culturaly adapted HR-PRO instrument are an adequate reflection of
the performance of the items of the original version of the HR-PRO
instrument

The degree to which the scores of an HR-PRO instrument are an ade-
guate reflection of agold standard

The ability of an HR-PRO instrument to detect change over timeinthe
construct to be measured

Idem responsiveness

Interpretability is the degree to which one can assign qualitative
meaning, that is, clinical or commonly understood connotations, to an
instrument’s quantitative scores or change in scores

3NI/A: not applicable.
PHR-PRO: health-related patient-reported outcome.

®The word true must be seen in the context of the classical test theory, which states that any observation is composed of 2 components: a true score and
an error associated with the observation. True is the average score that would be obtained if the scale were given an infinite number of times. It refers
only to the consistency of the score and not to its accuracy.

9 nterpretability is not considered a measurement property but is an important characteristic of a measurement instrument.
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The information obtained from the validation of the
psychometric criteriawas used in 2 ways. First, the number of
properties described in the COSMIN guideline that were
validated was quantified. Second, the meaning of the values
obtained for each property was analyzed.

M easured Dimensions

The number and content of the measured dimensions were
identified to facilitate the characterization of each measurement
tool. In addition, the number of itemswas retrieved to determine
tool length.

Results

Selection of Studies

The literature research identified 3372 articles, of which 2831
remained after deleting duplicates. From these, 65 studieswere

Muro-Culebras et al

selected as potentially eligible after reading thetitle and abstract
(full texts of the studies were retrieved in the case of doubt).
We excluded 20 studies because they did not include any
measurement tool, and 13 studies were excluded because of the
use of nonvalidated self-written questionnaires. After analyzing
the psychometric characteristics, 22 studies were excluded
because of the lack of validation of any of the psychometric
properties recommended by the COSMIN guideline. Therefore,
only 10 studies were finally included in the review (Figure 1),
including the devel opment process or analysis of 8 measurement
tools, with some of these different versions of the same original
tool. Therefore, 2 tools (Mobile App Rating Scale[MARS] and
mHealth Apps Usability Questionnaire[MAUQ)]) have different
versions for users and professionals. In addition, the MAUQ
provides different versions for interactive or stand-alone
mHealth apps.

Figure 1. Flowchart of the selection process. COSMIN: Consensus-based Standards for the Selection of Health Measurement Instruments.

Records identified through
database searching (n = 3362):
PubMed n=2216
Embase n=1146

v

Additional records identified
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(n=10)

'
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v
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Title and Abstract (n = 2766)

v

(n=65)

Full-text articles assessed
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Full-text articles excluded,
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Not including any measurement
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tool (n = 20).

Using non-validated self-written
questionnaires (n = 13).

Lack of validation of any of the

!

analysed psychometric
properties (COSMIN) (n = 22).

[Included] [ Eligibility ] [ Screening ] [ Identification ]

(n=8)

Measurement tools
included in the review

M easurement Tools

The oldest scale identified was the SUS, which was devel oped
in 1986, whereas the newest was the MAUQ, which was
developed in 2016. In total, 8 tools were identified, some of
which were different versions of the same original tool.
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Usability

As described in the Introduction section, the SUS tool was
initially developed to evaluate the usability of engineering and
electronic office systems. Nowadays, it is used to eval uate many
products and services, such as software, webpages, or mobile
apps. It focuses on measuring usability using a Likert scale of
10 elements [10]. It has been adapted to multiple languages,
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such as Portuguese, Spanish, French, German, Persian, and
Malay, and it is considered a highly reliable tool [19-22].

Similarly, 3 other tools included were specifically designed to
assess usability [23-25]. First, the tool Measurement Scales for
Perceived Usefulness and Perceived Ease of Use was devel oped
in 1989 to measure the usability of computer systems[23]. As
its name suggests, thistool incorporates 2 scalesto eval uate the
perception of 2 aspects of usability: usefulness and ease of use.
Second, the Health Information Technol ogy Usability Evaluation
Scale (Hedth-ITUES) questionnaire was one of the first
guestionnaires to focus specifically on health areas [24]. Initial
attempts to develop and value Health-ITUES were conducted

Muro-Culebras et al

using aweb-based communication system that supported nurse
staffing and scheduling [26]. However, its use in an mHealth
app was not validated until a few years ago [27]. Findly, the
MAUQ questionnaire exclusively focuses on the usability
aspects of apps [25]. This questionnaire provides 4 versions,
depending on whether it is used by a health professional or by
apatient and whether it isintended to analyze an interactive or
stand-alone app (interactive app for patients, interactive app for
health care providers, stand-alone app for patients, and
stand-alone app for health care providers). However, only the
patient’sversions have been validated and are therefore included
in the analysis of thisreview, as shown in Table 2.

Table 2. Main characteristics of the mobile health apps quality measurement tools included in this review.

Measurement tool Validation Year Language Cross-cultural adap- Dimensionsof themeasure-  Number of
tation available ment tool items
Mobile App Rating Scale 60 mental health apps 2015 English Italian and Spanish  5: engagement; functional- 23
ity; esthetics; information
quality; and subjective app
quality
iSY Score index 257 health apps 2016 Spanish _a 3: popularity and interest; 14
trust and quality; and use-
fulness
User version of theMo- 2 health apps 2016 English — 5: engagement; functional- 20
bile App Rating Scale ity; esthetics; information;
and subjective app quality
Hedlth information tech- 100 adultswho testedthe 2015 English — 4: quality of work life; 20
nology usability evalua-  use of amobile health app perceived usefulness; per-
tion scale ceived ease of use; and us-
er control
Measurement scalesfor 2 studies: 112 usersand 2~ 1998 English — 2: perceived usefulness 12
perceived usefulnessand  systems and 40 users and 2 and perceived ease of use
perceived ease of use systems
ThemHealth app usabili- 2 health apps 2019 English — 3: Easeof useand satisfac- 21
ty questionnairefor inter- tion; System information
active mHealth apps (pa- arrangement; Usefulness
tient version)
ThemHealth app usabili- 2 health apps 2019 English — 3: ease of use; interface 18
ty questionnaire for and satisfaction; and useful -
stand-alone mHealth ness
apps (patient version)
System Usability Scale 3 studies: 20 people, 206 1986 English Portuguese, Spanish,  1: usability 10

studies using System Usabil-
ity Scale, and 9000 System
Usahility Scale question-
naires

French, German,
Persian, and Maay

3ot analyzed.

Overall Quality

iSY Score, developed in 2015, wasinitialy designed to measure
the reliability and overal quality of mHealth apps, not only
their usability [28]. It was validated according to 3 main aspects:
popularity and interest, trust and quality, and usefulness [28].
Another important tool wasthe MARS devel oped in 2015 [29].
This scale has been adapted to Spanish and Italian languages
[30Q]. It is worth noting that, in addition to its original version,
this tool has a specific user version—user version of MARS
(UMARS)—developed in 2016 [31]. Both the MARS versions

https://mhealth.jmir.org/2021/12/€15433

(user and professional versions) focus on measuring other
components of the quality of mHealth apps and not just usability,
and they are widely used methods for measuring the quality of
mHealth appsin different contexts[32-39]. The number of items
and the different dimensions assessed by each mHealth
measurement tool, aswell asthe main characteristics, arelisted
in Table 2.
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Quality Assessment: Psychometric Characteristics
(COSMIN Analysis)

The main characteristics and the results of the quality analysis
according to the psychometric properties of the measurement
tools (COSMIN analysis) are summarized in Multimedia
Appendix 1. Most of the studies did not assess or report al the
properties recommended by COSMIN. Therefore, the
information reflected in this review refers to the values of the
properties reported in the original studies consulted.

Discussion

Principal Findings

The aim of this study isto review the literature and collect and
analyze the tools used to assess the quality of mHealth apps.
As described earlier, an objective criterion (analysis of
psychometric characteristics through the COSMIN guideline)
was used along with a subjective criterion (assessment of the
adequacy of the number of dimensions and items evaluated by
the tools). The main finding of this review was the generalized
lack of validation of the psychometric characteristics of the
available tools, including those most commonly used. In
addition, there is no robust set of outcome measures for
understanding the different dimensions of mHealth apps. For
overal quality, the MARS scale seemsto be a potentially valid
tool to establish a standardized use of it.

Validation of Psychometric Propertiesand Dimensions
Included: 2 Characteristicsto Consider When
Choosing an Appropriate Tool

Usability Measurement

Regarding psychometric validation, 5 of the mHealth
measurement toolsincluded in thisreview met 4 or more of the
properties recommended in the COSMIN guideline. The most
validated tools are the Measurement Scales for Perceived
Usefulness and Perceived Ease of Use and the Health-ITUES,
with validation of 6 out of the 10 psychometric properties, and
the SUS and the 2 versions of the MAUQ, with the validation
of 4 properties each. However, these tools mainly focus on
usability. Although usability is a critical aspect of an app that
isexpected to be used regularly, quality assessment cannot focus
solely on this feature. This is worth highlighting because
depending on whether the professional intends to assess only
this specific dimension or requires further examination of
mHealth apps, the choice of measurement tool based solely on
the amount of validated psychometric properties may not be
sufficient. The Measurement Scales for Perceived Usefulness
and Perceived Ease of Use and the SUS are frequently used for
evaluating mHealth apps; however, they are not mobile-specific.
In contrast, the Health-ITUES and the MAUQ were explicitly
designed for smartphones, as they allow one to evaluate the
specific properties of this type of technology. The main
limitation of Health-ITUES is that a unique mHealth app
devel oped for community-dwelling adults living with HIV was
used to validate the psychometric characteristics.

https://mhealth.jmir.org/2021/12/€15433
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General Assessment

Considering the variety of dimensions evaluated, both MARS
scales (professional and user versions) seem to be the toolsthat
allow the most detailed measurement, assessing 5 aspects of
the mHedth apps. engagement, functionality, esthetics,
information quality, and subjective app quality. The evaluation
of these additional characteristics of the apps allows for an
in-depth analysis. Similarly, the MARS scale contains items
related to the theoretical background, target population, or
technical aspects of security or privacy of user data. However,
these are not considered in the final score of the measurement
instrument. Both user and professional versions have validated
3 essentia psychometric properties with adequate results using
around 60 mental health apps (content validity, evaluated by
an expert panel to select the questionnaire items; internal
consistency, Cronbach a=.90; and reliability, intraclass
correlation=0.79 and 0.70 for professional and user versions,
respectively). One of the strengths of thistool isthe availability
of aspecific version for users (UMARS) with validation of the
same psychometric characteristics (and with similar results) as
the standard version. In addition, the MARS scale has been
cross-culturally adapted and validated for different languages
and is currently being adapted to other languages. There is
abundant literature on the use of MARS for the evaluation of
several mHealth apps, making it one of the most studied tools
for assessing the quality of thiskind of app.

TheiSY Scoretool isanother method for measuring the overall
quality of mHealth apps [28]. This tool has 2 significant
disadvantages. it has insufficient validation (only content
validity by an expert panel) and is only available in the Spanish
language, so its useis severely limited.

Availability of Different Versions of the Tools: Are
They All Equally Studied?

Overview

Most of these tools focus on professional use. They seek to
measure the usability or the overall quality of mHealth appsin
an expert way [10,23,24,28]. However, allowing users of a
specific population to evaluate the quality of apps designed for
their use can alow one to analyze quality from another point
of view, by dividing the beliefs and expectations of professionals
and users. This requires the development of tools specifically
designed for users or, at least, validated versions. Only 2 of the
tools included in this review have a user version. The MARS
[29] uses UMARS as the user version [31]. The MAUQ has 2
versions. the stand-alone mHealth app for patients and the
interactive mHealth app for patients[25]. Therefore, one of the
main strengths of the MAUQ tool isthe availability of 4 versions
of the questionnaire: interactive apps for patients, interactive
appsfor providers, stand-alone appsfor patients, and stand-alone
appsfor providers. Thisfact allows greater versatility inthe use
of the questionnaire, which is specific for each type of user and
app. However, only the 2 user versions have been tested and
validated using 2 health apps, so the validity and reliability of
the professional versions should still be studied.
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Lack of Reliability of Self-created Questionnaires

The objective of this review was to use psychometrically
validated measurement tool s to assess mHealth apps. However,
in the scientific literature, there are mainly 2 options used by
authors in studies for this evaluation of mHealth apps. First, a
large number of authors choose to use self-created
guestionnaires explicitly designed to evaluate the characteristics
of their specific apps. Becauseit can be personalized, thisoption
allows greater flexibility than other generic tools. However,
most of these tools are used in studiesthat do not focus on their
validation by recruiting small samples of participants that do
not allow areliable analysis of the psychometric characteristics.
Consequently, athough personalized questionnaires are
frequently used to determine the usability and quality of app
contents, their lack of validation and the lack of knowledge
about their reliability raise questions about their suitability for
use. Therefore, thistype of tool was not included in thisreview.
Second, many authors choose to use previously validated tools
to maximize the reliability of the results obtained, despite the
possibleloss of personalization derived from the use of generic
tools. Traditionally, there has been widespread use of tools
designed for the technological environment in health, such as
the SUS scale, which is still used today. However, the use of
tools not specifically designed for mobile environments limits
the analysis of specific characteristics of thistype of technology.
For thisreason, it isessentia to standardize the use of validated
measurement tools designed explicitly for mobiles.

Developer Transparency and Data Privacy and Security

This review shows a lack of evaluation of relevant aspects of
mHealth apps, such as developer transparency and policies
regarding user data privacy and security [1]. Although some
tools such as MARS incorporate items with some of these
aspects, the fact that these are not included in the final scores
of the available tools demonstrates the need to focus on this
point.

Muro-Culebras et al

Strengthsand Limitations

This is the first review to analyze the psychometric
characteristics of the assessment tool s of mHealth apps adhering
to the COSMIN criteria. The main weaknessisthe difficulty in
performing an optimal search and establishing adequate selection
criteria because of the great heterogeneity in the tools and
studies available in the literature. Another weakness is the
possible risk of bias due to the possibility of losing a tool
published in unreviewed databases. Theimplemented systematic
methodol ogy minimized biases derived from this situation.

Future studies should focus on creating and validating new tools
or improving the validation of the most commonly used tools.

Conclusions

In conclusion, although thereis growing evidence about the use
of tools to assess the quality and content of mHealth apps, the
availability of specific, highly validated tools for mobile apps
is still an unexplored topic in the market. There is no robust
scorecard to understand the different dimensions of mHealth
apps. The COSMIN guideline allows clinicians and scientific
consensus to be brought closer to the field of digital health.
According to the psychometric properties, the Health-ITUES
scale and the Measurement Scalesfor Perceived Usefulnessand
Perceived Ease of Use were the most validated tools. However,
the validation is specific to a single app from a field, and its
designisfocused on evaluating its usahility aspects. The MARS
tool obtained adeqguate outcomes in a moderate number of
psychometric characteristics, and it has been validated in alarge
number of mHealth apps. Its current use is widespread and
evaluates different aspects of the app quality, as well as its
usability.

This review suggests that the continuation of the validation of
this tool in other psychometric properties might provide an
appropriate option for evaluating the quality of mHealth apps
that is requested by the market in the long term to quickly
identify relevant apps.
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Abstract

Background: eHealth systems provide new opportunitiesfor the delivery of antiretroviral therapy (ART) adherenceinterventions
for adolescents. They may be more effective if grounded in health behavior theories and behavior change techniques (BCTS).
Prior reviews have examined the effectiveness, feasibility, and acceptability of these eHealth systems. However, studies have not
systematically explored the use of health behavior theories and BCTs in the design of these applications.

Objective: The purpose of this review was to explore whether health behavior theories and BCTs were considered to ground
designs of eHealth systems supporting adolescents’ (10-24 years) ART adherence. More specifically, we examined which specific
theories and BCTs were applied, and how these BCTs were implemented as design features. Additionally, we investigated the
quality and effect of eHealth systems.

Methods: A systematic search was performed on |EEE Xplore, ACM, ScienceDirect, PubMed, Scopus, and Web of Science
databases from 2000 to 2020. Theory use and BCTs were coded using the Theory Coding Scheme and the Behavior Change
Technique Taxonomy version 1 (BCTTv1), respectively. Design features were identified using the lenses of motivational design
for mobile health (mHealth). The number of BCTs and design features for each eHealth system and their prevalence across all
systems were assessed.

Results: Thisreview identified 16 eHealth systems aiming to support ART adherence among adolescents. System typesinclude
SMS text message reminders (n=6), phone call reminders (n=3), combined SMS text message and phone call reminders (n=1),
electronic adherence monitoring devices (n=3), smartphone apps (n=1), smartphone serious games (n=1), gamified smartphone
apps (n=1), leveraging existing social media (n=2), web-based applications (n=1), videoconferencing (n=1), and desktop applications
(n=1). Nine were grounded in theory, of which 3 used theories extensively. The impact of adolescent developmenta changes on
ART adherence was not made explicit. A total of 42 different BCTsand 24 motivational design featureswere used across systems.
Ten systems reported positive effects on 1 or more outcomes; however, of these ten systems, only 3 reported exclusively positive
effects on all the outcomes they measured. As much as 6 out of 16 reported purely no effect in all the outcomes measured.

Conclusions: Basic applications (SMS text messaging and phone calls) were most frequent, although more advanced systems
such as mobile apps and games are also emerging. This review indicated gaps in the use of theory and BCTSs, and particularly
theimpact of developmental changes on ART adherence was not adequately considered. Together with adopting adevel opmental
orientation, future eHealth systems should effectively leverage health theories and consider devel oping more advanced systems
that open the door to using BCTs more comprehensively. Overall, the impact of eHealth systems on adolescent ART adherence
and its mediatorsis promising, but conclusive evidence on effect till needs to be provided.

(JMIR Mhealth Uhealth 2021;9(12):€25129) doi:10.2196/25129
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Introduction

Background

HIV disproportionately affects adolescents worldwide (an
extended definition covering ages 10-24 [1] isused here). AIDS
isthefirst cause of death among adolescentsin Africa and the
second worldwide [2]. Thereis no cure for HIV yet. However,
antiretroviral therapy (ART) is an effective measure to control
HIV if properly adhered to. Unfortunately, suboptimal ART
adherence iscommon among adol escentswith HIV. Whilethere
isan overall improvement in other age groups in the epidemic
control of HIV, when compared with other age categories [3],
adolescents are characterized by (1) higher treatment dropout
rate[4,5], (2) lower viral suppression achievement [6], (3) rising
AIDS-related illnesses [5], and (4) a smaller decrease in
AlIDS-related deaths.

While adolescents share severd barriersto ART adherence with
adults [7], there are also challenges unique to adolescents that
further complicate adherence [8-12]. Some of these challenges
emerge from the unique developmental changes associated with
adolescence, including biological, cognitive, and psychosocial
changes [13-19]. Adolescence is a period of cognitive
maturation; however, thisis a gradual process, and (younger)
adolescentsare till limited informal and hypothetical thinking
[17]. In periods of stress, even older adolescents may regress
to simplistic preformal reasoning. Conseguently, they may not
foresee the long-term importance of ART adherence and
underestimate the severity of the HIV condition and the
susceptibility of facing nonadherence consequences [20]. This
in turn can lead to risk-taking behaviors. Additionaly,
adolescence is a period of becoming autonomous in which
control over their own livesis paramount [21]. Therefore, threats
to personal agency, for example, impositions from health
professionals, requesting to comply with ART, are likely met
with psychological reactance, an aversive response, possibly
resulting in nonadherence. Adolescenceisaso adevelopmental
period characterized by an orientation toward the peer group
and the need to conform [22]. Because of the need to maintain
appearances and fit in with their peers, and possibly engagein
sexual relations [8], adolescents may choose to hide or even
completely deny having HIV, especiadly if the disease is
asymptomatic. As an unfortunate consequence, nonadherence
to ART and death rates among adolescents living with HIV are
disconcerting.

Prior Work

In the last decade, the availability of eHealth systems has
dramatically increased [23]. eHealth refers to health services,
information, and support that are delivered or enhanced through
web-based technol ogies and rel ated software applications[24],
including SM S text messaging, web-based applications, social
media, mobile apps, and games. eHealth interventions are also
increasingly being used to improve ART adherence, and
integrated into HIV self-management and service delivery
[25-28]. Overall, eHedlth is considered a promising approach

https:.//mhealth.jmir.org/2021/12/€25129

to deliver effective interventions for ART treatment, for both
adult [29-32] and adolescent groups [27,33-35].

ART adherence is a complex health behavior determined by
multiple sociobehavioral factors, and for adolescents, further
complicated by unique developmental changesat the biological,
social, and psychological level. Prior reviews of eHealth ART
adherence systems for adolescents have examined the
effectiveness, feasibility, and acceptability [33-36] and found
that such systems have generally encouraging impact. Similar
findings have also been synthesized for other chronic health
conditions [34,37-39]. However, to the best of the authors
knowledge, no reviews have systematically explored the extent
to which health behavior theories ground the intervention, guide
the selection of behavior change techniques (BCTS), or inform
thedesign featuresin the app itself. Thisissurprising, assevera
studies suggest that grounding the design of eHealth systems
in theory is associated with increased effectiveness [40-42].
Specific to HIV, recent systematic reviews also reveaed that,
for adults, designing eHealth systems based on behavioral theory
is associated with efficacy in improving adherence to HIV
medication [30].

Health behavior theories may provide a comprehensive
understanding of adolescent’'s adherence behavior and its
determinant factors [43]. A number of theories are already
applied to model HIV medication adherence[44], including the
Health Belief Model [45], Information—M otivation—Behavioral
SkillsModel [46,47], Social Cognitive Theory [48], Theory of
Reasoned Action [49], Theory of Planned Behavior [50], and
Transtheoretical Model [51]. Therefore, health behavior theories
can provide insights on achieving behavior change, and hence
could support the design of eHealth systems that specifically
consider adolescent adherence behavior.

Derived from the aforementioned theories and models, several
behavior change strategies exist that may influence, motivate,
or persuade people to adhere to healthy behaviors. These
strategies are organized into taxonomies such as the Behavior
Change Technique Taxonomy version 1 (BCTTv1) of Michie
et al [52] or Ciadini’s influence techniques [53]. Systematic
reviews also revealed that using such specific techniques
facilitate behavior change, and are associated with efficacy in
improving adherence to HIV medication [30]. Note that while
these frameworks are applied to clinical practice, they are still
technology agnostic. They apply to human-delivered
interventions, first and foremost.

Hence, for eHedth interventions, such BCTs still need
trandlation into designed features of a delivery platform. Also
here, frameworks exist to guide researchers, such as Fogg's
persuasive principles [54,55], persuasive system design
principles of Oinas-Kukkonen and Harjumaa [56], lenses of
motivational design for mHealth features by Geuens et a [57],
or taxonomies of gamification elements[58-60]. Different from
the BCTs, these necessitate and describe features of a
technology-enabled intervention. Despite their applied nature,
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heretoo, research has shown the need for design considerations
to be based on health behavior change theories [40,42,61].

In sum, designing an eHealth intervention implies a 3-stage
process. (1) understanding health behaviors through insight
from appropriate theories, (2) defining appropriate BCTs as
elements of theintervention, and (3) atrandlation into designed
featuresfor achosen eHedlth platform [42,57,62]. Anillustration

Bezabih et &

of this pipelineis given in Figure 1. Ideally, step 3 (designing
features) isproceeded by steps 1 (understanding through theory)
and 2 (specifying BCTs) [57]. However, thisis not a mandate
and researchers/app designers may jump to step 3 directly [42].
Considering this design pipeline perspective, it is therefore
interesting to investigate whether theories matter for quality
and impact of eHealth interventions for ART adherence of
adolescents as well [42].

Figurel. A stepwise design process of e-Health behavioral interventions. BCT: behavior change technique; PSD: Persuasive Systems Design.
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Resear ch Objectives

The purpose of this systematic review is to assess the extent to
which studies implement the different steps of this pipeline

https://mhealth.jmir.org/2021/12/e25129
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(health behavior theory > BCT > designed features) and how
thisis related to the quality and impact of eHealth systems to
promote adolescents' ART adherence. Therefore, we explore
the research questions (RQs) in Textbox 1.
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Textbox 1. Research questions (RQs).

Bezabih et &

theory?
«  Which theories are used?

«  How often were theories used?

o Which BCTsare used?
« How many BCTsare used by interventions?

« AreBCTslinked to behavior change theories?

«  What platforms are chosen?
«  Which features are designed?

«  How many design features are used in the different platforms?

behavior change?
«  What isthe evidence quality of the interventions?

o What istheimpact of the interventions?

« RQL1. Are eHedlth interventions addressing antiretroviral therapy (ART) adherence among adolescents with HIV grounded in health behavior

« Do theories used specifically address developmental changes related to adolescence?

« RQ2. Do the eHealth interventions addressing ART adherence among adolescents rely on behavior change techniques (BCTs)?

« RQ3.How are eHealth interventions addressing ART adherence among adolescents implementing the BCTs as design features?

« RQA4. What arethe quality and impact of the eHealth interventions and how do they relate to grounding in theories related to health behavior and

«  What isthe relation between grounding in theory and impact of the interventions?

Methods

Overview

The process of formulating the RQs and the search strategy was
guided by the PICO(S) (Patient/Population/Problem,

Intervention, Comparison, Outcome, Study design) concept of
Cochrane Collaboration [63]. We used the PRIMA guidelines
as a basis for conducting and reporting this systematic review
[64].

Search Strategy

The search query was crafted as acombination of the PICO text
words and then applied on the databases, limited to metadata
fields search (title, abstract, and keyword). We restricted the
search on eHealth interventions pertaining to ART adherence
among adol escents, excluding those regarding other HIV care
services such as HIV testing. Search terms were structured as
per the syntax of each database (Multimedia Appendix 1). The
entire search query was refined via several tests and peer
reviews. To expand the search into an interdisciplinary space,
electronic databases relevant to technology and medical fields
(IEEE Xplore, ACM, ScienceDirect, PubMed, Scopus, and Web
of Science) were searched on April 25, 2019, including all
papers up to this date. A secondary search was conducted on

https:.//mhealth.jmir.org/2021/12/€25129

all databases on January 22, 2021, to check for new relevant
citations. The search sting was formulated as follows:

[HIV OR *Human Immunodeficiency Virus’ OR “HIV/AIDS’
OR “Acquired Immunodeficiency  Syndrome” OR
“HIV-positive’ OR “HIV+" OR “living with HIV"] AND
[adolescent OR teen* OR young OR youth] AND [ARV OR
antiretroviral OR “Antiretrovira Therapy” OR“HIV treatment”
OR“HIV care’ ] AND [“eHealth” OR “e-health” OR “eectronic
health” OR “digita hedth” OR telemedicine OR “tele-medicine”
OR technology OR “computer-based” OR “web” OR
“web-based” OR Internet OR online OR “social media’ OR
“social networking” OR “mHealth” OR “m-health” OR “mobile
health” OR “mobile phone” OR “cell phone’” OR “cellular
phone” OR smartphone OR “text message” OR SMSOR “ short
message service” OR “app” OR “application” OR game OR
videogame OR gamif* OR “play”] AND [adherence OR attrition
OR dropout OR drop-out OR completers OR “lost to follow-up”
OR withdrawal OR nonresponse OR non-response
OR “completion” OR *did not complete” OR retention OR loss
OR compliance OR concordance]

Eligibility Criteria
This review focused on eHealth interventions designed for

adolescents to support ART adherence. We developed and
applied the inclusion/exclusion criterialisted in Textbox 2.
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Textbox 2. Inclusion and exclusion criteria.

Bezabih et &

Inclusion Criteria

. eHedlth interventions designed for adolescents (age average between 10 and 24 years) to improve HIV medication adherence.

«  Studies clearly describing the intervention content and characteristics.

- Interventions empirically evaluating antiretroviral therapy (ART) adherence, measured as one of the following:

«  Primary adherence behavior—related outcomes (eg, change in knowledge and attitude about HIV and ART, self-efficacy in taking ART

medication, social support).
«  ART adherence (directly measured):

«  Objective measure (eg, using real-time el ectronic adherence monitoring, pill count).

«  Subjective measure (eg, self-report, caregiver report).
. Biologica outcomes (eg, CD4 count, viral load suppression).
o Peer-reviewed articles published in English (journal or conference).

Exclusion Criteria

« Interventions designed for other age groups or health professionals (or mixed but no age subgroup analysis).

. Abstracts, reviews, protocols (however, we kept papers describing an already included eHealth system to get extra information about the

intervention), ongoing works, books, book chapters.

. Interventionsthat only evaluated user experience, acceptability, or feasibility but not ART adherence.

« Interventions that focused on other HIV care services such as reducing risky behaviors, promoting HIV testing, or pretreatment care.

Screening and Inclusion

A multistep screening process (Figure 2) was applied to get to
thefinal included interventions. Asafirst step, 529 paperswere
obtained, and duplicates (n=157) were removed. Next, 372
unique paperswere screened by applying the criteriain Textbox
2 on both title and abstract. After this screening, 63 papers
remained. In case of doubt on title/abstract information, papers
were simply added to the next phase. In the fourth step, the 63
full papers were read and screened against the
inclusion/exclusion criteria, resulting in further removal of 40
papers, eventually retaining 23 papers describing 14 different

https:.//mhealth.jmir.org/2021/12/€25129

interventions. When available, various paperson anintervention
(protocol, feasibility study, user experience study, pilot test,
and randomized controlled trial [RCT]) were all kept to theend
for further reference of intervention details. In April 2021, a
second database search was performed to capture any new
studies, resulting in 165 new unique citations. Following the
same screening process, 11 papers were screened (after
excluding 154) viatitle/abstract screening. Full-text reading of
these papers resulted in 2 papers describing 2 eHealth systems
for final inclusion. Totally, out of 694 papersfrom both searches,
16 different eHealth apps were included and analyzed.
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Figure 2. Screening and inclusion process.
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* Becond search on January 22, 2021, yielded 2 new relevant interventions.

Data Extraction and Analysis

We coded relevant characteristics including intervention name,
publication year, country, delivery technology, study design,
population, sample size, follow-up duration, intervention
summary, theory use and justification of theory selection,
consideration of developmental changesrel ated to adolescence,
outcomes, and effectiveness.

Coding of Behavior Theories, Behavior Change
Techniques, and Designed Features

Behavior Change Theories

We used the Theory Coding Scheme (TCS) devel oped by Michie
and Prestwich [65] to describe the theory basis of each
intervention and to assess to what extent theories were utilized.
This checklist has 19 items to verify whether an intervention
mentions a theory or model, to what extent a theory or model
isused in designing intervention features, and whether the theory
is tested in pre/poststudy. Item 1 verifies whether a particular
theory is mentioned in the studies, whereas items 2 and 4-11
measure to what extent the theory is used during designing
interventions. Item 3 checks whether more than 1 theory is
applied. Item 12a verifies whether the impact on adherence
mediatorswas measured. The remaining itemswereleft uncoded
asthey deal with reliability of methodsin measuring and testing
theory, and theory refinement, which is beyond the scope of
this study. Each item was coded as 1 if applied and O if not
present. As a last step and composite measure, the included
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eHealth systems were graded on the extent of theory usage as
no, low, medium, or high usage. Studieswere labeled asfollows:
“no,” if there was no mention of theory, or they mentioned a
theory but there was no grounding of theinterventiononit (TCS
item 1); “low,” if it was explicitly stated that theory concepts
were used to design the intervention (1 or more of the TCS
items 2, 5, 8, and 11); “medium,” if al intervention techniques
originated from theory concepts (TCS item 7 or 9); “high,”
when all theory concepts were addressed, or used to select
participants or tailor interventions (1 or more of TCS items 4,
6, and 10).

Consideration of Developmental Changes

We investigated studies for the presence of discussions
concerning how devel opmental theory conceptsinfluence ART
adherence among adol escents. Thisexamination was particularly
inspired by TCSitem 1 which says*“ Theory/model of behavior
mentioned—Models/theories that specify relations among
variables, in order to explain or predict behavior are mentioned,
evenif theintervention isnot based on thistheory” [65]. Hence,
we examined the presence of explicit discussions on how
developmenta changes (biological, socid, psychological) would
“explain or predict” (to use the exact words) ART adherence
among adolescents.

Behavior Change Techniques

For coding BCTsfrom intervention descriptions, BCTTv1 [52]
was used. BCTTv1 is a well-established taxonomy with an
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extensive list of theoretical methods of behavior change,
containing 93 BCTsgrouped into 16 clusters. It has been widely
applied to specify intervention techniquesin various behavioral
domains such as physical activity [66], acohol use [67], and
medication adherence [68]; as well as to identify the presence
of BCTsin existing interventions [41,62]. To examine the use
of BCTs in interventions, the prevalence of individual BCT
across al interventions was calculated. Similarly, we aso
caculated the total number of BCTs per intervention.
Considering the complexity of coding BCTs, coders completed
acertified online training on BCT taxonomy (BCTTv1) [69].

Designed Features

Because BCTs are only descriptions of behavior change from
apsychological perspective, in other wordsthey aretechnology
agnostic, we additionally coded the designed features, using the
lenses of motivational design for mHealth devel oped by Geuens
et al [57]. Geuenset al [57] explained how theoretical concepts
of behavior change can be trandated into design principles, by
including also implementation instanti ations of these principles
through examples of mobile app features. These lenses of
motivational designs provideimplementation-level descriptions
of design principles, also encompassing persuasive principles
of [54-56]. The prevalence of individual design featuresamong
systems and the number of features per each system are
calculated.

I mpact

Because interventions differ substantially in measuring their
impact, each outcome measure was coded (mediators,
adherence, or health outcomes) as positive effect (+), no effect
(0), or negative effect (-). Hence, we did not exclude any
outcome measures or limit ourselves to direct measures of

Table 1. Evidence quality assessment method.

Bezabih et &

adherence such asmedication intake or viral load. Thisinclusive
approachisjustified by the Information—M otivation—Behavioral
Skills Model [47] of ART adherence, as it accommodates a
broad range of outcome measures[47,70], and iswidely adopted
in ART adherenceresearch [71-73]. Thismodel conceptualizes
ART adherence asafunction of 3 mediators: information about
HIV and ART, motivation to take medication, and behavioral
skillsrequired for taking medication. An increasein any of these
congtructsistheorized to result in improved adherence behavior
which in turn produces favorable health outcomes.

M ethodological Quality Assessment

Finaly, we evaluated the strength of evidence for the
methodological quality of included interventions with respect
to the review questions, using the quality assessment method
used in Johnson et a [74], with a minor modification: we
discerned pre/posttest studies from single-subject and case
studies (Table 1). This method was first used to assess the
quality of evidence for the impact of computer games and
serious gameson learning [75,76], and later for their impact on
health and well-being [ 74]. It has 5 criteria against which every
included intervention is scored from 1 to 3. Adding up each of
the 5 marks gives apossible maximum score of 15. A subsample
of interventions (4/15, 26.67%) was coded independently by 2
coders (first and last authors). Interrater reliability was cal culated
using intraclass correl ation coefficient with 2-way mixed effects
and absolute agreement. The score was 0.89, showing a good
agreement between the 2 coders. The quality measure hererefers
to the quality of clinical validation test (study design, eg, RCT,
pre/post; sample size), not the quality in terms of design and
development of eHealth systems (i, integration of theory, BCTs,
design elements).

Criterion Min score Max score

How appropriateisthe research design for addressing the question, or subquestions of thisreview: randomized controlled 1 3

trails (3), quasi-experimental study (2.5), pre/posttest design (2), case study, single subject-experimental design (1)?

How appropriate are the methods and analysis? 1 3

How generalizable are the findings of the study to the target population with respect to the size and representativeness 1 3

of sample?

How relevant is the particular focus of the study (including conceptual focus, context, sample, and measures) for ad- 1 3

dressing the question or subguestions of this review?

To what extent can the study findings be trusted in answering the study question(s)? 1 3
Results studies (n=5) intentionally included participants with poor

adherence performance. Half of the systems employed pre—post

Overview designs, whereasthe other half used RCTsfor clinical vaidation.

Of the 16 included systems, most were built in the United States
(n=12), 2 in Nigeria, 1 in Uganda, and 1 in Argentina. Some
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Table 2 shows the list of included studies, and the summary of
interventionsis provided in Multimedia Appendix 2.
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Table 2. Included studies.

Bezabih et &

No. Intervention studies® References
1 Whiteley et a [77.79]
2 Tanner et a [79,80]
3 Stankievich et d [81]

4 Spratt et al [82]

5 Shegog et a [83]

6 Belzer et a [84-86]
7 Saberi et a [87]

8 Linnemayr et al [88,89]
9 Puccio et d [90]

10 Naar-King et a [91,92]
11 Hightow-Weidman et a [93]

12 Dowshen et a [94,95]
13 Garofdo et a [96]

14 Dworkin et a [97-99]
15 Dulli et a [100]
16 Abiodun et al [101]

8For interventions with multiple studies, only the first author of one of the papers is used.

RQ1: AreeHealth InterventionsGrounded in Behavior
Theory?

Which Theories Were Commonly Applied to I nform
Behavior Change?

A total of 10 different theories were mentioned (Table 3), of
which 3 theories appeared commonly, namely, Social Cognitive

Table 3. Theories used by the included interventions.

Theory, the Information—M otivation—Behaviora Skills Modd,
and Motivational Interviewing. The complete theory coding
sheet of included studies using the TCS is provided in
Multimedia Appendix 3.

Theory Frequency

Interventions

Socia Cognitive Theory 4
[96]

Information-Motivation-Behavioral SkillsModel 3
Motivational Interviewing

Fogg Behavior Model

Empowerment Theory

Transtheoretical Model

Stress, Appraisal, and Coping Theory
Narrative Communication (Storytelling)
Ecological Momentary Intervention
Socia Action Theory

e e T )

Tanner et a [79,80], Shegog et a [83], Hightow-Weidman et a [93], Garofao et a

Whiteley et a [77,78], Linnemayr et a [88,89], Dworkin et a [97-99]
Spratt et a [82], Shegog et al [83], Naar-King et a [91,92]
Hightow-Weidman et a [93]

Tanner et a [79,80]

Spratt et al [82]

Belzer et al [84-86]

Hightow-Weidman et a [93]

Dowshen et a [94,95]

Puccio et a [90]

Were Behavior Change Theories Used Extensively?

Of the 16 eHealth systems, 9 were grounded in theory. However,
the extent of theory utilization (the extent to which interventions
address particular theory-relevant constructs [65]) varies
substantially. Four interventions were supported by more than
1 theory. Of these, 1 (Hightow-Weidman et a [93]) was guided

https:.//mhealth.jmir.org/2021/12/€25129
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by 3 theories, whereas 3 interventions (Tanner et al [79,80],
Spratt et a [82], and Shegog et a [83]) combined 2 theories.
Table 3 provides an overview of the specific theories used per
intervention. The remaining 7 interventions were not grounded
in theory. While 3 of them mentioned a particular theory and
its constructs in relation to adherence, they were not utilizing
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it to inform the design of the intervention. The remaining 4 did
not refer to theory at all.

Based on the degree of application of theories in designing
interventions, that is, based on the TCS [65] (also see

Bezabih et &

Multimedia Appendix 3), we grouped studies into 4 usage
categoriesas stated in the“Methods” section: no, low, medium,
and high (Table 4). As much as 7 of 16 interventions have no
use of theory, 5 have low theory usage, 1 used theory
moderately, and 3 used theories extensively.

Table 4. The extent of theory usage of the included interventions, based on the Theory Coding Scheme [67].

Theory usage category Theory Coding Schemeitems  Interventions

No
No theory mentioned Not applicable Stankievich et a [81], Saberi et a [87], Dulli et al [100], Abiodun et al [101]
Mentioned theory 1 Puccio et a [90], Linnemayr et a [88,89], Dowshen et a [94,95]

Low 2,5811 Spratt et a [82], Shegog et al [83], Belzer et al [84-86], Naar-King et a [91,92],

Garofalo et al [96]
Medium 7,9 Whiteley et al [77,78]
High 4,6,10 Tanner et a [79,80], Hightow-Weidman et a [93], Dworkin et a [97-99]

Were Developmental Changes Related to Adolescence
Considered?

Given the importance of using suitable theoretical foundation
for interventionsthat address adol escents (see the “ Introduction”
section), we explored whether the studiesincluded in our review
adequately address this aspect in how they report their work.
Hence, we entirely examined them for information concerning
the influence of developmental changes (biological, social,
psychological) on ART adherence among adolescents. For
example, we explored whether the studies considered the
guestion of which theories could work better for adolescents
(ie, which theory would provide better coverage of factors
associated with developmental changes). Our findings suggest
that none of the theory-informed eHealth interventions explicitly
discussed theory selection from a developmental perspective:
none of the studies provided a discussion of why or how the
respective theories were appropriate for adolescents, suggesting
lack of consideration of developmental changes. However, they
mentioned previous use of those health theories in behavior
change research including in adolescent populations (see
Multimedia Appendix 2), although they did not include explicit
reasoning for their choice. This may suggest that, in general,
developmental changesrelated to adolescence are currently not
included in the choice of theoretical foundation for interventions
toincrease ART adherence among adolescentsin atransparent
way, leaving room for future work that explicitly draws from
suitable theory to achieve better outcomes as suggested by [102].
Additionally, we searched for evidence that developmental
changeswere accounted for in theintervention design—whether
any specific design featureswere rel ated to these changes—but
no such explicit association was found.

RQ2: Are eHealth Interventions Using Behavior
Change Techniques?

Which Behavior Change Techniques Were Most
Common?

Across the 16 eHealth systems reviewed, a total of 42 BCTs
were identified (Multimedia Appendix 4). The most popular
technique was “Prompting/cueing,” which was used by 11
interventions. The second most frequent technique was* Social

https:.//mhealth.jmir.org/2021/12/€25129

support (unspecified),” used in 10 interventions. The third was
“Problem solving,” used in 8 interventions. Next, “Monitoring
of behavior by others without feedback” was used 7 times, and
“Information about health consequences,” “ Credible source,”
“Social support (emotional),” and “Instructions on how to
perform behavior” were each used 5 times. “ Demonstration of
the behavior” has been used 4 times and the remaining
techniques appeared 3 times or less.

How Many BCTs Were Used Per | ntervention?

The median number of BCTsused was5. Theintervention with
the highest number of techniqueswas by Dworkin et a [97-99]
utilizing 17 different ones. The lowest number of BCTs was
found in Abiodun et a [101], using 1 technique. A complete
list of details on how many techniques each intervention has
applied is provided in Multimedia Appendix 4.

Are Behavior Change Techniques Linked to Behavior
Change Theories?

Most theory-based studies (7/9: Shegog et al [83], Belzer et a
[84-86], Garofalo et al [96], Whiteley et al [77,78], Tanner et
al [79,80], Hightow-Weidman et al [93], Dworkin et al [97-99])
linked at least oneintervention techniqueto 1 theory (TCSitem
8) and at least one theory-relevant construct to an intervention
technique (TCSitem 11). However, only half (4/9: Whiteley et
al [77,78], Tanner et a [79,80], Hightow-Weidman et a [93],
Dworkin et a [97-99]) linked all theory-relevant constructs to
at least one intervention technique (TCS item 10), and only 5
out of 9 (Whiteley et a [77,78], Tanner et a [79,80],
Hightow-Weidman et a [93], Garofalo et al [96], Dworkin et
al [97-99]) linked all intervention techniques to at least one
theory-relevant construct (TCSitem 7). Two (Shegog et a [83]
and Naar-King et al [91,92]) studies used theory constructs to
tailor intervention techniques to recipients (TCS item 6), but
no study selected recipientsfor the intervention based on theory
constructs (TCSitem 4).

RQ3. How Are eHealth I nterventions Designed?

What Platforms Were Used to | mplement eHealth?
Many of the systems were simplistic applications from a
technical perspective developed on basic phones (ie, SMS text
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messaging [n=6] and phone calls [n=3]; Table 5). However,
advanced applications designed for smartphones were aso
emerging (n= 3). These smartphone-based apps were designed
in various forms—ordinary apps, serious games, and gamified
apps. Already existing social media apps were also utilized.
Electronic adherence monitoring devices (el ectronic medication
containersthat look like ordinary bottles or mobile phones, eg,
WisePill) were a'so common, but mainly used in combination

Table5. Type of systemsin included studies.

Bezabih et &

with other platforms and not as a standalone system. The
primary purpose of these devices was to objectively measure
adherence, except in 1 intervention (Spratt et al [82]) in which
it was used to deliver reminders in the form of blinking lights
and chime sounds. Other systems included web-based
applications (desktop/laptop), remote videoconferencing, and
desktop applications (Naar-King et al [91,92]). Such systems
were, however, less frequent, each appearing just once.

System type Frequency Study

SMSS text messaging 6 Stankievich et al [81], Spratt et al [82], Linnemayr et al [88,89],
Dowshen et a [94,95], Garofalo et a [96], Abiodun et a [101]

Phone call Sprett et a [82], Puccio et a [90], Belzer et al [84-86]

Electronic adherence monitoring device® 3 Whiteley et al [77,78], Spratt et al [82], Linnemayr et al [88,89]

Smartphone app 1 Dworkin et al [97-99]

Smartphone serious game 1 Whiteley et al [77,78]

Gamified smartphone app 1 Hightow-Weidman et al [93]

Socia media 2 Tanner et a [79,80], Dulli et a [100]

Web-based application (desktop/laptop) 1 Shegog et al [83]

Videoconferencing 1 Saberi et al [87]

Desktop applications 1 Naar-King et al [91,92]

8Jsed in combination with others, not as a standal one intervention system.

Which Design Features Were Common?

Out of the 28 motivational design features proposed by Geuens
et a [57], we found 24, with the most frequent features being
“Reminders “Personalization,” and “General
information”—appearing 11, 10, and 9 times, respectively
(Multimedia Appendix 5). Information to educate adolescents
about HIV and ART adherence was sometimes tailored to
participants based on personal profiles—hence“Microtailoring.”
“Instructions” on how to perform certain tasks such as taking
medication and talking to providers were al so detected. In some
interventions, generic information and instructions were from
health care expert sources (ie, “Expertise”). Asking patientsto
manually enter information (ie, “Logging”) about performance
of their behavior (eg, whether they took medication or not) or
outcome data (eg, viral load, CD4 count) was also common,
although sometimes this was also done automatically, via
“Tracking,” using electronic devices such as medication
adherence monitoring devices.

How Many Design Features Were Used in the Different
Platforms?

The median number of design featureswas 4. The intervention
with the highest number of design features (n=15) was
Hightow-Weidman et a [93], while the interventions with the
lowest number of features (n=1) were Puccio et a [90] and
Abiodun et a [101] (Multimedia Appendix 5).

https:.//mhealth.jmir.org/2021/12/€25129

RQ4. What AretheQuality and Impact of theeHealth
Interventions and How Do They Relate to Grounding
in Theory?

Quality

We adopted Johnson et al’s [74] method to categorize papers
on methodological quality, computing the quality of evidence
score, ranging from 5 to 15. Papers with arating 8 or below are
categorized as “weak evidence,” 9-12 as “moderate evidence,”
and 13 and above as* strong evidence.” Six interventions scored
strong on quality of evidence, 4 moderate, and the remaining 7
weak (Table 6). The quality ratings only pertain to the strength
of empirical evidencefor outcome effects, and do not judge the
overal quality of the studies.

I mpact

As mentioned in the “Methods’ section, outcome measures
were coded following Information—M otivation—Behavioral
Skills Model’s conceptualization of ART adherence behavior
as a function of 3 mediators. information, mativation, and
behavioral skills [47]. Therefore, the measures corresponding
to these parameters are knowledge on HIV and ART, personal
motivation and social motivation, and ART self-efficacy,
respectively. Direct measures of adherence behavior are ART
medication adherence and appointment adherence. Similarly,
measures of biological outcomes include vira load and CD4
count. The number of measurements for each outcome, effect
type, and quality of evidence is summarized in Table 6. Of the
16 eHealth systems, 10 reported positive effect on 1 or more of
the outcomes measured, yet 7 of these also reported no effect
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on 1 or more of other outcomes. Asmuch as6 out of 16 reported  purely no effect in all the outcomes measured.

Bezabih et &

Table6. Impact of included interventions on Integrated Behavioral Model mediators of antiretroviral therapy adherence among adolescents and quality

ratings.
Interventions  Theoretical groundingand  Quality and effectiveness®
motivational features
Overall Behav- Design HIV An- ART Socia  ART ART Medi- Viral CD4 Qudli-
quality ior features, knowl- ftiretrovi- motivas support sdf-effi- medica- cal ap- load count ty of
of theo- change n edge rd thera  tion (socia  cacy tionad- point- evi-
ry inte-  tech- py (person-  motiva herence ment dence
gration  niques, (ART) @ moti- tion) adher-
(Table n knowl-  vation) ence
4) edge
Whiteley etal  Medium 15 10 + + 0 0 0 + + 15
(77, [78]%°
Tanner et a High 16 12 + + 11
(79, [80]%'
Hightow-Weid- High 15 15 + + + 9
man et al [93]°
Dworkin et al High 17 14 0 0 + 12
[97]-[991°
Stankievichet  No 2 3 0 6
al [81]¢
Spratt et al Low 9 4 0 6
(82]%9
Saberi et a No 7 2 0 0 0 6
(87°
Linnemayreta No 3 2 0 13
(8], [89]°
Puccio et a No 3 1 0 0 5
[90]°
Naar-Kingeta Low 11 4 0 0 15
[91], [92]9
Dowshenetal No 2 3 + 0 8
[94], [95]9
Garofalo et a Low 4 4 + 0 13
[96]°
Shegog et a Low 2 5 + + + + 7
(83°
Belzer et d Low 4 2 0 0 + + 11
[84]-[86]°
Dulli et a No 6 4 + 0 0 13
(10019
Abiodun et a No 1 1 0 + 14
[101]9

%4 means positive effect; “0" means no effect; “—" means negative effect.
bTrue for newly started ART; no significant effect on patients who stayed longer on ART.
CHigher usage of theory and motivational features, scoring at least medium and high once.

9Electronic monitoring alone (control) acts as a better intervention than additional signal and SM'S text message reminders (intervention).

€L ower usage of theory and motivational features.
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What | sthe Relation Between Grounding in Theory and
I mpact of the I nterventions?

The nature of this review precludes any firm conclusions. A
closer look at Table 6 suggests mixed results; we cannot
unambiguously conclude that more extensive grounding of
design featuresin theory related to health behavior or behavior
change is associated with better (significant) effectiveness on
outcomes with good evidence quality (compare studies with
footnotes ¢ and €). However, the results suggest that 10/16
(Whiteley et a [77,78], Tanner et a [79,80], Hightow-Weidman
et al [93], Dworkin et a [97-99], Dowshen et a [94,95],
Garofalo et a [96], Shegog et a [83], Belzer et al [84-86], Dulli
et a [100], Abiodun et al [101]) of the included eHealth apps
report apositiveimpact on ART adherence or on its mediators.

Discussion

Summary

This systematic review examined theory usage, integration of
BCTs, and motivational design features and technology
platformsused in existing eHealth ART adherence interventions
for adolescents, and how these aspects relate to the quality and
impact of interventions. Generally, we found the impact of
eHealth systems on adol escent ART adherence and its mediators
promising. Moreover, most included systems attempted rooting
eHealth interventions in theoretical frameworks. Nevertheless,
we found a gap between the discussion of theories to root an
intervention and the actual application of thosetheoriesin terms
of system design. Additionally, we only came across few
systems that contain a considerable number of BCTs and
motivational design features. Instead, elementary designs
characterize current systems. In the following paragraphs, we
detail the main findings and relate them to existing theoretical
and empirical work.

Principal Findings

AreeHealth I nterventions Grounded in Health Behavior
Change Theory?

The review shows that current eHealth systems to improve
adolescents' ART adherence refer to theory only lightly. Of the
16 included eHedlth systems, only 4 interventions show
extensive to moderate usage of theory, whilethe remaining have
low or no usage (Table 4). Thisfinding contrastswith the studies
that have argued that grounding the design of eHealth systems
in theory is associated with increased effectiveness [40-42]. In
the context of HIV in particular, designing eHealth systems
based on behavioral theory is associated with efficacy in
improving adherenceto HIV medication [30]. Thisisattributed
to the fact that health behavior theories provide acomprehensive
understanding of ART adherence behavior and its determinant
factors, to inform the design of theintervention [44,103]. Theory
underutilization may result in a limited understanding of the
different moderators of ART adherence among adolescents,
leaving several factors unaddressed by the intervention, which
in turn reduces effectiveness [104].

Moreover, our findings indicate that the context of
developmental changesand their impact on ART adherenceare

https:.//mhealth.jmir.org/2021/12/€25129
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not explicitly addressed in the included studies. This is
somewhat surprising as prior research has shown that factors
associated with developmental changes affect adolescents
health including medication adherence [105]. Adolescence
presents a specific developmental stage marked by profound
biological, psychological, and social changes [106-111] that
may affect ART adherence behavior [20]. For instance, we did
not find explicit mention of how the ongoing development of
cognitive capacity [17], oppositional behavior associated with
becoming autonomous [21], and conformity to peer pressure
[22] and the synergy it may have with HIV stigma [112] can
affect ART adherence among teenagers. Being informed of
these developmental theory concepts might be useful in the
choice of appropriate BCTs and design features. However, the
absence of explicit referral to developmental theory does not
automatically imply that interventions are not (implicitly)
informed by developmental theories.

Are Behavior Change Techniques Guided by Theory?

Almost half of the interventions applied only 4 or less BCTSs,
which may render them less effective in delivering intervention
content: prior research on BCTs and health behaviors, (eg,
[40-42,62]) has indicated that the number of BCTs applied in
an intervention influences its effect, that is, interventions that
employ more BCTs were found to have a larger effect on
behavior than those that apply fewer BCTs[41]. Thisrelatively
low number of BCTs usage might be the result of a less
comprehensive conceptualization of adherence and its
determinants, or a less comprehensive conceptualization of
adolescents' developmental changes and their impact on ART
adherence. For example, an intervention narrowing adherence
to “consuming medication,” and focusing primarily on
“forgetfulness’ as main barrier, might end up employing the
“prompts/cues’ BCT only; “reminders’ as the main technique
can be seen in [90,94]. A deeper ook through the perspective
of developmental changes (ie, areflection on why adolescents
forget) might perhaps suggest another solution; for example,
building adolescents' skills on how to better integrate
medicationsinto daily life. Interms of breadth (covering abroad
range of factors), reviews on barriers of adolescent’'s ART
adherencelist many factors complicating adherence[9-11] that
eHealth systems need to address. Moreover, wefound that BCTs
which might be relevant for adol escents such as demonstration
of behavior (modeling), peer comparison, or incentivization
were scarce.

What Arethe Prevalent Platforms and Designed
Features?

We found that most included systems were limited to SM S text
messaging or phone calling. Compared with more advanced
information and communicationstechnology systems, SMStext
messaging and phone calls offer the advantage of being cheap
to deliver. However, such systemsalso limit the implementation
of more sophisticated features. For example, it is chalenging
to deliver intervention content enriched with engaging
audiovisua content. SMS text messages alone might not be
sufficiently engaging to adolescents, which could be apossible
explanation for researchers reporting noneffectiveness
[88,113,114]. A previouswork noted that for adol escents*texts
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that say the same thing are boring” [77], and the authors
recommended dynamically changing the content of the message
so that adolescents do not get tired of reading the same messages
[89].

As for the designed features, “reminders (notifications)” and
“personalization (adapting color schemes and skins)” were the
most frequently applied followed by displaying “general
information.” The remaining features were scarcely used.
Providing remindersfor medication, enabling customization on
system features, and educating adol escents about HIVV and ART
are still appropriate. However, interventions could be more
effective if they additionally include “social” features such as
principles grouped under “reward and incentives’ and “social
interactions’ categories [57].

What Are the Quality and I mpact of the eHealth
I nterventions?

Of the 16 eHealth systems, 10 (Whiteley et a [77,78], Tanner
et a [79,80], Hightow-Weidman et a [93], Dworkin et al
[97-99], Dowshen et a [94,95], Garofalo et a [96], Shegog et
al [83], Belzer et a [84-86], Dulli et a [100], Abiodun et a
[101]) reported positive effect on 1 or more of the outcomes
measured, yet 7 (Whiteley et a [77,78], Dworkin et al [97-99],
Dowshen et a [94,95], Garofalo et a [96], Belzer et a [84-86],
Dulli et a [100], Abiodun et a [101])out of these 10 also
reported no effect on 1 or more of other outcomes. Six out of
16 (Stankievich et a [81], Spratt et a [82], Saberi et a [87],
Linnemayr et a [88,89], Puccio et a [90], Naar-King et a
[91,92]) reported purely no effect in all the outcomes measured.
Overall, while evidence is mixed, the impact of these systems
on ART adherence and its mediators has a positive trend.
However, the nature of this review and diversity of eHealth
studies preclude any firm conclusions based on our study
findings (Table 6). Considering the relatively small number of
digital interventions identified in this review and the mixed
evidence on its impact, more digital interventions for
adolescents’ HIV self-management should be evaluated to come
to firm conclusions.

Implications and Recommendations

Overview

A clear understanding of theoretical insights enables designers
to trandate various BCTs into features appropriate to this
specific audience; theway BCTsareimplemented and presented
to users matters in respect to their effectiveness. Moreover,
implementation sophistication on top of applying relevant
intervention content is paramount. In the paragraphs bel ow, we
detail the recommendations derived from this review.

Ground | nterventionsin Theoriesand Methods Tailored
to Adolescents

Deciding on a particular theory is challenging for eHealth
designers as a plethora of health theories exist, and there is not
onetheory specifically devel oped for adolescents. In thisrespect,
protocols for developing behaviora interventions such as the
IM (intervention mapping) [115] and capability, opportunity,
motivation, behavior frameworks[116,117] may be of interest.
According to IM, one should first consult existing literature to
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list reported causes of the target health problem (in this case,
barriers/facilitators of ART adherence among adolescents).
Next, concepts from this list should be linked to theoretical
constructs (ie, the theory with better coverage of thislist could
be a good candidate). Moreover, use of a combination of
multiple theories (such as Integrated Behavioral Model or any
customized combination) might be considered. Complementing
this approach, the practical study of the actual target group (eg,
user-centered methods such as participatory design [118,119]
with adolescents) might also help identify the most relevant
determinants (eg, [120]) on which an intervention can focus
[121].

Selection of Behavior Change Techniques Tailored to
Adolescents

Incentivization holds particular potential to improve adherence
to HIV care [122-125] among adol escents. Moreover, as peer
pressure among teen population is high [19], implementing
social-based techniques involving peer role modeling and
comparisons among peers might be effective. In this respect,
Hightow-Weidman et al [93] reported that participants enjoyed
“socia-media-like’ discussion boardsthat prompt peersto daily
discuss on HIV matters and share experiences. However, any
use of socia mediawith adolescents should be done with utmost
care, discussed further below.

Additionally, methods that help adolescents analyze barriers
they face, and help them generate strategies to overcome these
issues might be crucial. This is already addressed by some
interventions that seek to develop problem-solving skills, for
example, phone conversations with a professional adherence
counsdor [87] or asimilar discussion with ahumanlike character
animated in computer software [91].

I mplement Sophisticated FeaturesWith More Advanced
Technology Platforms

More advanced and engaging design features such as
gamification and social connections are needed in eHealth
systems. Although evidence on the efficacy of gamification
specific to adolescents ART adherence is not synthesized yet,
literature on gamification and adherence indicated its potential
[126,127] and positive influence on health behavior changein
general [74,128-132]. First, as mentioned above, adolescents
might be more attracted to immediate rewards [17] (eg, points)
and incentives associated with adherence achievements (eg,
badges) than foreseeing future long-term health consequences.
In addition to material rewards, virtual rewards in the form of
gamification elements such as points, levels, leaderboards, and
easter eggs might be interesting. Additionally, as adolescents
are heavily influenced by peer pressure[13], integrating “ social
interaction” principles [57] might be important. Allowing
adolescentsto link and share viasocial media platforms, connect
with others in a similar condition and demonstrating their
success (social identification), know how other peers are
performing (social comparison), compete or cooperate with
peers on social interaction environments could be useful.
However, we acknowledge that given the specific developmental
characteristics of thisage group and the dangers of issuesrelated
to HIV stigma (eg, concerns similar to privacy unraveling
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[133,134]), any such designed features should be stigma
sensitive and introduced with the greatest care.

Finaly, to enable using more advanced features,
implementations such as desktop applications, maobile apps,
games, or including gamification elements and stigma-sensitive
social media-ike features might be more appropriateto engage
teenagers. As such applications are emerging, implementations
in these platforms are warranted in future interventions.

Limitations and Future Work

As per our knowledge, this is the first systematic review to
examinetheory usage, BCTs, motivational design features, and
technology platforms used in existing eHealth ART adherence
interventions for adolescents. To investigate our main points,
we used established coding frameworks and taxonomies.
Nevertheless, this study comes with its limitations. First, this
review focused primarily on exploring existing eHealth ART
interventionsfor adolescents. Thereisaneed for amorerigorous
study of what best promotes ART adherence among adol escents,
that is, looking at the future. Second, athough established
coding taxonomies were applied, and coders were trained,
coding BCTs and design principles remained challenging due
to variationsin intervention content descriptions. Templatesfor
reporting eHealth interventions for behavior change might be
useful here. Finally, the findings in this review depended only
on explicit referral to theories used to ground intervention and
design. We must acknowledge that this methodol ogical approach
doesnot allow usto concludethat interventionsand designsare
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not tailored toward adolescents if done implicitly. It may be
that interventions are dtill informed by knowledge on
adolescents' devel opmental changes, but simply without explicit
mentioning, for example, through the embodied knowledge of
experts contributing to the design. Hence, future work may
address this by including prespecified developmentally
appropriate BCTs and incorporating these in the systematic
review of eHealth interventions for ART adherence among
adolescents. However, it should be noted here that, for the sake
of reproducibility, design knowledge should be transparently
communicated as a good practice.

Conclusions

In this review, a total of 16 eHealth interventions targeting
adolescents' ART adherence wereincluded. Overall, theimpact
of these systems on ART adherence and its mediators is
promising, but evidence remains mixed. We observed mostly
simpleapplications (ie, for SM Stext messages and phone calls);
however, advanced smartphone apps are emerging. Moreover,
most interventions applied only alimited number of BCTsand
designed features. While 9/16 systemswere grounded in theory,
overal, health theories were utilized sparsely. Moreover, we
observed a dearth of approaches addressing the specific
developmental changes related to adolescence and their
implicationsfor intervention design and responsivenessto BCTs.
In summary, we suggest that eHealth interventions, as well as
the design of specific delivery platforms, should include health
theories that are appropriate to adolescents' development, and
implement features that cater to this age group.
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Abstract

Background: Thedigital age, with digital sensors, the Internet of Things (10T), and big datatools, has opened new opportunities
for improving the delivery of health care services, with remote monitoring systems playing a crucial role and improving access
to patients. The versatility of these systems has been demonstrated during the current COVID-19 pandemic. Health remote
monitoring systems (HRMS) present various advantages such as the reduction in patient load at hospitals and health centers.
Patientsthat would most benefit from HRM S are those with chronic diseases, older adults, and patientsthat experience less severe
symptoms recovering from SARS-CoV-2 viral infection.

Objective: This paper aimed to perform a systematic review of the literature of HRM S in primary health care (PHC) settings,
identifying the current status of the digitalization of health processes, remote data acquisition, and interactions between health
care personnel and patients.

Methods: A systematic literature review was conducted using PRISMA (Preferred Reporting Items for Systematic Reviews
and Meta-Analysis) guidelinesto identify articlesthat explored interventions with HRM Sin patients with chronic diseasesin the
PHC setting.

Results: The literature review yielded 123 publications, 18 of which met the predefined inclusion criteria. The selected articles
highlighted that sensors and wearables are already being used in multiple scenarios related to chronic disease management at the
PHC level. The studies focused mostly on patients with diabetes (9/26, 35%) and cardiovascular diseases (7/26, 27%). During
the evaluation of the implementation of these interventions, the major difficulty that stood out was the integration of information
into already existing systemsin the PHC infrastructure and in changing working processes of PHC professionals (83%).

Conclusions: The PHC context integrates multidisciplinary teams and patients with often complex, chronic pathologies. Despite
thetheoretical framework, objectiveidentification of problems, and involvement of stakeholdersin the design and implementation
processes, theseinterventions mostly fail to scale up. Despite theinherent limitations of conducting asystematic literature review,
the small number of studies in the PHC context is a relevant limitation. This study aimed to demonstrate the importance of
matching technological development to the working PHC processes in interventions regarding the use of sensors and wearables
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for remote monitoring as a source of information for chronic disease management, so that information with clinical value is not

lost along the way.

(JMIR Mhealth Uhealth 2021;9(12):€28285) doi:10.2196/28285
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Introduction

Background

Digitalization of care processes, halistic sensing supported by
the Internet of Things(10T), and artificial intelligence (Al) tools
are being actively applied with benefits to the health sector and
giving rise to the smart health paradigm [1]. This corresponds
to an emerging market that was evaluated at US $143.6 hillion
in 2019, with an estimated annual growth rate of 16.2% from
2020 to 2027 [2]. In this transformative process, health remote
monitoring systems (HRMS) are recognized as an emerging
technology that use sensors and wearable devices to collect
patient data. However, to provide clinical value, these systems
have to be associated with clinical processes and therapeutics
so that measurements can be linked with actual patient care.

The use of sensors in health is a recent but growing area of
research. These sensors are usually called biosensors, as they
often collect patients' vital signs. Wearable devices are devices
that patients use in direct contact with the body to provide
clinically relevant data for care. This continuous monitoring
process defines personalized care. An 10T sensor can be used
in either adiscrete manner or acontinuous manner [3]. A Scopus
search showed that there were 96,888 publications regarding
biosensorsjust in 2020.

Wearable devices are equipped with sensing capabilities for
user mobility tracking and monitoring physical activity (for
example, counting steps), heart rate, oxygen levels, and blood
pressure. For instance, a wearable electrocardiogram monitor
has been used by many patients with serious conditions under
the prescription of their physicians [4]. Another example of a
wearable device used by patients is a wearable blood pressure
monitor, which can be integrated into a watch [5]. There is,
however, the need for proper evaluation or certification to
regulate the efficacy of these wearables, as some frauds have
already been identified. The Food and Drug Association in the
United States has established a wearables certification [6].
Lastly, there are a so patch biosensors, which are self-adhesive
patches that can collect arange of different data such as heart
rate, respiratory rate, temperature, and body posture and can
detect falls.

The implementation of HRMS is based on an |oT system that
incorporates, stores, and communicatesthe information gathered
by a set of wearable devices and sensors. The computer senses
and recordsthedaily physiological data of the patient by means
of a data processing device, data transition, data archive, data
analytics, and Al [7]. An HRMSisbased on 4 main pillars: (1)
development of systems to identify disease progression and
prevention through remote sensors; (2) use of big data (BD)
processing and analysis, which processes multiple heterogeneous
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data sources to integrate different patient data, aiming at
providing high-quality personalized treatment; (3) devel opment
of predictive models supported by Al to beimplemented on top
of the processed BD, allowing the classification of patients and
the discovery of behavioral patterns to enable alerts to be
generated when an abnormality isregistered for quicker clinical
action; and (4) create an entirely remote interaction process
from the hospital to the patient. The HRMS enables a
data-intensive approach, in which alarge amount of health data
isgenerated, stored, and available for datamining, allowing the
generation of useful knowledge. All data processed from 10T
sensors and wearable devices can be input into BD analytics,
which allows the generation of knowledge and alerts that can
be used to monitor health [8].

The use of HRM S to record data supports the development of
personal health records, involving patients in their own data
collection, health monitoring, exercise, and lifestyle[9]. A single
health database allows personalized care, as the health care
professional can tailor the treatment according to both the patient
conditions and the device readings. The term personalized care
refers to the design and adaptation of clinical treatment to the
characteristics, needs, and individual preferences of the patient
throughout all stages: care, prevention, diagnosis, treatment,
and follow-up [10]. The use of this term has been growing in
recent years, as more recent technology such as genome
seguencing, wearable devices, and HRM S has allowed the use
of precision medicine [11]. The area of personalized medicine
has rapidly grown over the last decade due to improvementsin
areas such as diagnostic testing, BD technologies, and others.
The European Union is highly concerned about the provision
of high-quality personalized medicine [12].

Communication of deviceswith cloud platformsalowsfor data
to be stored in the cloud and easily accessed by doctors, allowing
remote health monitoring functions. Remote patient monitoring
requires machinery that collects and interprets biometric and
physiological data[13]. Remote patient monitoring has many
applications such as real-time illness detection, continuous
monitoring of patients such as those with chronic disease or
less severe conditions, or monitoring of athletes' health [13].
Recent guidelines have pointed out that the creation and
adoption of person-centered integrated care for older adultsis
critical, asadeclineinintrinsic capacity isreported among older
adults. Intrinsic capacity includes the mental and physical
attributes that the patient can use to perform any daily task, can
be used to identify those patients who would benefit more from
interventions, and can be measured by wearable devices[14].

Chronic Diseasesin the Primary Health Care Context

Chronic diseases are among the most important health problems
to benefit from HRMS. The role of primary health care (PHC)
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centers as the first point of contact is considered a universal
health coverage model. For that reason, health care data
management and remote monitoring benefit from being included
in PHC, enabling a comprehensive collection of data from
patients and making the data available to health professionals
afterwards.

Not only has research into wearable medical devicesincreased
but also the availability of these devices to the general public.
Devices such as mobile phones and smart bands, usage of which
is becoming customary, are increasing the amount of data
generated that can be used to improve the management of
chronic diseases. More than 100,000 apps have been created to
use this type of data, and the number has been doubling every
2.5 years [15]. However, often these applications cannot be
integrated into the health care process, resulting in dispersed
data

PHC is suffering from larger demand from an increase in the
number of patients with chronic diseases. Due to hospital
overload, the use of remote monitoring systems is often
considered of added value. Systematic monitoring would also
allow for remote tracking of symptom progressionin less severe
COVID-19 patients, alowing one to closely monitor and
increase the comfort of patients, but also reduce the strain on
the health system. An HRM Sisfundamental for supporting the
collection of data necessary to improve the management of
novel conditions, such as COVID-19, asit allowsthe collection
of data useful in medical research and to identify patterns of
symptoms that could indicate patients symptom progression
[16].

Furthermore, remote monitoring systems might improve health
professionals’ effectiveness in managing chronic diseases, as
an HRM S permitsthe early detection of disease warning signs,
which is crucial to improve survival rates of specific diseases
(eg, hypertension, diabetes, chronic obstructive pulmonary
disease). These systems promiseto, by tracking patients' disease
progression, increase patients awareness of and engagement
with chronic therapeutics.

Goal of the Study

Although several other studies are being conducted on thistopic,
it is paramount to analyze published studies (beyond clinical
trials or pilot studies) to understand the weaknesses and
opportunities that till persist in thisarea

This paper aimed at performing a systematic review of the
literature on HRM S in the PHC setting, identifying the current
status of the digitalization of the health process, regarding (1)
digital monitoring of chronicaly ill patients, (2) early detection
of acute episodes in patients with decompensated chronic
pathologies, (3) the outcomes of the implementation process,
and (4) patient empowerment.

As secondary outcomes, the following was also assessed: (1)
the digital communication between PHC professionals and
patients or caregivers, (2) the integration of the information
collected by the health care information systems, (3) reduction
of hospital burden, and (4) user satisfaction (patient, caregivers,
and professionals).
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Methods

Search Strategy and Inclusion Criteria

A systematic literature review was conducted by following
PRISMA (Preferred Reporting Items for Systematic Reviews
and Meta-Analysis) methodology [17] and with the research
question: “What is the state of the art on healthcare remote
monitoring system usage for chronic patientsin primary health
care?’

We searched the databases of Scopus and Web of Science Core
Collection (WoSCC), and the research was conducted through
December 31, 2020. The results had to be articles, published
between 2015 and 2020, and written in English or Portuguese.
The documents collected were only about computer science,
medicine, engineering, and health professions.

The search strategy was based on 6 queries, each with adifferent
focus of research (detailed in Multimedia Appendix 1). This
method allowed for the observation of the number of articles
existing in both databases, considering the concept and context
as well as the population under study. It is important to note
that the val ues corresponding to the queries still have duplicate
articles.

For this review, only articles were considered. Grey literature,
reviews, conference papers, workshops, books, and editorials,
aswell asworks not related to the domain, were excluded. The
population included al ages, genders, and ethnic groups
diagnosed with multimorbidity or at least one chronic disease.
The study was considered eligible for inclusion if the
intervention included one of these criteria: (1) continuous
electronic recording of patient indicators (sensors or wearables)
connected to a computer system integrated into PHC centers,
(2) patient input devices linked to a computer system allowing
the display of data in rea time for analysis by PHC
professionals, and (3) collection of personal electronic health
or clinical data transmitted for review by a remote PHC
professional.

Study Selection

The initial selection of papers was done using the title and
abstract, and in some cases in which that information was
insufficient, the full document was analyzed. The process was
performed by 3 researchers independently: 2 performed the
process, and in case of disagreement, the third resolved the
disagreement.

Data Extraction and Synthesis

The data were managed and stored by Zotero and Microsoft
Excel version 16.46 (21021202). These data were title, author,
year, journal, subject area, keywords, and abstract. For data
synthesis and analysis, a qualitative assessment was conducted
based on the results presented in the previous section. The
databases—Scopus and WoSCC—were searched systematically
regarding the published work related with the concept
“Healthcare Remote Monitoring Systems’ or “Smart Health,”
with the target population “Chronic Patients,” and within the
context of the study “Primary Health Care.”
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Queriesand Themes
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The research was conducted using queries and themes. Each
guery was conducted in the individual databases and with the
same restrictions and filters. Figure 1 shows the PRISMA
workflow diagram from the total number of articles studied.

Figurel. PRISMA (Preferred Reporting Itemsfor Systematic Reviews and Meta-Analysis) workflow diagram.
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With query 1, Scopus and WoSCC were searched for literature
regarding the concept of this study, and we found 61,230 results.

With query 2, the search included the target population of
patients with a chronic disease, and 61,469 documents were
found in both databases.

With query 3, which involved the context of this study, 73,550
documents were found in Scopus and WoSCC.

With the fourth query, the databases were searched for the
concept of the study and the target population but without any
context, and 1458 documents were found.

With query 5, queries 1, 2, and 3 were combined, and the
documents collected involved all the aforementioned inclusion
criteria. The merging of all the queries resulted in 154
documents. After performing a manual process to identify
significant subjects based on the research questions, identify
the outcomes, and remove the duplicates, 18 documents were
obtained. Our systematic research took into account year, area,
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research question topic, and ashort description. We al so looked
at articles published in 2020 for the COV1D-19 pandemic effect.

Regarding these results, additional research was conducted
(query 6) with which the purpose was to compare the resultsin
both databases for HRMS used with patients with a chronic
disease but in another specific context (in hospital care). In the
search, query 1 and query 2 were combined, and hospital care
was added (“Hospital” OR “Acute Care” OR “Clinical”),
resulting in 726 results.

Study Char acteristics

All 18 studiesincluded in the review were selected through the
use of the aforementioned specific criteria. Table 1 shows the
key study characteristics regarding the year, region, disease of
focus, interface, data collection methods, collection frequency,
stakeholders' involvement, and existence of pilot studies.
Classification of the studies regarding these characteristics was
not mutually exclusive, given that these were assigned due to
presence or absence in the study.
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Table 1. Study characteristics (n=18).

Characteristics Articles, n (%)
Region
Europe 8(44)
Americas 7(39)
Southeast Asia 1(6)
Africa 1(6)
Western Pacific 1(6)

Disease of focus (n=26)

Diabetes 9(35)
Cardiovascular diseases 7(27)
Respiratory diseases 4(15)
Multimorbidity 4 (15)
Mental disorders 2(8)

I nterface (n=20)

Mobile phone or telephone 10 (50)

Tablet 6 (30)

Web-based platform 4(20)
Data collection method (n=19)

Sensors 9(47)

Questionnaires 5(26)

Wearables 5(26)

Collection frequency (n=14)

Daily 6(43)

Monthly 4(29)

Weekly 3(2Y

Permanent 1(7)
All stakeholdersinvolved

Yes 9(83)

No 6(33)
Pilot study

Yes 8(44)

Being developed 3(17)

No 7(39)

Outcomes Analvsis clarification were necessary. As mentioned before, classification
y of the studiesregarding the outcome was not mutually exclusive,

The results previously defined in the goal of this review are  gjven that these were attributed due to presence or absence in
summarized in Table 2. The description of the indicators was  the study.

explicit, and no requests to the authors of the articles for
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Table 2. Outcome comparison.
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Outcomes References Number of documents
Primary outcomes
Digital monitoring of the patients’ chronic diseases [18-35] 18
Early detection of acute episodes [18-24,27-29,31-35] 15
Outcomes of the implementation studies: effectiveness and cost-effectiveness  [18,19,22,28,30,33,34] 7
Outcomes of the implementation studies: implementation process with multi- [18-21,23,24,27-31,33] 12
disciplinary teams
Patient empowerment (self-management applications) [18,19] 2
Secondary outcomes
Digital communication between PHC? professionals and patients [18-32,34] 16
Integration of information into PHC centers [18,20,26] 3
Reduction of hospital inflow [18-21,23-29,31,33-35] 16
User satisfaction (patients, carers, and professionals); role of informal carers, [19,21,28] 3

especially to facilitate the use of technology by older adult patients

8PHC: primary health care.

Risk of Biasin Included Studies

Given the categorization of articlesincluded in the study, there
may be bias in the definition of “Remote Patient Monitoring.”
Thus, it is possible that some articles may have been excluded.

Discussion

Principal Findings

After assessing al the included studies, it was possible to
acknowledge the growing prevalence of remote monitoring
systems worldwide in recent years. Although the main goals
across the different studies varied, the majority of the articles
included common features for these devices. The interventions
included thefollowing features: medical condition management
(n=3), diagnosis (n=1), conceptual models (n=6), remindersand
alerts (n=2), salf-reported monitoring (n=5), wearable remote
monitoring device (n=4), health promotion and education (n=4).

Most of the articles sel ected included research about conceptual
model s regarding work methodol ogies or efficacy of the devices
or the interventions. Of the articles, 24% (4/18), which had a
specific focus on wearable remote monitoring systems for
patientswith achronic diseasein PHC, were studies or proposal's
for conceptual care models. The topics in these studies varied
from changes in chronic disease management through the use
of biosensors to the impact assessment of the implementation
of telecare projects. From these studies, approximately 75%
(3/4) weretheoretical modelsthat focused on the understanding
of barriers and challenges to digital transformation, but no
context-related implementation evidence was presented to
support the conclusions drawn.

The research using different queries with different keywords
allowed the comparison of the state of the art regarding the
concept in the chronic care context. Therefore, it was possible
to observe the difference in HRMS applications for patients
with achronic disease carried out in both the hospital and PHC
contexts. Given that chronic disease management is a major
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focus of PHC services [36], it would be expected that most
studies would be applied in that setting.

However, by observing and evaluating the number of articles
resulting from the research between contexts (see query 5 vs
guery 6), it was possible to verify that the influx of studiesin
the hospital context (n=726) was 7 times higher than studiesin
the PHC context (n=100). This difference may be due to the
recent restructuring (since 2014) of health service contexts or
to the difficulty in implementing studies in the PHC context
[37]. This can aso be explained by the fact that there are many
clinical conditionsthat are still managed from the hospital point
of view that focus on symptomatic treatment.

According to World Health Statistics 2020, it was estimated
that 71% of deathsworl dwide were caused by noncommunicable
diseases (cardiovascular diseases, cancer, chronic respiratory
diseases, and diabetes) [38]. In this literature review, it was
possibleto observethat the use of smart health is mostly focused
on noncommuni cabl e diseases that not only cause most deaths
but also can be better controlled and prevented by controlling
risk factors and monitoring of the patient’s health [39]—seethe
“Disease of focus’ information in Table 1.

Remote Monitoring and the COVID-19 Pandemic

With the COVID-19 pandemic, the role and importance of health
digitalization had aspecial focusfor the measuresimplemented
to reduce the risk of transmission, not only because of the
extreme need for adaptation of the entire population to the
situation and the social and economicimpact that this pandemic
brought but & so because of the pressure and exhaustion of health
professionals (eg, burnout).

It was possible to identify 4 articles[21,25,33,34] in which the
focus and role of health digitalization, through telecare, were
seen as essential and urgent for the current or future pandemics
and crisis situation management. The small humber of articles
found may suggest the need for further research and studies, to
assess the reach of COVID-19 not only in other countries,
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particularly those where mental health infrastructures are less
developed [40], but also in other vulnerable populations (eg,
children, adolescents, older adults) and in areas facing barriers
to accessing health care [41].

As presented in the Results section, 67% (12/18) of the studies
included in this literature review presented, in some way, an
implementation process (ie, proof of concept, pilot study, or
clinical trial). However, it is necessary to takeinto account that,
in 28% (5/18) of the studies in which proposals, evaluations,
or conceptual models were presented, real and scientific
evidence of the study success and effectivenesswas till absent.

Most studies presented as a limitation the difficulties of
large-scaleimplementation, often dueto lack of clinical context,
which could beimproved by the participation of health workers
and patients in the design and implementation process.

Some articles that have already conducted a proof of concept
in pilot studies considered extrapolating the use of remote
monitoring systems to many patients simultaneously as a
limitation. Furthermore, those who focused on project
eval uations mentioned that the biggest weaknesswaslarge-scale
implementation, not only for stakeholders but also for the system
users themselves. Still, the articles that focused on evaluations
were, as already mentioned, only conceptual models that still
lacked proof and real-world evidence.

Despiteall the studies and results analyzed, thereis <till adearth
of scientific consistency in the development and implementation
process of these interventions and devices [42,43]. According
to Gagnon et a [44], the success of an intervention linked to
telecare lies in the implementation process. Thus, and asit can
be observed in this systematic literature review, it is possible
to confirm that the weaknesses mentioned as limitations in the
reviewed articles are included in the critical success factors
already described by the MOMENTUM framework [45].

Failures include the low adherence by users and, in particular,
health professionals. Thejustificationsfor the failure of remote
monitoring include the difficulty of integrating into existing
working methods [23,27], the limited integration of data and
information provided in existing communication systems
[24,28,29,31], and the lack of correlation between the results
of these interventions and specific and individua clinical
knowledge for patients with a chronic disease [46]. Thereisa
need for better methodological and evaluative approaches to
the development and evaluation of health care improvement
interventions [47].

Comparison With Prior Work

Systematic reviews have been based on studies of the (1)
identification of opportunitiesand barriersand (2) acceptability,
effectiveness, and impact of the development and
implementation of new methods of chronic disease management
using remote monitoring systems (eHealth, mobile health, and
telehealth). As stated by Trifan et a [46], many reviews that
have aready been conducted focused on specific conditions
and pathologies or had ageneral focuswithout aclinical context,
as can be seen with this study. However, only a few review
studies considered the use of sensors and wearables asamethod
to collect information for remote monitoring [48-57].
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Thisstudy aimed to demonstrate theimportance that integration
and contextualization have in the development and
implementation of interventions regarding the use of sensors
and wearablesfor remote monitoring asasource of information
for chronic disease management in PHC. To avoid losing
information with clinical value throughout the process, it is
necessary for not only technological development to be adequate
and innovative but also human resources and work
methodol ogies to be able to adapt to new changes.

The PHC context integrates multidisciplinary teamsand patients
with often complex chronic pathologies. As such, the
implementation of new methods and processes for chronic
disease management hasto be phased and patient-centered and
involve all stakeholders[45]. Theimpact on health careworking
processes is still not very well studied.

The technological evolution has enabled remote monitoring to
grow almost exponentially [56], to solutions, artefacts, or
devices that are increasingly smaller, faster, and easier to use
and ready to be integrated into the clinical context. The
integration of these devices could allow for cost reduction,
improved patient quality of life, and early detection of acute
episodes, enabling more adequate and personalized intervention
and management of disease according to the needs of each
patient [57]. However, integrating them in the context of care,
specifically in PHC, means that the devel oped devices have to
be adapted not only to patients’ specific needs but also to health
care professionals’ requirements. With theinvolvement of health
care professionals, it is possible to design a solution that takes
into account not only the technol ogical requirements behind the
system but also the medical requirements, thereby contributing
to the improvement of disease management for patients with
complex pathologies such as chronic diseases [58].

Limitations

The limitations identified in this systematic review are the use
of only 2 databases and the exclusion criteria, which may have
led to the exclusion of relevant articles, as well as the time
between the search and review process. In addition, most studies
were conducted in a hospital setting, and only a few were
conducted in a PHC setting; therefore, another limitation isthe
low number of studiesin a PHC context.

Conclusions

This literature review identified severa studies on the
implementation of remote monitoring devices for patients with
chronic diseasesin the PHC context. These studieswere mainly
of cardiac, respiratory, or metabolic pathologies. Despite the
opportunities observed, the limitations presented are based on
difficulties in generalizing the studies and implementing them
on a larger scale. This may be due to both the lack of senior
managerial engagement aswell asthe lack of contextualization
of the solutions presented, which, despite being able to prove
the technology concept, are not compatible with the health
professionals’ working methods or with the complexity required
for multimorbid patients.

It is clear that innovative technological solutions are being
developed. In order to fulfil the need in the area, these
technologies have to be properly selected and adapted to the
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context of the patientsaswell asto the health careenvironment, knowledge in this field.
meaning that more research will be necessary to improve
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Abstract

Background: Thereisagrowing interest in using person-generated wearable device data for biomedical research, but there are
also concerns regarding the quality of data such as missing or incorrect data. This emphasizes the importance of assessing data
quality before conducting research. In order to perform data quality assessments, it is essential to define what data quality means
for person-generated wearabl e device data by identifying the data quality dimensions.

Objective: Thisstudy aimsto identify data quality dimensionsfor person-generated wearable device datafor research purposes.

Methods: This study was conducted in 3 phases: literature review, survey, and focus group discussion. The literature review
was conducted following the PRISMA (Preferred Reporting Items for Systematic Reviews and Meta-Analyses) guideline to
identify factors affecting data quality and its associated data quality challenges. In addition, we conducted a survey to confirm
and complement results from the literature review and to understand researchers’ perceptions on data quality dimensions that
were previoudly identified as dimensions for the secondary use of electronic health record (EHR) data. We sent the survey to
researchers with experience in analyzing wearable device data. Focus group discussion sessions were conducted with domain
expertsto derive dataquality dimensionsfor person-generated wearable device data. On the basis of theresultsfrom theliterature
review and survey, a facilitator proposed potential data quality dimensions relevant to person-generated wearable device data,
and the domain experts accepted or rejected the suggested dimensions.

Results: Intotal, 19 studies were included in the literature review, and 3 major themes emerged: device- and technical-related,
user-related, and data governance—rel ated factors. The associated data quality problems wereincomplete data, incorrect data, and
heterogeneous data. A total of 20 respondents answered the survey. The major data quality challenges faced by researchers were
completeness, accuracy, and plausibility. The importance ratings on data quality dimensions in an existing framework showed
that the dimensions for secondary use of EHR data are applicable to person-generated wearable device data. There were 3 focus
group sessions with domain expertsin dataquality and wearable device research. The experts concluded that intrinsic data quality
features, such as conformance, completeness, and plausibility, and contextual and fitness-for-use data quality features, such as
completeness (breadth and density) and temporal data granularity, are important data quality dimensions for assessing
person-generated wearabl e device data for research purposes.

Conclusions: In this study, intrinsic and contextual and fitness-for-use data quality dimensions for person-generated wearable
device datawere identified. The dimensions were adapted from data quality terminologies and frameworks for the secondary use
of EHR data with a few modifications. Further research on how data quality can be assessed with respect to each dimension is
needed.

(JMIR Mhealth Uhealth 2021;9(12):€31618) doi:10.2196/31618
KEYWORDS
patient-generated health data; data accuracy; data quality; wearable device; fitness trackers; qualitative research

https://mhealth.jmir.org/2021/12/e31618 JMIR Mhealth Uhealth 2021 | vol. 9 | iss. 12 [e31618 | p.46
(page number not for citation purposes)


mailto:sc3901@cumc.columbia.edu
http://dx.doi.org/10.2196/31618
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH

Introduction

Use of Person-Generated Wear able Device Data for
Resear ch Purposes

The growing interest in quantified self along with the routine
use of consumer wearables is generating substantial amounts
of person-generated wearable device data[1,2]. These passively
and objectively collected data hold great potential for use in
biomedical research as they capture data that occur outside the
clinic, without having to rely on patient recall [3]. An example
of using wearable device datafor biomedical researchisastudy
by Lim et a [4] in which consumer-grade fitness tracker data
(Fithit Charge HR) was used along with survey and electronic
health record (EHR) data. In addition, wearable device datacan
be reused in multiple studies to answer many different research
questions. The investigators of the Lim et a [4] study made
their data publicly available for other researchers, expanding
the opportunity to generate and validate medical evidence.
McDonald et al [5] used these datato investigate the rel ationship
between deep timeand BMI in aChinese population. This study
was conducted to confirm the results of Xu et a [6], who
examined the relationship between sleep duration and BMI.
One of the limitations of the Xu et al [6] study was that their
dataprimarily consisted of Europeans, and thusthe study results
needed further investigation to be generalizable. McDonald et
al [5] added further evidence to the association between sleep
and BMI by examining the same research question using adata
set comprising Asian individuals. This type of evidence
generation isexpected to become more widespread with the All
of Us Research Program, a precision medicine initiative by the
National Institutes of Health, which is collecting, integrating,
and providing wearable device data (eg, Fitbit) to the public for
research purposes|[7]. Considering that thereisalack of publicly
available data sets generated from consumer wearable devices
with alarge number of participants and long-term observation,
the All of Us data are expected to become a promising resource
for many researchers interested in analyzing wearable device
data

Significance of Data Quality Assessment

Although person-generated wearable device dataareapromising
new source of biomedical data, there are concerns regarding
the quality of data. For example, missing data owing to users
not wearing the device or incorrect data owing to device
malfunction are a few data quality problems that could occur
[8,9]. Asthese data anomalies could lead to various challenges
when analyzing wearable device data, data quality assessment
isacritical step that should beimplemented before any analyses
[8]. In this setting, data quality assessment is not only about
whether the wearable device captures valid and reliable data
but also whether a data set is fit-for-use for a specific research
purpose, ensuring valid results [8,10]. However, the question
about what data quality means, more specifically, how data
quality is defined for the use of person-generated wearable
device datafor research purposes till remains.

Data Quality Dimensions

Data quality dimensions are criteria or aspects of data quality
that are considered essentia for a specific user's task and are

https:.//mhealth.jmir.org/2021/12/e31618
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constructs used when assessing data [11,12]. For example, the
quality of data could be assessed in terms of its completeness
(“Are data values present?’), conformance (“Do data values
adhere to specified standards and formats?’), and plausibility
(“Are data values believable?’) [13,14]. Various methods have
been previously used to derive the data quality dimensions for
biomedical data sets. First, Weiskopf et al [13] and Johnson et
al [15] used systematic reviews to derive data quality
dimensions. They both abstracted data quality attributes from
studieson EHR dataquality and then derived broad dimensions
of dataquality [13,15]. Second, stakeholder meetings are another
method used by Kahn et a [14]. Stakeholders reviewed the
literature on data quality, publications on best practices,
operational manuals, and data quality rules from several
EHR-based research networks. Data quality terms were then
integrated into categories through an iterative process [14].
Finally, surveys have also been used as a method to identify
data quality dimensions[16,17]. For example, Huang et al [17]
investigated important data quality dimensions for genome
annotation by asking genomic researchersto rank theimportance
of 17 data quality dimensions. The strength of these empirical
methods is that it captures the perspective of data users and
reveals data quality dimensions that may not have been
considered by dataquality researchers[16,18]. Thisisimportant
as data quality is a concept that depends on the data users and
their research tasks.

Currently, there is alack of studies that derive dimensions for
person-generated wearabl e device datausing empirical methods.
To our knowledge, the study by Codella et a [19] is the most
relevant study on data quality dimensionsfor person-generated
wearable device data. Thestudy [19] first reviewed theliterature
to identify stakeholders' concerns regarding person-generated
health data (PGHD) and mapped the concerns to the
corresponding data quality dimensionsin the Wang and Strong
[16] framework. However, the Wang and Strong [16] framework
was derived by surveying business data consumers, which might
not include important data quality dimensions for PGHD.
Therefore, there is a great need to investigate the essential
challenges and dimensions for assessing the quality of
person-generated wearabl e device datafor biomedical research
because it is a growing, new data type.

Objective

The aim of this study is to identify important data quality
dimensions for using person-generated wearable device data
for research purposes. The focus of this study is on intrinsic
(data quality features inherent to the data) and contextual and
fitness-for-use data quality dimensions (features that are
task-dependent). Extrinsic and operational data quality features,
such as data accessibility, security, or privacy, are not the focus
of this study.

Methods

Study Design

Owing to the lack of literature or experts in the data quality
field for person-generated wearabl e device data, a multi-method
approach was used to complement and validate information
found by each method. A combination of literature review and
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survey was used to improve reliability through constant data
comparison [20]. In addition, focus group discussions were
conducted to derive data quality dimensions from the collected
data

Part 1: Literature Review

The goal of the literature review was to identify (1) factors
affecting the quality of person-generated wearable device data
and (2) associated intrinsic data quality challenges that could
potentially occur when conducting research. Studies were
examined from scholarly databases using a combination of
search terms related to data quality and wearable devices. One
reviewer (SC) screened the titles and abstracts of the studies
based on a set of selection criteria. For example, studies
containing any content on the data quality of wearable device
data or sensor data when used for research purposes were
included, but studies on clinicians wearing devices for patient
care were excluded because the focus was on person-generated
databeing used for research purposes. Thefull text was screened
using the same criteriaby 2 reviewers (SC and KN). Sentences
on dataquality challenges and factors affecting those challenges
were annotated, and semantically similar challenges and factors
were grouped into the same category. The categorization process
was performed by 3 researchers (SC, KN, and Ipek Ensari),
including the 2 reviewers (SC and KN). Details of theliterature
review process are described in a previously published
manuscript [9].

Part 2: Survey

Survey Development

The survey was developed with a mixture of multiple-choice,
open-ended, and Likert-type scale questions. The survey was
iteratively refined based on feedback from 6 experts—3in data
quality, 2 in wearable devices, and 1 in survey development.
The experts were recruited through the professional network of
the research team, and the experts were those who actively
conducted research in either data quality, wearable devices, or
survey development. A web-based survey was created using
Qualtrics (Qualtrics; version August 2019), which is a
web-based survey software [21].

Choet a

Data Collection and Analysis

The €ligibility criteria for survey participation included the
following: (1) an individua with experience in analyzing
passively collected wearable device data for their research and
(2) an individual with knowledge of data quality challenges
when dealing with wearable device data. Potential survey
participants were identified by searching the authors of research
studies that used wearable device data and through referrals.
The survey link was sent viaemail to the candidate respondents.
In addition, alink to the survey was posted on the Observational
Health Data Sciences and Informatics forum [22]. This forum
was chosen becauseit focuses on observational health data, and
individualswith diverse research backgroundsincluding PGHD
and data quality frequently visit the forum. Participation was
voluntary, and the survey was self-administered and anonymous.

Answers to multiple-choice questions were analyzed using
descriptive statistics, and thematic analysis was conducted to
identify themes from answers to open-ended questions.
Responses to Likert-type scale questions were analyzed by
comparing mean (importance of the dimensions) with SD
(reliability) of the importance ratings of the dimensions.
Dimensions with high mean (importance) and low SD (less
variability in ratings among respondents) were determined as
important.

Part 3: Focus Group Discussion

Domain experts in data quality or wearable device data were
recruited through a professional network of authors. The
facilitator (SC) combined the results of the literature review
and survey and proposed potential dimensions to domain
experts. Domain experts discussed the information provided
and determined whether to accept or reject the suggested data
quality dimensions. The importance ratings on dimensions in
the harmonized intrinsic data quality framework (HIDQF) were
also used as areference to determine its relevance to wearable
devicedata[14)]. The discussion continued until consensuswas
reached among the experts.

Results

An overview of the results is depicted in Figure 1 followed by
further details regarding the results.

Figurel. Anoverview of study processes and results. HIDQF: harmonized intrinsic data quality framework.

Literature review
Reviewed 19 studies
Factors affecting the quality of

Data quality framework for
person-generated wearable device data
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Part 1: Literature Review

In total, 1290 studies were retrieved and screened, resulting in
1.47% (19/1290) studies being selected for analysis. Data
extracted from the studies were categorized into 3 groups of
factors affecting data quality, that is, devicee and
technical-related, user-related, and data governance—related
factors, and 3 data quality challenges, that is, incompleteness,
incorrectness, and heterogeneity. Most studies have discussed
device- and human-related factors that influence data quality.
For example, device malfunction, network and connectivity,
and users not wearing the device can lead to incomplete or
missing data, whereas poor quality of sensor or algorithms and
users’ incorrect use of the device may lead to incorrect data. In
addition, lack of data standardization, such as different data
formats, measurement units, and different algorithms, for the
same parameter may cause difficulty in making a direct
comparison between datafrom different devices. Thefull results
of the literature review have been published [9].

Part 2: Survey

Survey Design and Participant Recruitment

The survey was designed in 3 parts: (1) questions on the
respondents’ research background, (2) questions on theresearch
that the participants have conducted, and (3) questions on
participants’ perception and knowledge of data quality. The
survey included a Likert-type scale question that asked to rate
the data quality dimensions from the HIDQF regarding their
importance[14]. The HIDQF harmonizes 9 existing dataquality
terminologies and frameworks that are applicable to the
secondary use of EHR data [14]. The harmonized framework
involved a consensus among various stakeholders and experts
in data quality; thus, it made sense to leverage the framework
as abasisfor the data quality dimensions of wearable devices.
The full survey can be found in the link cited in the reference
[23].

https:.//mhealth.jmir.org/2021/12/e31618
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Emails were sent out to 100 researchers from August 2019 to
September 2019. The exact number of survey recipients is
unknown because the email recipients forwarded the email to
other eligibleindividuals, and the survey was posted on apublic
online forum. In total, 20 responses were collected—most
respondents were from the United States, but there were also a
few respondents from the United Kingdom, France, and
Singapore. Using 100 as a proxy for the number of eligible
researchers, there was a 20% (20/100) response rate for the
survey.

Background of Respondents

Table 1 shows the background of the survey respondents based
on the responses collected from part 1 and part 2 of the survey.

Most respondents published 1-3 peer-reviewed articles (12/20,
60%), and 3 respondents (3/20, 15%) published >10 articles.
The most common types of studies previously conducted by
respondentswere device validation or reliability studies (11/20,
55%), modeling to predict health state (10/20, 50%), and
tracking behavioral changes (8/20, 40%). Other research types,
such as pattern analysis on activity data and tracking body
movement or stress, were also mentioned.

Nearly half of the respondents (9/20, 45%) used research-grade
and consumer-grade devices with similar frequency, and 8
respondents (8/20, 40%) had only used consumer-grade devices.
The respondents gave multiple answers regarding the brand and
model of the devices they had used before. Among
consumer-grade devices, the most frequently mentioned brand
was Fitbit (19/20, 95%), followed by Garmin, Withings,
Jawbone, and Apple Watch. Research-grade devices, especially
accelerometers, such as ActiGraph, GENEactiv, and Actical,
were mentioned 6 times. Other devices were mentioned, such
as the Huawel Watch 2, Samsung Gear 2, and Misfit Shine 2.
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Table 1. Background of respondents (N=20).
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Characteristic Value
Number of peer-reviewed articles using wear able device data, n (%)
None 1(5)
1t03 12 (60)
3to5 2(10)
5t0 10 2(10)
10 or more 3(15)
Type of research conducted (multiple choice possible), n (%)
Device validation or reliability studies 11 (55)
Modeling to predict health state 10 (50)
Modeling to inform treatment decisions 2(10)
Tracking behavioral changes 8 (40)
Other 3(15)
Type of devices used for research, n (%)
Consumer-grade wearable 8 (40)
Research-grade wearable 3(15)
Used both with similar frequency 9 (45)
Brand of devices used (multiple choice possible), n (%)
Fitbit (Charge HR, AltaHR, Ultra, etc) 19 (95)
Garmin (Vivofit, Vivosmart, Fenix, etc) 6 (30)
Withings (Go, Pulse, or BP cuff) 4(20)
Jawbone (UP) 2(10)
Apple Watch 1(5)
Accelerometer (ActiGraph, GENEactiv, etc) 6 (30)
Other (Huawei, Samsung gear, Misfit, etc) 14 (70)

Data Quality Challenges

Intotal 3 main themesand 1 minor issue were derived from the
open-ended question on data quality chalenges: (1)
completeness, (2) accuracy, (3) plausibility, and (4) data access
and semantics.

Completeness

One of the mgjor themes was the completeness. Missing data
were a concern for the respondents because of the uncertainty
involved in dealing with missingness as it can have a negative
effect on the analysis results. Many respondents wrote about
missing data caused by various reasons, such as device error or
users not wearing devices, which aligns with the results from
the literature review. One respondent specifically talked about
adifferent aspect of missing data, which isthe lack of acertain
variablethat they needed for their research (* Lack of availability
of heart rate variability” ).

Accuracy

Another major theme was accuracy—Do the data represent the
true value? Respondentstalked about their doubts about whether
the data correctly capture the true physiological measure they
are supposed to represent. For example, steps might not be

https:.//mhealth.jmir.org/2021/12/e31618

counted if one does not wear the device during exercise owing
to discomfort. On the other hand, other activities, such as
motorcycle rides, could falsely increase the step counts. In
addition, a respondent mentioned the problem of GPS devices
only recording known locations rather than the actual route,
affecting distance traveled. There could also be inaccuraciesin
the sleep data. For instance, activities that are performed while
lying on the bed (eg, using phones) could be counted as sleep
mode, and sleep or wake time could be recognized inaccurately.
These concerns match the challenges found in the literature
review.

Plausibility

Plausibility was another major theme—Do the data make sense?
One of theissues mentioned wasthat the data did not agree with
their common knowledge. For example, there are problemsin
inconsistency between variables (“large spikes or drops in
activity that are highly inconsistent with their surrounding
measured values’). Respondents also stated that outliersin the
data made them question the validity of that data point
(“knowing whether unusual dataarerea”).

There were also time-related plausibility issues. For example,
even though the data for 2 different variables are captured at
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the same time, the recorded timestamp on the server could be
different between the 2 variables because of problemswith data
upload (“lag between device and data server—some variables
are collected at dightly different time due to problemswith wifi
connection, data uploading”). In addition, people traveling
between different time zones may produce implausible time
patterns when the device does not recognize the changein time
zone (“ Subjects may travel between different time zonesduring
study period. Some devices don't recognize a different time
zone and the recorded data has weird time pattern that is hard
to understand”). These challenges were not explicitly mentioned
in the literature but are implied by incorrect data problems.

Data Access and Semantics

There were data quality challenges related to data access and
semantics. For example, the difficulty in accessing raw data

Choet a

and minute-level data was mentioned by afew respondents. In
addition, afew respondents mentioned that interpreting the data
may be achallenge because of the lack of information on context
and provenance (eg, no documentation of exposures). Lack of
transparency owing to consumer devices being proprietary was
also mentioned. These challenges were not mentioned in our
literature review study on data quality challenges because the
scope of research was only on intrinsic data quality challenges,
but there were studies mentioning these challenges.

Ratings of Data Quality Dimensions

Respondents' importance ratings on dimensions from the
HIDQF are presented in Figures 2 and 3 [14].

Figure 2. Importance ratings on dimensions from harmonized intrinsic data quality framework.
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Figure 3. Importance versus reliability of ratings on data quality dimensionsin the harmonized intrinsic data quality framework.
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Adopting the cutoffs used in a previously published study,
dimensions with mean ratings>3 were determined to be
important, and ratings with SD <1.2 were considered reliable
[24]. Overal, respondents considered dimensions from the
HIDQF as important data quality features for wearable device
data. A follow-up question on the most important dimension
identified compl eteness as the most important dimension (n=7),
followed by relationa conformance (n=4), computational
conformance (n=4), value conformance (n=1), temporal
plausibility (n=1), and atemporal plausibility (n=1).

A few respondents answered the free-response question on
additional data quality dimensions that need to be added.
Various problems were mentioned, including the importance
of aconsistent sampling rate when dealing with multiple device
data and the need for contextual information about the data set.
For instance, metadata on whether the data set is raw data or
processed using proprietary algorithms and whether the users
brought their own device or whether it was provided was
considered important information to respondents. Furthermore,
information on the wearing status of users was considered
important.

Part 3: Deriving Dimensions Through Focus Group
Discussion

The potential dataquality dimensions proposed by the facilitator
(SC) are presented in Table 2 (the full version of thistable can
befoundin Table S1 of MultimediaAppendix 1). Conformance
wasincluded as apotential data quality dimension based onthe
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Choet a

factors related to data heterogeneity found in the literature
review and survey responses on the importance of data
conformance. Completeness was one of the most frequently
mentioned data quality challenge in both the literature review
and survey. It was also selected as the most important data
quality dimension by the survey respondents and thus was
included in the list of potential data quality dimensions. Data
quality challengesrelated to accuracy (dataincorrectness) were
frequently mentioned in both the literature and the survey. In
addition, plausibility, which hasasimilar context with accuracy,
was mentioned by survey respondents (eg, “large spikesor drops
in activity that are highly inconsistent with their surrounding
measured values’). Both challenges were presented to the
experts for further discussion. The difficulty of accessing
minute- or second-level data was mentioned as a challenge in
both the literature and the survey (this is more of an extrinsic
data quality challenge, which was why it was not reported in
the previously published literature review study). As the
objective of this study was to focus on intrinsic and contextual
and fitness-for-use data quality dimensions, not extrinsic data
quality dimensions, data accessibility was not included as a
potential data quality dimension. Instead, the challenge of
accessing minute- or second-level data was interpreted as the
researchers’ need for more temporally granular data. Thus,
temporal data granularity was added as a potential data quality
dimension. Finally, datainterpretability was proposed to domain
experts based on survey responses on the need for contextual
information and metadata.

JMIR Mhealth Uhealth 2021 | vol. 9 | iss. 12 |€31618 | p.52
(page number not for citation purposes)


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

JMIR MHEALTH AND UHEALTH

Table 2. List of data quality dimensions suggested based on findings from literature review and survey.
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Dimensions suggested to ex-
perts

Corresponding content from the literature  Corresponding content from survey responses

review

Importance rating
(only for HIDQF?)

Conformance

Value conformance

Relational conformance

Computational confor-
mance

Compl eteness

Breadth completeness

Plausibility
Uniqueness plausibility

Atemporal plausibility

Temporal plausibility

Tempora data granularity

Accuracy

Interpretability

Different devicesmay use adifferent  «
measurement unit.

Companies do not always reved .
whether or when they update their de-
vice algorithms or whether or when the
usersinstall the provided software up-
dates.

Lack of standardization: (for multi-de-
vice studies) different devices may use
different algorithms, a different defini-
tion for the same parameter, different
sampling rate.

Missing data due to various reasons: .
device malfunction, connectivity issues,
nonadherence to the device, quality of
skin contact of the device.

Companies do not always reved .
whether or when they update their de-
viceagorithms, or whether or when the
usersinstall the provided software up-
dates.

Fitbit only provides access to day-level «
data unless the minute-level or second-
level datais requested and approved.

Poor data accuracy caused by device .

mal function, unknown limitations of

proprietary algorithms, user errorinde-

vice use.

“Data set not conforming to data dictio-
nary will be hard to fix”

“Without relational conformanceyou can't
link one wearable device to ancther or to
health outcomes’

“1 don’t know away to proceed with the
dataanalysesif the computational confor-
mance isn’'t met with satisfaction. it sug-
gests that the data collected cannot be
trusted.”

“Missing datais alarge issue for our re-
search, especially because we are trying
to identify patterns or subsequences of
activity. Missing data has to either be in-
terpolated or treated as a zero value, and
either of these methods can have alarge
negative effect on the results of our pat-
tern mining techniques.”

“Lack of availability of HRV®

“Large spikesor dropsin activity that are
highly inconsistent with their surrounding
measured values’

“Devices might cause problem with
recording different time zone or time
during traveling: Subjects may travel be-
tween different time zones during study
period. Some devices don't recognize a
different time zone and the recorded data
has weird time pattern that is hard to un-
derstand”

“Access to minute level data”

“Other activities generating step counts
(eg, motorcycleride, vibration)”
“Inaccurate sleep and wake time recogni-
tion”

“Trying to nail down exactly what a par-
ticipant was doing when data was being
collected offsite”

4.32

411

411

4.16

3.56
3.72

411

8HIDQF: harmonized intrinsic data quality framework.

bNo available data.
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CHRV: heart rate variability.

In total, 3 separate discussion sessions were conducted in
January, May, and September 2020. All sessionswere conducted
with 2-3 domain experts and 1 facilitator. In al, 2 data quality
experts and 1 wearable device expert participated in the first
discussion session. To continue the discussion on the relevance
of dimensions to wearable device data, the second and third
discussion sessions were conducted with 3 and 2 data quality
experts, respectively. The domain experts agreed that all
dimensionsin the HIDQF were applicable to person-generated
wearable device data. In addition, it was suggested to add

Choet a

contextual and fitness-for-use data quality dimensions that
consider data quality in the context of a given research task
[16]. Although the dimensions of the HIDQF are for research
purposes as well, they focused on intrinsic data quality that
assesses data quality in terms of the structure and presence of
the dataitself, independent of research tasks[14]. Considering
that our focus was on using wearable device data for research
purposes, aspects of data quality that can be determined once
theresearch task isknown were considered important. Thefinal
list of dimensionsis shown in Figure 4.

Figure4. Dataquality dimensionsfor assessing person-generated wearable device datafor research purposes. HIDQF: harmonized intrinsic dataquality

framework.
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There was substantial discussion on completeness. The
completeness dimension in the HIDQF is defined as “Are data
values present?’ which measures completeness based on the
presence of data without referring to research tasks [14,25].
However, determining missing data could be complicated for
wearabl e device data when conducting research, especialy for
activity or step count data, because missing data could appear
asnull but more often as zero values[9]. Interpreting zero values
isnot easy because it could mean that a person was not wearing
the device (true missingness) or was sedentary (a valid zero
value). Zero values generated from being sedentary are not
simply missing data, as they provide information on device
users physical activity [26]. As it is impossible to know the
cause of zero values, researchers typically make assumptions
on thresholds for the inactivity period to determine nonwear
time (eg, 60 minutes of inactivity [zero step count] isconsidered
as a user not wearing the device) [26,27]. Thus, data
completenessfor activity-related data can be assessed based on
the measures and thresholds that researchers set to define what
isor isnot missing data. This was why the fitness-for-use data
compl eteness dimensionswere considered important by domain

https:.//mhealth.jmir.org/2021/12/e31618
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experts. There were 2 fitness-for-use completeness dimensions
determined as applicable to wearable device data, which were
breadth and density completeness. Breadth completeness
assesses Whether a data set contains all types of data that are
required for a specific task. For example, to investigate the
association between activity and heart rate, a data set that does
not provide heart rate datawould not be suitable for use. Density
completeness assesses whether a data set contains sufficient
amount of datain terms of density, regularity, and duration. For
instance, examining the association between step count and
blood pressure might require the data set to have =10 days of
step count data per month for 2 months[28]. The 2 subcategories
of completeness, which are breadth and density completeness,
were adopted from Weiskopf et al [25].

There was also a significant debate on whether accuracy (Do
the data reflect the true value?) should be included as a
dimension. On one hand, accuracy was considered adimension
that can be easily understood by stakeholders and the ultimate
goal of data quality. On the other hand, accuracy was viewed
asavaguetermthat could beinterpreted in many different ways.
For example, inaccuracy could be an umbrella term that
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incorporates invalid data, missing data, or data not conforming
to data dictionaries. In addition, accuracy was considered
inapplicable for ng data quality from the secondary use
of the data perspective. Thisisbecauseit isimpossibleto know
whether the data are correct or incorrect in the absence of a
known truth. For instance, although the data indicated that an
individual took 8 stepsat 9 AM on April 5, 2020, there would
be no way for a researcher to assess whether that is right or
wrong when they retrospectively assess the accuracy of that
value. The accuracy of the data values can only be assessed by
comparing the device to a gold standard device. In reality, this
is not feasible as people rarely wear more than one device in
their daily lives, which restrictsthe ability to assessthe accuracy
of valuesin alongitudinal and continuously collected wearable
device data. This was why the dimension plausibility (Do the
data make sense?) was eventually included rather than accuracy.

https:.//mhealth.jmir.org/2021/12/e31618
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Temporal datagranularity was another fitness-for-use dimension
considered important. As wearable device data are time-series
data, the granularity of time points was deemed as an essential
aspect. Temporal data granularity is about how frequently the
data are documented (eg, every second, minute, or hour) and
whether it fits the purpose of the research task. For example, a
data set with timestamps every hour would not be suitable for
research requiring data points every minute.

Other minor issues mentioned in theliterature review and survey
were not included as a dimension. For example, survey
respondents mentioned the difficulty of interpreting datavalues,
understanding what was really happening while datawere being
collected, or knowing how the data were collected. This was
considered a metadata quality problem rather than a quality
metric for the data. The definitions and examples of the final
set of dimensions derived from focus group discussions are
presented in Table 3.
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Table 3. Dataquality dimensions for person-generated wearable device data identified by domain experts.

Type and dimension

Definition?

Example

Intrinsic

Conformance: Do data values adhere to specified standards and for mats?

Value conformance

Relational conformance

Computational conformance

Completeness: Are data val ues present?

Plausibility: Are data values believable?

Uniqueness plausibility

Atemporal plausibility

Temporal plausibility

Contextual and fitness-for-use

Data values conform to internal formatting con-
straints, allowable values, or ranges.

Assuming there are multiple tables or files,
recorded data el ements agree with structural con-
straints imposed by the physical database struc-
tures that store data values.

Computations used to create derived values from
existing variablesyield theintended results either
within adata set or between data sets.

Missing datais determined based on the presence
of data. Typically, absence of data is expected if
the device is not worn, but this could sometimes
be difficult to know retrospectively.

Objects do not appear multiple timesin settings
where they should not be duplicated or cannot be
distinguished within adatabase or when compared
with an external reference.

Observed data values, distributions, or densities
agreewith local or “common” knowledge or from
comparisonswith external sourcesthat are deemed
to be trusted or relative gold standards.

Time-varying variables change val ues as expected
based on known temporal propertiesor acrossone
or more external comparators or gold standards.

Completeness: Aredata values present fit for intended use?

Breadth compl eteness

Density completeness

Temporal datagranularity: doesthedevice
collect data granular enough for intended
use?

All data types required for intended use exist.

Data set contains a specified number of data val-
ues or occurs regularly over a certain period.

Granularity of time stamps are sufficient for the
task at hand.

Unit of distanceis“miles”

“Sleep stages” only has values “deep,”
“light,” “rem,” and “wake,” which conform
to the data dictionary.

Participant 1D number links to other tables
asrequired.

Thewearabledeviceidentifier isappropriate-
ly linked for all observations.

Sleep duration conforms to the difference
between start time and end time of sleep.

Thereisno NA (Not Available) in the step
count data.

A single participant only has one participant
1D number.

Step count and distance values are positive.
Trends of step countsand distance agree with
each other.

Step counts do not show a sudden spike
during sleep or during sedentary time.
Therange of heart rate valuesisbiologically
plausible.

Heart rate is higher when active compared
with when sedentary.

Start time of slegp occurs before end time of
sleep.

Aggregate step count is higher during day-
time than nighttime.

Heart rate data are essential for studies ana-
lyzing the relationship between physical ac-
tivity and heart rate.

Heart rate should be measured at least once
aday.

Sleep data should be recorded every day
consecutively for a 6-week period to be
considered complete.

Data values are recorded every second,
which is appropriate for marathon research
studies (the exact start and end time of the
marathon for each runner isimportant for
marathon-related studies).

3Definitions were adopted and adapted from the studies by Weiskopf et a [25] and Kahn et al [14].
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Discussion

Principal Findings

In this study, data quality dimensions for person-generated
wearable device data were identified using multiple methods.
A literature review and survey was conducted to understand the
data quality challenges of researchers and their perceptions on
data quality dimensions. On the basis of this information,
domain experts determined the appropriate dimensions. Experts
agreed that the data quality dimensions from the HIDQF are
applicable to person-generated wearable device data, and
fitness-for-use dimensions were also considered important,
especially for research purposes. The fina data quality
dimensions deemed important were intrinsic data quality
dimensions, such as conformance, completeness, and
plausibility, and fitness-for-use data quality dimensions, such
as breadth and density completeness and tempora data
granularity.

Data Quality Assessment Guidelinesfor Researchers

Completeness

In this study, breadth and density completeness, which are
contextual and fitness-for-use data quality dimensions, were
considered important for conducting research. Assessing breadth
completeness isimportant, especially for data sets collected in
a bring-your-own-device research setting [9]. This is because
different brands and models that users bring may collect
different data types, which meansthat not all individualsin the
data set would have all the data typesthat are needed to answer
aresearch question.

Density completeness is also an essentia fitness-for-use
dimension for wearabl e device data because the amount of data
sufficient and valid for a specific research task is determined
by researchers. Researchers first need to determine how wear
versus nonwear of the device is defined. Typically, consumer
wearables do not provide information on the wear status; thus,
researchers need to make decisions based on existing data. The
recorded zero step counts could be due to nonwear (missing
data) or it could mean inactivity, and thus researchers need to
determine thresholds to define nonwear. An alternative method
to determine the wearing status could be based on the existence
of heart rate data or the values of heart rate data. For example,
Lim et al [4] used the confidence values of heart rate data points
as surrogate measures for which —1 indicates invalid data
because the device is not worn or incorrectly worn. This
approach opens up the discussion on missing data, whether it
should be simply based on the absence of datavalues or whether
the default values for missing data and their semantic meaning
should be considered. This was the reason why the
fitness-for-use completeness dimensions were considered
important.

On the basis of decisons made on wear versus nonwear,
researchers can determine the appropriate level of data density
for their research. Researchers can first determine the thresholds
for how much health behavior data are sufficient for aday. For
example, Tang et al [9,29] systematically addressed the
incompleteness of physical activity data by presenting heuristic

https:.//mhealth.jmir.org/2021/12/e31618
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criteriafor the definition of avalid day: aday isvalid (1) if the
step count is above a certain threshold, (2) if the number of
hourswith datais above a certain threshold, (3) if there are data
within 3 periods. Researchers can aso define completeness
based on the number of valid days needed within a certain data
collection period, or how regularly the data should be present
for the individual data to be included in the analysis [9]. As
recently released devices have the ability to examine various
data types and collect data seamlessly for years, further
investigation is needed to determine how completeness is
characterized in research studies.

Conformance

Value, relational, and computational conformance are all
considered important dimensions for wearabl e device data, but
there are challengesin data management and quality assessment.
Value and relational conformance can only be assessedinterms
of the data dictionary and relational model specific to the brand,
model, and version of the device but only if thisinformation is
publicly available. In addition, computational conformance can
be assessed for values that can be calculated using generic
equations, such as sleep duration, which is the difference
between the start and end of sleep time. However, it can be
difficult to assess computational conformance for variables
calculated using proprietary algorithms, as these are not
disclosed to data users. Another chalenge related to data
conformanceisthelack of acommon data standard for wearable
device data. A common data standard would be crucid for a
data set collected from disparate devices (eg, Apple Watch and
Fitbit Charge HR), such as data collected under a
bring-your-own-device protocol. There is a movement in the
mobile health community, called Open mHealth, to create a
common data schema that explicitly states the format and data
definitions for patient-generated data [30]. Adopting these
standards for wearabl e device data might solve the discrepancy
between the definition of data values among multi-device data.
For example, currently thereisno industry standard for defining
activity intensity (eg, light, moderate, and vigorous). These
challenges indicate that facilitating the use of consumer
wearables for research purposes would not be feasible without
the support of device companies and the research community.

Plausihility

Pausibility aligns with the needs of researchers for accurate
datavalues. For instance, data may be deemed implausiblewhen
step counts are higher than normal, but the corresponding heart
rate values are lower than usual. Typicaly, researchers
arbitrarily come up with their own rulesto assessthe plausibility
of data before proceeding with the analysis. However, domain
knowledge and a considerable amount of experts time are
required to formulate aset of potential data quality rules. Thus,
creating a knowledge base of data quality rules for
person-generated wearable device data would not only save
time for future researchers but also prevent the use of ad hoc
data quality rules[9]. Another challenge for plausibility is that
there are few known external benchmarks that can be used to
validate or triangulate the data (data quality validation per the
HIDQF). For example, the summary statistics of steps, active
minutes, and BMI have been compared with the corresponding
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valuesin the Centersfor Disease Control and Prevention survey
(eg, Behavioral Risk Factor Surveillance System) [31]. Further
discussion among the researcher community would be needed
to find potential methods or data sourcesto check the plausibility
of data.

Although plausibility was chosen over accuracy asadataquality
dimension, it is true that many people are concerned about
whether data values are trustworthy. Even though accuracy
cannot be assessed in the secondary use of data scenarios, it
could be indirectly verified through the results of device
validation studies [32-34]. Thus, it is important to provide
metadata information on the device brand, model, and version
that generated the data set as each element can change device
validity [35]. However, knowing the validity and reliability of
a device is insufficient to understand the accuracy of data
because there are other factors that affect data quality such as
incorrect device use by the user. In addition, device validation
studies are generally conducted in acontrolled setting for ashort
period.

Limitations

This study has a few limitations. First, the study focuses only
onintrinsic and fitness-for-use data quality dimensions and thus
does not include extrinsic data quality features, that is, features
that affect the data but are not about the data values themselves
(eg, security, privacy, or data accessibility). There might be
contextual information or metadata that are considered important
when determining the fitness-for-use of adata set. For example,
some researchers might want to know the process or operational
aspects of data collection (eg, Were the data collected under the
bring-your-own-device policy or were devices provided?) [36].
These factors were not captured as a data quality dimension,
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but it is an aspect that might need to be considered when
assessing the fithess-for-use of adata set. Second, the study was
conducted with a small number of survey respondents and
domain experts. Therefore, survey responses and experts
opinions may not be representative and comprehensive. As
survey responses match the results of the literature review, it is
likely that the survey was ableto capture most of the dataquality
challenges despite the small number of respondents.
Furthermore, the intrinsic data quality dimensionsidentified in
this study leveraged the dimensions of the HIDQF. The HIDQF
was determined through iterative meetings with stakeholders
and data quality experts; thus, it is highly likely that most
intrinsic data quality dimensionswereincluded in our final list
of dimensions. In future studies, contextual and fitness-for-use
data quality dimensions could be further investigated with a
larger group of stakeholders of person-generated wearable
device data.

Conclusions

Person-generated wearable device data are an emerging data
type for biomedical research because of the growing use of
wearable devices in people’s daily lives. However, there is a
lack of agreement on how data quality should be assessed for
person-generated wearable device data. Asthefirst step to solve
this challenge, data quality dimensions were identified
specifically for person-generated wearable device data. We
found that data quality dimensions for secondary use of EHR
data are applicable to person-generated wearable device data.
The identified dimensions will be able to provide guidance to
researchers on how data quality is defined and what aspects of
data quality should be assessed for person-generated wearable
device data. Further research on how data quality can be
assessed with regard to dimensions is needed.
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Abstract

Background: Chemotherapy-induced nausea and vomiting (CINV) are the two most frightful and unpleasant side effects of
chemotherapy. CINV is accountable for poor treatment outcomes, treatment failure, or even death. It can affect patients' overall
quality of life, leading to many social, economic, and clinical consequences.

Objective: This study compared the performances of different data mining models for predicting the risk of CINV among the
patients and devel oped a smartphone app for clinical decision support to recommend the risk of CINV at the point of care.

Methods: Data were collected by retrospective record review from the electronic medical records used at the University of
Missouri Ellis Fischel Cancer Center. Patients who received chemotherapy and standard antiemetics at the oncology outpatient
service from June 1, 2010, to July 31, 2012, were included in the study. There were six independent data sets of patients based
on emetogenicity (low, moderate, and high) and two phases of CINV (acute and delayed). A total of 14 risk factors of CINV
were chosen for data mining. For our study, we used five popular data mining algorithms: (1) naive Bayes algorithm, (2) logistic
regression classifier, (3) neura network, (4) support vector machine (using sequential minimal optimization), and (5) decision
tree. Performance measures, such as accuracy, sensitivity, and specificity with 10-fold cross-validation, were used for model
comparisons. A smartphone app called CINV Risk Prediction Application was developed using the ResearchKit in iOS utilizing
the decision tree algorithm, which conforms to the criteria of explainable, usable, and actionable artificial intelligence. The app
was created using both the bulk questionnaire approach and the adaptive approach.

Results: Thedecisiontree performed well in both phases of high emetogenic chemotherapies, with asignificant margin compared
to the other algorithms. The accuracy measure for the six patient groups ranged from 79.3% to 94.8%. The app was devel oped
using the results from the decision tree because of its consistent performance and simple, explainable nature. The bulk questionnaire
approach asks 14 questions in the smartphone app, while the adaptive approach can determine questions based on the previous
guestions answers. The adaptive approach saves time and can be beneficial when used at the point of care.
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Conclusions: Thisstudy solved areal clinical problem, and the solution can be used for personalized and precise evidence-based
CINV management, leading to a better life quality for patients and reduced health care costs.

(JMIR Mhealth Uhealth 2021;9(12):€27024) doi:10.2196/27024

KEYWORDS

chemotherapy; CINV risk factors; data mining; prediction; decision trees; clinical decision support; smartphone app

Introduction

Background

Chemotherapy isadrug treatment commonly used to treat nearly
every type of cancer [1]. As estimated, each year, as many as
1 million Americans receive some type of chemotherapy [2].
Cancer cells multiply at an unusually faster rate compared to
healthy cells, and chemotherapy is used to kill those
fast-growing cells in the body. However, chemotherapy can
lead to many side effects, such as nausea, vomiting, appetite
changes, anemia, hair loss, constipation, and diarrhea, among
others [3-11]. Chemotherapy-induced nausea and vomiting
(CINV) are the two most frightful and unpleasant side effects
of chemotherapy [3,4,12-15].

CINV can lead to consequences that affect both patients and
the health care system asawhole. First, CINV engenders other
side effects, such as nutritional deficits, dehydration, and
electrolyte imbalance, which diminishes the quality of lifein
cancer patients[16-20]. Second, the various side effects of CINV
lead to alow-quality social life [19,21]. Third, CINV can aso
lead to loss of workdays, whichin return increases the economic
burden [19,22-24]. Fourth, CINV surges health care costsarising
from CINV-related outpatient visits, hospitalization, and the
cost of drugs[18,19,22-27]. Fifth, intolerance of cancer patients
toward CINV can lead to discontinuation of cancer treatment,
leading to poor treatment outcomes, treatment failure, or even
death [12,28-30].

The management of CINV is a complex process due to two
factors. The first level of complexity arises from the different
impacts of the different emetogenicity levels of the
chemotherapeutic agents. The emetogenicity of chemotherapy
is fractionated into four emetic risk categories based on the
percentage of patients who suffer from CINV without
antiemetics: (1) minima (<10%), (2) low-emetogenic
chemotherapy (LEC: 10%-30%), (3) moderate-emetogenic
chemotherapy (MEC: 30%-90%), and (4) high-emetogenic
chemotherapy (HEC: >90%). CINV has two different
pathophysiological phases (acute and delayed) that can lead to
different consequences, adding a second level of complexity.
The acute phase of CINV occurs within the first 24 hours of
chemotherapy. Chemotherapy triggers the release of serotonin
in the peripheral pathway (gastrointestinal tract), which binds
to the 5-hydroxytryptamine (5-HT ) receptors and sendsasignal
to the vomiting center in the medulla [31,32]. The central
pathway is associated with the delayed phase of CINV that
occurs after the first 24 hours of chemotherapy administration
and may persist up to 1 week. This pathway is located in the
brain, where chemotherapy triggers a neuropeptide release

https://mhealth.jmir.org/2021/12/€27024

named substance P, which binds to the neurokinin-1 (NK-1)
receptor in the vomiting center, causing CINV [31,32].

There are several antiemetic guidelines for the management of
CINV, such as the American Society of Clinical Oncology
(ASCO) guideline[33,34], the National Comprehensive Cancer
Network (NCCN) guideline [35], and the guideline from the
Multinational Association of Supportive Care in Cancer
(MASCC) in cooperation with the European Society of Medical
Oncology (ESMO) [36]. Despite the improvements in CINV
management, many recent studies have reported various
percentages of patients experiencing CINV with the use of
antiemetics: 28% [37], 38%-52% [38], 56.1%[39], 61.2%[19],
and 62% [ 20]. The guideline-recommended standard antiemetic
prophylaxistakes only the chemotherapeutic emetogenicity into
consideration for CINV management.

However, several patient-related risk factors can potentially
worsen the risk of CINV, but none of the guidelines considers
those factors [40]. Since physicians cannot entirely rely on the
guidelines, they use their own experiences to manage CINV.
Consequently, CINV management is inconsistent among
physicians, since their decisions are subjective to their
experiencesin managing CINV [41].

The use of risk prediction algorithms for clinical decision
making at the point of care would require completing and
processing massive patient panels, which can betime consuming
and can lead to inaccurate results [42]. In recent years,
smartphones have become popular among physicians for
accessing health care information at the point of care [43]. The
advent of open-source frameworks, such as Apple ResearchKit,
Apple CareKit, and Android frameworks (eg, PhoneGap), has
opened up tremendous opportunities to capture patient-related
data and deliver patient-specific clinical decision support
information through smartphones. Data mining techniques are
beneficial in predictive analytics on medical data[44]. Various
machine learning (ML) algorithms have the potential to help
build robust clinical decision support systems using clinical
data. Smartphone apps integrated with robust clinical decision
support developed from rigorously validated ML models and
artificial intelligence (Al) can beimmensely useful for clinicians
and can significantly improve overall health care delivery.

Objective

The objective of this study was to develop a smartphone app
for clinical decision support to predict patients' risk of CINV
using patient-related risk factors. ML algorithms, such as the
decision tree, naive Bayes agorithm, logistic regression
classifier, neural network, and support vector machine, were
applied to determine the best-performing algorithm for CINV
risk prediction based on electronic medical records (EMRS).
Standard performance metrics, such as accuracy, sensitivity,
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and specificity, were used to compare the performance among
the algorithms. This paper also illustrates the use of the ML
model to develop a smartphone app and demonstrates its usage
from the users perspective. The developed app aims to help
cliniciansidentify high-CINV-risk patients and can beintegrated
with antiemetic guidelines for better CINV management.

Methods

Data Sour ces and Population Selection

This was a retrospective study, and data were collected from
the EMRsfrom asingle center called the University of Missouri
Ellis Fischel Cancer Center. The study was approved by the
MU Health Sciences ingtitutional review board. Our study
included only patientswho received chemotherapy and standard
antiemetic prophylaxis (based on national antiemetic guidelines)
at the oncology outpatient service from June 1, 2010, to July
31, 2012. However, we excluded patients with missing
information and those who underwent concurrent radiotherapy
or surgical procedures.

We planned to collect two independent data sets for each stage
of CINV. Since acute and delayed CINV follows two different
pathophysiologies, we planned to discover the patient-related
risk factorsfor causing CINV during both phasesindependently.
In each data set, there were three groups based on the
emetogenicity level of the chemotherapy regimens. Of the four
emetic risk categories, the minima risk category of
chemotherapy for causing CINV isnot clinically crucial, since
only less than 10% of those patients suffer from CINV. Thus,
we collected data in three separate groups corresponding to
three clinically meaningful categories: low, moderate, and high.

Our significant interest classes included both CINV and
non-CINV cases. However, LEC led to CINV in less than 30%
of patients, and the use of standard antiemetic treatment further
reduced this percentage. Thus, the data set had few CINV cases
compared to non-CINV cases. | n addition, the number of CINV
cases was higher than the non-CINV cases in the HEC group.
Hence, class balancing in each data group (LEC, MEC, and
HEC) was considered necessary. We addressed the class
imbalance issue by making the data set's size in each class for
each group approximately equal.

Variable Selection

In a previous study, we completed a systematic review by
following the Preferred Reporting Itemsfor Systematic Reviews
and Meta-Analyses (PRISMA) guideline to identify potential
patient-related variables that cause CINV [45]. Our previous
study used MEDLINE to identify articles that demonstrated
patient-related risk factors of CINV through clinical studies. A
total of 26 patient-related risk factors were documented in that
study from reviewing 49 articles [46]. For this study, we
included 14 independent variables and 1 dependent variable
(CINV outcome) [46]. We chose the risk factors based on the
recommendations from chemotherapy experts in the MU Elis
Fischel Cancer Center and our literature review. The selected
variables were also easy to collect through clinical encounters,
which can facilitate the usability of the prediction model at the
point of care before chemotherapy.
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Data Mining

Data mining or knowledge discovery in databases (KDD) can
discover hidden patterns, previously unknown, and potentially
useful information from data. In general, datamining algorithms
are categorized into two groups: descriptive or unsupervised
learning and predictive or supervised learning. In supervised
learning, the class|abels of the observations or tuplesare known,
whereas in unsupervised learning, those class labels are
unknown. For this study, we developed a prediction model that
fallsinto the supervised learning or classification category.

Classification is a supervised learning method for building
classification models based on a data set (called training data)
and the values in classifying attributes (called a class labdl).
The classification model is used to predict the categorical class
label. Classification is a two-step process in which the model
is constructed in the first step and the accuracy of the model is
determined using a data set (called test data set) in the second
step. The accuracy of the classification model isthe percentage
of test data set tuples that are correctly classified by the model.
To overcome the overfitting problem, the test data set must be
independent of thetraining data set. In general, the classification
model consists of IF-THEN rules or mathematical formulas.
For our study, we used five popular data mining algorithms: (1)
naive Bayes [47], (2) logistic regression classifier [48], (3)
neural network (voted perceptron) [49], (4) support vector
machine (using sequential minimal optimization) [50], and (e)
decision tree[51-53]. There are several tools available for data
mining. We used the most widely used tools, called WEKA
[54]. Performance measures, such as accuracy, sensitivity, and
specificity, were used for model comparisons. In addition,
10-fold cross-validation were used for model validation [55].

Smartphone App Development

ResearchKit is an open-source framework based on iOS that
makes it easy to create mobile apps. It allows researchers and
drug devel operstortailor it to their own particular needs, whether
for collecting clinical research data, recruiting patients, or
obtaining informed consent. The framework allows for
collecting information through electronic data capture, creating
asmall task to gather any specific information required for the
study, and then storing the data as part of a sandbox, thereby
protecting patient information. We developed our smartphone
app using some modules, including a survey engine, visual
consent flow, and active tasks from thisframework. Asthe users
of this app will be care providers, and no identifiable data will
be stored, we did not use the visual consent flow. The
smartphone app was built using the algorithm that had the most
consistent performance among the ML algorithms and is aso
explainable, usable, and actionable Al for clinical decision
support.

Results

Data Summary

In total, 6124 records were extracted based on inclusion and
exclusion criteria. The number of records was 3053 and 3071
for the acute-phase and the del ayed-phase data set, respectively.
Table 1 presents the frequency distribution of both data setsfor
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combinations of three chemotherapy categories and two

Table 1. Data summary.
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treatment outcomes.

CINV?treatment group Records, n CINV, n (%) No CINV, n (%)
Acute phase
HECKP 1026 504 (49.12) 522 (50.88)
MECE 1012 506 (50.00) 506 (50.00)
LECY 1015 506 (50.15) 509 (49.85)
Total 3053 1519 (49.75) 1534 (50.25)
Delayed phase
HEC 1166 586 (50.26) 580 (49.74)
MEC 891 447 (50.17) 444 (49.83)
LEC 1014 519 (51.18) 495 (48.82)
Total 3071 1552 (50.54) 1519 (49.46)

8CINV: chemotherapy-induced nausea and vomiting.
bHEC: high-emetogenic chemotherapy.

°MEC: moderate-emetogenic chemotherapy.

dLEC: |ow-emetogenic chemotherapy.

Data Mining M odel Performance Comparison

The models performances for al the emetogenicity levels and
CINV phases (accuracy, sensitivity, specificity) are compared
in Figure 1. The differences between performances of the
different models were not consistent in each data set's model.
The naive Bayes algorithm showed the best performance in the
acute phase for LEC (the accuracy was 96.6%, sensitivity was

https://mhealth.jmir.org/2021/12/€27024

96.3%, and specificity was 96.8%), the acute phase for MEC
(the accuracy was 90.8%, sensitivity was 89.3%, and specificity
was 92.3%), and the delayed phase for MEC (the accuracy was
81.5%, sensitivity was 81.7%, and specificity was 81.3%). For
the delayed phase for LEC, the support vector machine gave
the best performance (the accuracy was 89.5%, sensitivity was
87.8%, and specificity was 91.3%).
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Figure 1. Accuracy, sensitivity, and specificity of different ML algorithms used to predict CINV status among patients. CINV: chemotherapy-induced
nausea and vomiting; HEC: high-emetogenic chemotherapy; LEC: low-emetogenic chemotherapy; MEC: moderate-emetogenic chemotherapy; ML,

machine learning.
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The decision tree gave the most consistent performancein both
phases of HEC, with asignificant margin compared to the other
algorithms. Although different algorithms gave the best
performance for different stages, we selected the decision tree
model to develop the app for its consistent performance across
measures and its simple, explainable nature. Moreover, clinica
decision support integrated with explainable, usable, and
actionable Al ismore convenient for oncol ogiststo understand,
and thus, it can help them understand the app's background
functioning.
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Decision Tree Models

The six decision tree modelsfor predicting CINV in both acute
and delayed phases for each type of emetogenicity resulted in
six flowcharts (Figures 2-7). Table 2 shows the description of
the abbreviated form of each patient-related risk factor shown
in the decision trees. We optimized the confidence factor for
tree size and used the same confidencefactor for all the decision
trees. A threshold of >0 was used as the cutoff point. The
accuracy of the six models was 94.8%, 88.5%, 90.2%, 79.3%,
88.7%, and 81%, respectively. In addition, sensitivity (correct
prediction for the positive outcome of CINV) measures were
96.3%, 88.2%, 90.3%, 76.3%, 90.3%, and 85.2%, respectively,
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while specificity (correct prediction for the negative outcome  and 76.7%, respectively.
of CINV) measureswere 93.3%, 88.7%, 90.1%, 82.4%, 87.2%,
Figure 2. Decision tree. Phase: acute; emetogenicity: low. CINV: chemotherapy-induced nausea and vomiting.
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Figure 3. Decision tree. Phase: delayed; emetogenicity: low. BMI: body mass index; CINV: chemotherapy-induced nausea and vomiting.
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Figure 4. Decision tree. Phase: acute; emetogenicity: moderate. CINV: chemotherapy-induced nausea and vomiting.

https://mhealth.jmir.org/2021/12/e27024

XSL-FO

RenderX

L2

——=Nd —_ e Yes'
=No' = Yes =No' = Yes'
'= No' '= Yes' '= Yes'
- No'  '=Yes =0 e -
'=Low  '=High =Low = High

-

= No' = Yes'

IMIR Mhealth Uhealth 2021 | vol. 9 | iss. 12 [e27024 | p.66
(page number not for citation purposes)


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

JMIR MHEALTH AND UHEALTH Mosaet a

Figure5. Decision tree. Phase: delayed; emetogenicity: moderate. CINV: chemotherapy-induced nausea and vomiting.
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Table 2. Patient-related risk factors and their abbreviations used in the decision trees.

Risk factor abbreviation Description

smoker Isthe patient a current smoker?

race Race of the patient

age Age of the patient in years

bmi Body mass index during chemotherapy

anxiety Did the patient have anxiety during chemotherapy?
prior_cinv History of previous CINV?

n_prior_chemo
n_comorbidities
sex

alcohol

stage

type
dehydration

Number of prior chemotherapy regimen

Number of comorbidities

Sex of the patient

Alcohol consumption

Stage of cancer

Type of cancer

Did the patient have dehydration during chemotherapy?

8CINV: chemotherapy-induced nausea and vomiting.

Clinical Decision Support Smartphone App

The clinical decision support smartphone app for CINV was
developed using the output of the decision tree model s obtained
from the above analyses. The app was built on iOS and
developed considering space usage and the possible variation
of its users technological skills. We created active tasks,
depending on the flowcharts. In addition, the survey engine
helped us to easily implement the questionnaire survey.

The app was created using two different approaches: (1) the
bulk questionnaire approach and (2) the adaptive questionnaire

approach. In the bulk questionnaire approach, all 14 questions
regarding CINV risk factors were asked one by one. After
receiving the responses of the patients on all the questions, the
predictive analyzer predicted the recommendations on both
phases, depending on the six flowcharts obtained by applying
the decision tree algorithm. In Figure 8, the flow for the bulk
approach is shown. For a better experience, the clinician has
the freedom to go back and change theinput and recal culate the
answer. An example of a set of answers is given in Figure 9.
Depending on all the answers and using the six flowcharts logic,
the system selects the result for both the acute and delayed
phases and displaysit.

Figure 8. Flow diagram of CINV risk prediction smartphone app using the bulk questionnaire approach. CINV: chemotherapy-induced nausea and

vomiting; GUI: graphical user interface.
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Figure 9. Application GUI for the bulk questionnaire approach. CINV: chemotherapy-induced nausea and vomiting; GUI: graphical user interface.
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Bulk Questions in GUI

The main limitation of the bulk questionnaire approach is that
the physician at the point of care has to answer al the 14
guestions to get to the final recommendation, even though not
all questions are required for decision making for that patient.
ResearchKit allows usto customize the questionnaire by adding
features such as skipping questions or creating multiple paths,
depending on the answer of the parent node of the decision
trees. However, in this study, risk factors did not form a
consistent hierarchy across the flowcharts, and thus skipping
questions from a fixed questionnaire did not help. Moreover,
some of the flowcharts had the same child under the parent node
regardless of the answer, following different paths afterward.
For instance, in Figure 5, the parent node is dehydration but the
child node is anxiety regardless of whether dehydration is true
or false. Thismotivated usto build amoretime-energy-efficient
approach called the adaptive questionnaire approach.

In an adaptive approach, the rule-based system first chooses a
flowchart for the acute phase, depending on the emetogenicity
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RenderX

level. A flowchart can have different paths, depending on the
answers to the question as they come in the hierarchy of the
decision tree. This approach follows a single path from the
flowchart to generate aquestionnaire for the clinician and saves
all the answers in a database. Upon recommending the acute
phase, the rule-based system chooses another flowchart for the
delayed phase. Thistime, not all the questionsin that flowchart
are asked; instead, the app asks only the unanswered questions.
There is a step generator feature at play for both acute and
delayed phase prediction. The step generator determines the
guestion paths for the patient, generates a new step if the
guestion is unanswered, and use the answer from the saved
answers for the already answered questions to generate the
recommendation. |nthisapproach, only the minimum questions
needed to give a recommendation are included in the
guestionnaire, making the app more effective, faster, and user
friendly. In Figure 10, the flow for the adaptive survey approach
is shown.
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Figure 10. Flow diagram of CINV risk prediction smartphone app using the adaptive questionnaire approach. CINV: chemotherapy-induced nausea
and vomiting; GUI: graphical user interface; HEC: high-emetogenic chemotherapy; L EC: low-emetogenic chemotherapy; MEC: moderate-emetogenic
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For the adaptive approach, the app's questionnaire comes in
dynamic format. The flow of the adaptive approach for asingle
pathisillustrated in Figure 11. In this scenario, the user selected
MEC asthe emetogenicity of chemotherapy for the acute phase,
and the model chose the decision tree for acute MEC shown in
Figure 4. According to this flowchart, the first question was
“whether the patient had anxiety during the chemotherapy,” for
which the user selected "no" as an answer. Following this
answer, the next question was "the history of previous

https://mhealth.jmir.org/2021/12/€27024

chemotherapy.” The user selected “yes,” which led to the next
guestion about " dehydration.” Since the answer was “yes’ for
dehydration, the next question was about “smoking status.”
Only by asking these four questions, the system identified that
the patient is at high risk of CINV. Although there are 14 risk
factors, our dynamic approach only asks the questions that are
necessary, choosing one pathway from the flowchart, which
depends on the answers to the previous questions.
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Figure11. Application GUI for the adaptive questionnaire approach. CINV: chemotherapy-induced nauseaand vomiting; GUI: graphical user interface.
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The user started back again and now sel ected the delayed phase
in the app for determining CINV risk. The system selected the
flowchart from Figure 5 this time. One advantage of this
adaptive approach is that it will not ask questions that have
aready been answered. For example, athough in the
delayed-phase flowchart, the first question was about
dehydration, thiswas not asked, sincethiswas aready answered
in the acute-phase mode. The question of anxiety was aso
skipped for the same reason. The third question in the
delayed-phase flowchart was about "the number of prior
chemotherapy regimens.” Since this question was never asked,
the system picked this question next and the user selected 3 as
an answer. Thus, using the answers to these questions, the app
generated the recommendation that the patient has a high risk
of CINV in the delayed phase.
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Discussion

Principal Findings

CINV is a mgjor side effect of chemotherapy among cancer
patients. Appropriate examination of patient-specific risk factors
before selecting premedications for CINV is critical in cancer
care[56]. Better control of CINV has both short- and long-term
effectsin cancer care, leading to improved therapy tolerability,
less anxiety, higher patient satisfaction, and avoidance of
immediate discontinuation of the treatment [28,57-59]. Our
previous study on finding risk factors through a systematic
literature review shed light on the prevalent risk factors of
CINV, as seen in the existing literature [46]. Patient-specific
factors, such as smoking and alcohol status, sex, age, and the
body mass index (BMI), can play a vital role in determining
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their effect on CINV. This study used data mining to discover
significant relationships among the patient-related risk factors
that influence the occurrence of CINV. Six independent data
sets (three chemotherapy groups and two phases of CINV in
each chemotherapy group) were individually analyzed to build
the best-possible prediction models for CINV prediction. The
risk factors used for building the models can be easily collected
at the point of care or are availablein the hospital EMRs. Among
the popular data mining algorithms used for our study, the
decision tree model performed consistently acrossthe measures
for both CINV phases.

A rule-based app can be considered an appropriate choice for
its simplicity in explaining the model to a clinician and
implementing it in a software application. Thus, we devel oped
aCINV smartphone app using the resultsfrom the decision tree
model because of its consistent performance and simplicity. We
implemented two approaches, bulk and adaptive, to develop the
CINV risk prediction app using ResearchKit. If the questions
could be generated from multipleflowcharts, designing a
fixed-order questionnaire might not help build an efficient app.
The question hierarchy was not consistent across different tree
models. Instead of asking input to all variables, we devel oped
an adaptive approach to present aminimal number of questions
for computing the prediction. The fixed (bulk)-order approach
will ask 14 questions for any of those 115 decision paths, but
for the adaptive approach, the maximum questions asked will
be equal to the depth of that flowchart (up to 9 questions). This
makes the app both time and energy efficient for the user
and can reduce the physicians time at the point of care.

The developed smartphone app for recommending patients at
risk of CINV can help improve the prevention of CINV among
cancer patients. Thetarget users(ie, clinicians) can usethisapp
at the point of care during the prescription of antiemetics. This
app will help identify patients at risk of CINV based on
patient-related risk factors. Having this knowledge of the
patients before the prescription of antiemetics can help design
a better treatment plan, leading to better CINV management.
Furthermore, the app took significantly less space and was
developed considering the possible variation in users
technological skills. It does not require any permission, which
will help usersuseit more effortlessly. The oncologist will have
complete access to the risk calculation agorithm in their

Mosaet al

smartphone, which will drastically reduce the amount of time
required to help a large group of people and will have the
flexibility to provide personalized care to every patient,
improving their quality of life.

Limitations

In this study, the data were collected by retrospective record
review. Prospective validation is needed to confirm the
usefulness of the model in ared clinical setting. The research
also shows that femal e patients with pregnancy-related nausea
and vomiting have a higher risk of CINV. However, this
information was missing from our data set. This information
could considerably enhance the prediction results. The data have
alower representation of Asians and Hispanics. A multicenter
or multinational study, including various populations, is needed
to overcome this shortcoming. In addition, if we use EMR data
tointegrate with the app, thereis no difference between the bulk
and adaptive approaches. However, if the app is used as a
prediction tool at the point of care, the adaptive approach is
more time and energy efficient, thus decreasing the chances of
wrong input answers. In addition, for hospitals without any
EMR system, this app can be extremely beneficial for cancer
patients.

Future Work

In the future, our plan is to deploy this app in point-of-care
settings by integrating it into EMRsto predict therisk of CINV.
We can also perform a clinical study for estimating outcomes
and improvement. Currently, thisapp is developed only for the
iOS platform, which can be expanded to Android in the future.

Conclusions

This study aimed to solve a real clinical problem, and the
solution can reduce the gap between clinical practice and
evidence-based guidelines for CINV management. Our study
will promote the notion of precision medicine by integrating
patient-related risk factors and antiemetic treatment
recommendations. Hence, our efforts can lead to increased
quality of the patients' life and reduced health care cost. An
effort to reduce the care provider's time has high importance at
the point of care. A less time-consuming decision support tool
to predict patients at risk will help care providers provide better
carein general.
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Abstract

Background: The successful management of heart failure (HF) involves guideline-based medical therapy as well as
self-management behavior. As a result, the management of HF is moving toward a proactive real-time technological model of
assisting patients with monitoring and self-management.

Objective: The am of this paper was to evaluate the efficacy of enhanced self-management via a mobile app intervention on
health-related quality of life, self-management, and HF readmissions.

Methods: A single-center randomized controlled trial was performed. Participants older than 45 years and admitted for acute
decompensated HF or recently discharged in the past 4 weekswereincluded. Theintervention group (“app group”) used amobile
app, and the intervention prompted daily self-monitoring and promoted self-management. The control group (*“no-app group”)
received usual care. The primary outcome was the change in Minnesota Living with Heart Failure Questionnaire (MLHFQ) score
from baseline to 6 and 12 weeks. Secondary outcomes were the Self-Care Heart Failure Index (SCHFI) questionnaire score and
recurrent HF admissions.

Results: A total of 83 participants were enrolled and completed all baseline assessments. Baseline characteristics were similar
between the groups except for the prevalence of ischemic HF. The app group had areduced MLHFQ at 6 weeks (mean 37.5, SD
3.5 vsmean 48.2, SD 3.7; P=.04) but not at 12 weeks (mean 44.2, SD 4 vs mean 45.9, SD 4; P=.78), compared to the no-app
group. There was no effect of the app on the SCHFI at 6 or 12 weeks. The time to first HF readmission was not statistically
different between the app group and the no-app group (app group 11/42, 26% vs no-app group 12/41, 29%; hazard ratio 0.89,
95% CI 0.39-2.02; P=.78) over 12 weeks.

Conclusions: The adaptive mobile app intervention, which focused on promoting sel f-monitoring and self-management, improved
the MLHFQ at 6 weeks but did not sustain its effects at 12 weeks. No effect was seen on HF self-management measured by
self-report. Further research is needed to enhance engagement in the app for alonger period and to determineif the app can reduce
HF readmissionsin alarger study.

Trial Registration: Clinical Trials.gov NCT03149510; https://clinicaltrials.gov/ct2/show/NCT03149510

(JMIR Mhealth Uhealth 2021;9(12):€26185) doi:10.2196/26185
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Introduction

Despite major scientific advances, heart failure (HF) continues
to be acommon and costly condition; each year, over 1 million
people are admitted to an inpatient setting for acute heart failure
[1]. HF isthe most common hospital discharge diagnosisamong
older adults in the United States, and one-fifth of HF patients
are readmitted within 30 days of discharge [2].

Hospital readmissions are a substantial concern in HF and are
directly linked to poor health-related quality of life (HRQOL)
[3]. HF readmissions also result in significant, potentially
avoidable costs to our already-strained health care system
because hospitalizations account for nearly 70% of annual HF
costs[1]. National attention hasturned toward reducing 30-day
readmissionsfor acute heart failure, partially because, in October
2012, the Centersfor Medicare & Medicaid Services started to
receive financial penalties for higher-than-expected rates of
readmissions.

One of the most common causes of HF readmission—failure
to recognize clinical worsening—is related to poor
self-management [4,5]. HF care includes daily monitoring of
weight and symptoms, taking medications as prescribed,
adhering to a low-sodium diet, and assessing changes in
symptoms related to self-monitoring [6]. Self-management is
when a patient understands how to interpret self-monitoring to
ultimately change their behaviors and improve symptoms.
Increasing patients understanding of the link between
self-monitoring and self-management is key to successful HF
disease management interventions [7]. Severa studies have
shown that self-monitoring can enhance self-management and
improve HRQOL in HF [8-10]. However, currently, there are
few clinically effective HF self-management tools to support
HF patients in managing their condition after they transition
from the hospital back into the community. Thus, there is an
urgent need for low-cost solutions to help patients recognize
clinical worsening and reduce HF readmissions. This study’s
objective was to evaluate the effectiveness of a maobile app
intervention that enhances self-monitoring of HRQOL,
self-management, and HF readmissions.

Methods

Study Design

This was a 12-week, prospective, single-center, open-label
randomized controlled trial conducted at Michigan Medicine,
the University of Michigan’sacademic medical center. Thetrial
was registered on ClinicalTrias.gov (NCT03149510) and
approved by the University of Michigan's Institutional Review
Board. The participants were recruited from March 2017 to
April 2019 by in-person recruitment from the inpatient adult
hospital. The participants were randomized to the intervention
(“app”) or control (*no app”) group in a 1:1 fashion using the
Trial Randomize application created by the University of
Michigan's Consulting for Statistics, Computing and Analytics
Research center. The randomization methodology uses a
mi nimization approach to reduce covariateimbalances by using
nonuniform assignment probabilities for the 2 groups [11]. All

https://mhealth.jmir.org/2021/12/e26185
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of the participants provided awritten consent before being fully
enrolled in the clinical trial.

Study Participants

The participantswereincluded if they were older than 45 years,
had a |eft ventricular gjection fraction (EF) of <40% or >40%
(with aleft atrial size of >40 mm, brain natriuretic peptide of
>200 pg/mL, or N-termina pro-B-type natriuretic peptide of
>800 pg/mL), and were currently admitted or recently
discharged for acute on chronic decompensated HF. participants
were excluded if they had unstable coronary syndromes within
8 weeks, primary valvular heart disease, constrictive pericardial
disease, uncorrected thyroid disease, dialysis or creatinine of
>4.0 mg/dL, active cancer, and pulmonary fibrosis. They were
also excluded if they were a hospice candidate, if they were
discharged to a setting other than home, or if they wererequiring
achronicinotrope. The participants were not blinded dueto the
nature of theintervention. In May 2018, inclusion criteriawere
expanded to include HF with preserved gection fraction, in
addition to HF with reduced EF and those recently discharged
to increase recruitment. Of the total 83 participants, 80 were
enrolled during index hospitalization. The remaining 3 were
enrolled within 4 weeks of discharge, at days 2, 4, and 28,
respectively.

I ntervention

The app group used a mobile app, ManageHF4L ife, version 1
(The University of Michigan), along with a Fitbit (Fitbit Inc)
physical activity monitor (Fitbit Charge 2) and scale (Fitbit Aria
and Aria 2). Accurate self-monitoring, feedback, and
self-efficacy are essential components for managing HF. The
app prompted active daily self-monitoring, provided a health
status indicator to promote self-management, and included
standard education on HF. The daily prompt for active
self-monitoring was carried out with a9-AM push notification
to complete an 8-question survey within the app. If the
participants did not complete the survey by 12 PM, areminder
push notification was sent to them. The health status indicator
wasastoplight (green, yellow, and red) and was generated from
arule-based model created by theinvestigators. The rule-based
model was calculated from an equation based on the 8 survey
guestions and the difference between the daily weight and dry
weight that was recorded in the app. The stoplight colors
represented the participants' health status: the green color
represented stable status, while yellow and red represented a
clinical worsening state. The text below the health status
indicator changed based on the color, with recommendations
on self-management. An example of a health status indicator
screen is shown in Figure 1, and the full mobile app layout is
presented in the supplement. All intervention participants were
provided with a 30-minute educational session on how to use
the app. The control group received usual care upon discharge
from the hospital. At Michigan Medicine, all patients receive
discharge education about heart failure, which includes
self-monitoring, a 2-week follow-up appointment with an
advanced practice provider, and periodic phone calls from a
telehealth HF nurse. The Fitbit scale was used to record the
daily weight, but the Fitbit physical activity monitor was not
intentionally used as part of the self-monitoring intervention.
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Figure 1. Example of ahealth statusindicator in the ManageHF4L ife mobile app.
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Outcome M easures

The primary outcome wasthe changein MinnesotaLiving with
Heart Failure Questionnaire (MLHFQ) from baseline to 6 and
12 weeks[12]. Thistool consists of 21 questions regarding the
patients perception of the effects of HF on their daily lives.
Secondary outcomes were the change in self-management and
HF readmission over time. Self-management was measured
using the Self-Care Heart Failure Index (SCHFI), version 6.2,
which was the most current version available at trial initiation
[13]. The SCHFI 6.2 contains 22 questions and has 3 subscales
that determine the patient’s physiologic stability, response to
symptoms, and ability to perform self-management. The
questions in each subscale are standardized to a score of 0 to
100. Each subscale is added together to give the total SCHFI
score. The SCHFI was collected at baseline, 6 weeks, and 12
weeks. Both the MLHFQ and the SCHFI were completed by
participants using an automated online survey. All readmissions

https://mhealth.jmir.org/2021/12/e26185
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were reviewed in a blinded fashion for the potential to be an
HF readmission. An unscheduled hospitalization was defined
as an HF readmission if the primary diagnosis was HF and the
length of stay either exceeded 24 hours or crossed a calendar
day [14]. Outcome assessment was blinded to the randomization
group. The study team contacted participantsat 6 and 12 weeks
to confirm the clinical outcomes and prompted the participants
to complete any survey tasks. At the completion of the clinical
trial, each participant in the app group received an online survey
about the mobile app, which focused onits perceived usefulness
and ease of use.

Statistical Analysis

The primary outcome of thetrial wasthe changeinthe MLHFQ
between the app and no-app groups from baseline to 6 and 12
weeks, using a modified intention-to-treat approach. Repeated
measures mixed models (SAS PROC MIXED, SAS Institute)
were used to determine the change in MLHFQ score over 12
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weeks between the 2 groups. The group indicator (app vs no
app) served as the primary covariate, and least squares mean
and standard error are reported for the continuous variables over
time. Based on preliminary data [9], the MLHFQ score was
expected to improve from 56 to 42 on average in the app group,
with no change in the no-app group (SD 11.5). Based on these
assumptions, 40 participants per group (N=80) with 20% dropout
will have the power of more than 83% to detect the difference
at the significance level of 0.05.

For basdline characteristics, continuous variableswere compared
using at test, and categorical variables were compared using
the chi-square or Fisher exact tests, where appropriate. Repeated
measures mixed models were used to compare the change in
the SCHFI over time between the app and no-app groups, and
dataare presented in | east squares mean and standard error. Cox
proportional hazards survival model was used to analyze time
to HF readmission between the app and no-app groups.

Dorsch et d

Results

Baseline Characteristics

A total of 83 participants were enrolled and completed all
baseline assessments. Baseline characteristics were similar
between the groups except for the prevalence of ischemic HF.
The participants were 60.2 (SD 9.2) years old in the app group
and 62 (SD 9.2) years old in the no-app group (P=.38). The
average EF was 37.2% in the app group and 38.2% in the no-app
group (P=.73). Most of the participants were Caucasian: 81%
(34/42) app vs 83% (34/41) no app (P=.56); most of the
participants were also New York Heart Association (NYHA)
class I11: 55% (23/42) app vs 66% (27/41) no app (P=.41) at
study enrollment. The median number of days during which the
app group performed self-monitoring within the app was 63
(IQR 28-84) of the 84 days (75%). Figure 2 represents the
CONSORT (Consolidated Standards of Reporting Trials)
diagram for this clinical trial, and Table 1 demonstrates the
baseline characteristics for the participants in both groups.

Figure2. CONSORT (Consolidated Standards of Reporting Trials) flow diagram.
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Table 1. Baseline demographics.

Variable App (n=42) No app (n=41) P value
Age (years), mean (SD) 60.2 (9) 62 (9) .38
Female, n (%) 14 (33) 15(37) .76
Race .56

Caucasian, n (%) 34 (81) 34 (83)

African American, n (%) 7(7) 6 (15)

Other, n (%) 12 1(2)
EF? (%), mean (SD) 37.2(20) 38.8 (19) 73
HFPEF®, n (%) 16 (38) 19 (46) 45
Ischemic HFS, n (%) 19 (45) 29(71) .02
NYHAY class

Class|, n (%) 12 0(0) 41

Class|l, n (%) 10 (24) 5(12)

Class|ll, n (%) 23 (55) 27 (66)

Class IV, n (%) 8(19) 9(22)
Atrid fibrillation, n (%) 22 (52) 25 (61) 43
MIE n (%) 10 (24) 18 (44) .05
DM, n (%) 14 (33) 13(32) 87
Moderate or severe renal disease, n (%) 12 2(5) .62
Systolic BPY (mm Hg), mean (SD) 121.1(23) 119.1 (21) 68
Sodium (mmol/L), mean (SD) 138.3(3) 137.8(3) 54
Hemoglobin (g/dL), mean (SD) 124 (2) 11.9(2) 32
ACEI" ARB', ARNI, n (%) 28 (67) 20 (49) 10
Beta blocker, n (%) 37(88) 35(85) .76
MRAK. 1 (%) 18 (43) 16 (39) 72

3EF: gjection fraction.

by FpEF: heart failure with preserved gjection fraction.
®HF: heart failure.

INYHA: New York Heart Association.

eMI: myocardial infarction.

"DM: diabetes mellitus.

9BP: blood pressure.

haCEI: angiotensin converting enzyme inhibitor.
'ARB: angiotensin receptor blocker.

IARNI: angiotensin receptor and neprilysin inhibitor.
KMRA: minera ocorticoid receptor antagonist.

MLHFQ Scores

In the app group, the MLHFQ score changed from a baseline
of 55.6 (SD 3.5) to 37.5 (SD 3.5) at 6 weeks and 44.2 (SD 4)
at 12 weeks. The MLHFQ score in the no-app group changed
from a baseline of 59.2 (SD 3.4) to 48.2 (SD 3.7) at 6 weeks
and 45.9 (SD 4) at 12 weeks. The app group had a greater
improvement in MLHFQ score at 6 weeks compared with the
no-app group (P=.04), but not at 12 weeks (P=.78). Figure 3

https://mhealth.jmir.org/2021/12/e26185

demonstratesthe changein MLHFQ total score over the course
of the study between groups.

Among the emationa and physical subscales of the MLHFQ,
the physical subscale showed similar results as the overall
MLHFQ scale. MLHFQ physical scoreschanged from abasdine
of 23.3(SD 1.5) to 14.4 (SD 1.6) at 6 weeksand 17.8 (SD 1.9)
at 12 weeksin the app group and abaseline of 24.4 (SD 1.5) to
20.4 (SD 1.7) at 6 weeks and 18.6 (SD 1.7) at 12 weeksin the
no-app group. The app group had a greater improvement in the
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MLHFQ physical subscale at 6 weeks compared with the no-app
group (P=.01), but not at 12 weeks (P=.78). MLHFQ emotional
scores changed from a baseline of 12 (SD 1) t0 8.7 (SD 1) at 6
weeks and 9.3 (SD 1.1) at 12 weeks in the app group and a

Dorsch et d

baselineof 11.9 (SD 1.2) to 10 (SD 1.1) at 6 weeksand 10 (SD
1.2) at 12 weeksin the no-app group. The app group had similar
changesin the MLHFQ emotional subscale at 6 weeks compared
to the no-app group (P=.38) and at 12 weeks (P=.64).

Figure 3. The change in Minnesota Living with Heart Failure Questionnaire (MLHFQ) score over time by group.

80
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60
&/ 1
L
-
s 40+
D) i e e T T
| —— No App
~*~ App
O Ii'l'\'ll'\'l'll‘\'\'i'
O 1 2 3 4 5 6 7 8 9 10 11 12 13
Weeks
SCHFI Scores weeks (P=.24). The maintenance, management, and confidence

The SCHFI total score changed from abaseline of 186.1 inthe
app group and 187.8 in the no-app group to 198.1 and 204.6,
respectively, at 6 weeks (P=.40), and 196.9 and 206.1, at 12

Table 2. The change in SCHFI and subscales over time by group.

subscales of the SCHFI showed similar results. Table 2
demonstrates the change over time of the total SCHFI and 3
subscales in the app and no-app groups.

Scores Baseline 6 weeks 12 weeks

App No app Pvalue App No app Pvalue App No app P value
Total SCHFI, mean (SD) 186.1 (5) 187.8(5) .82 198.1(5) 204.6(5) .40 196.9(6) 206.1(5) .24
Maintenance, mean (SD) 66.6 (2) 704(2) .23 705(2) 735(2) .37 69.9(2) 746(2 .15
Management, mean (SD) 54.3 (2) 546(2) .94 55.7(2)  604(2) .13 599(2)  59(2) 78
Confidence, mean (SD) 64.5 (3) 629(3) .68 722(3 7L1(3 .79 67.7(3) 726(3) .22

Readmissions

Over the 12-week study, 26% (11/42) of the participants had
an HF readmission in the app group compared with 29% (12/41)
of the participants in the no-app group (hazard ratio 0.89, 95%
Cl 0.39-2.02; P=.78). There was no significant difference in

https://mhealth.jmir.org/2021/12/e26185
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HF readmission rates between the participantsin the 2 groups.
Figure 4 shows a plot of the time-to-event curves for the app
and no-app groups. A total of 13 non-HF-related readmissions,
8 out of 42 (19%) in the app group and 5 out of 41 (12%) inthe
no-app group, occurred during the 12-week follow-up. One
participant HF readmission event was followed by a death.
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Figure 4. Timeto first heart failure readmission by group; HR: heart rate.
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Moabile App Survey

In total, 86% (36/42) of the app group participants completed
a survey about the app, at the end of the trial. Of the 36
participants who completed the survey, 92% (n=33) agreed or
strongly agreed that they found the app useful, 94% (n=34)
agreed or strongly agreed that they used the information in the
app in their daily life, 89% (n=32) agreed or strongly agreed
that the information they received in the app was important to
them, and 97% (n=35) agreed or strongly agreed that the app
was easy to use. Only 3% (n=1) agreed that the app was
confusing, and no one stated that the app was difficult to
understand. Moreover, 92% (n=33) thought that most people
would learn to use the mobile app quickly; 75% (n=27) agreed
or strongly agreed that they learned alot from the mobile app;
and 58% (n=21) said the mobile app had new information that
they were not aware of before.

Discussion

Principal Findings

In recent years, smartphones have changed the landscape of the
US society with 81% of the population now owning a
smartphone [15]. The widespread access to smartphones can
be harnessed to dramatically change health care delivery. In
this study, a mobile app that used a health status indicator to
communicate a clinical worsening state showed a greater
improvement in HRQOL at 6 weeks, but did not sustain effects
at 12 weeks when compared to a control group. From the
ESCAPE (Endovascular Treatment for Small Core and Anterior
Circulation Proximal Occlusion with Emphasison Minimizing
CT to Recanalization Times) trial, a decrease in the MLHFQ
total score of 20 points at 1 month after an HF discharge had a

https://mhealth.jmir.org/2021/12/e26185

lower rate of death or hospitalization compared with a 10-point
decrease at 1 month [16]. In our study, the ManageHFALife
intervention demonstrated an 18-point decrease from baseline
to 6 weeks compared with an 11-point decrease in the control
group. This shows that the 6-week findings are clinically
meaningful and deserve future investigation. This effect was
also primarily driven by improvementsin the physical subscale
of the MLHFQ as opposed to the emotional subscale. The
physical and emotional subscales of the MLHFQ have been
shown to characterize how HF is affecting a patient’s life. The
physical subscale questions deal with the effects on the body,
and the emotional subscale questions deal with the effects on
themind. The ManageHF4L ifeinterventionisprimarily targeted
at the physical components of HF, so this finding aligns with
the intended effects of the intervention.

Our study did not demonstrate an effect of the ManageHFALife
intervention on the secondary outcome of self-management,
using the SCHFI score, compared to control. Self-management
is affected directly or indirectly by depression, social support,
eHedlth literacy, and HF knowledge [16]. At baseline, the
SCHFI total and subscale scores were higher in our study
compared with those reported in the literature [13,17,18], which
could have made it more difficult to demonstrate a change in
self-management over time, SCHFI scores may have been higher
at baseline and throughout our study, as many of the patients
were followed in an advanced HF telemanagement program.
This program is designed to provide clinical support and
education to patients. The survey at the end of the study showed
that 58% (21/36) of the participants said the ManageHF4L ife
intervention had new information that they were not aware of
before. Increasing HF knowledge should increase
self-management, but that was not the case in this study. In
addition, the ManageHF4L ife intervention did not improve the
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emotional subscale of the MLHFQ, which aligns with the
depression and socia support aspects of self-management.
Future interventions should target a broader support for
self-management, including depression, social support, and
knowledge.

A recent integrative review found 18 publications that studied
the effects of mobile appsfor heart failure[19]. In those studies,
the total sample size ranged from 7 to 165 participants, and 7
of them were randomized controlled trials. Similar to our app,
14 studies included apps that monitored self-management
components (weight, blood pressure, and HF symptoms). One
mobile app, HeartMapp (University of South Florida), was most
similar to our study app [20]. HeartMapp used a built-in
algorithm based on the NYHA classification presenting green,
yellow, orange, and red zones. The app was studied in an
18-patient, 30-day randomized controlled pilot study of patients
being enrolled at hospital discharge. The study aimed to
determine if the mobile app, compared to control, improved
HRQOL using the Kansas City Cardiomyopathy Questionnaire
and self-management behaviors using the SCHFI. It is unclear
which version of the SCHFI was used because the methods do
not state the version, and the subscale numbers do not match
those in the SCHFI, version 6.2. Although underpowered, this
study demonstrated a significant improvement in the SCHFI
self-management and self-confidence subscales in the maobile
app group, compared with control. Kansas City Cardiomyopathy
Questionnaire measurements did not change over time in this
30-day study.

Moreover, there are some main differences between our study
and the HeartMapp study. Our app used a clinician-derived
rule-based model that includes patient symptoms and the change
in body weight, while HeartMapp used a NYHA-based
algorithm. The HeartMapp study included an active control
group that was given access to some of the features of the app,
while, in our study, the control group received usual care and
did not have access to the mobile app. It is not possible to
compare the difference in the SCHFI results in our study and

Dorsch et d

HeartMapp because the methods do not state the version, and
subscale numbers do not match those in SCHFI, version 6.2.

Limitations

While this is a randomized controlled trial, there are some
limitations in the study. The study was open-label, so
participants knew the group in which they were randomized.
This could have led to a bias by participants in either group or
provided undue influence on our results. The control group was
“usua care” with no mobile app and did not include an attention
control. Although it is common to use usual-care groups when
studying mobile apps, attention control groups strengthen
behavioral interventions [21]. Furthermore, the usual care in
our center may be amoreintensive care than some other centers
in the country. Future studies of our mobile app should include
a control group that receives the app, but not intervention
components of interest. We gave al participants in the app
group awearable device and scal e at the beginning of the study.
This could have led to an intervention above and beyond the
mobile app health status indicator. There are studies, however,
that refute the idea that adding a wearable to an intervention
improves outcomes more than the intervention alone [22]. In
addition to these limitations, version 1 of our mobile app,
ManageHF4L ife, was very basic. It did not include contextual
push notifications about self-management, adaptive content in
the mobile app, or just-in-time dietary information when
selecting foods [23]. Future research of the app will focus on
these enhancements and other study designs to optimize the
intervention and determine the effects on HF outcomes.

Conclusions

The mobile app intervention improved MLHFQ at 6 weeks but
did not sustain its effects at 12 weeks, compared to control. No
effect was seen on self-management measured by self-report
with the SCHFI. Further versions of the app should focus on
technological enhancements, and future research is needed to
determine if those future versions can reduce HF readmissions
in alarger study.
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Abstract

Background: Death and disability from coronary heart disease (CHD) can be largely reduced by improving risk factor
management. However, adhering to evidence-based recommendations is chalenging and requires interventions at the level of
the patient, provider, and health system.

Objective: Theaim of this study wasto develop an Intelligent Individualized Cardiovascular App for Risk Elimination (iCARE)
to facilitate adherence to health behaviors and preventive medications, and to test the usability of iCARE.

Methods: We developed iCARE based on a user-centered design approach, which included 4 phases: (1) function design, (2)
iterative design, (3) expert inspections and walkthroughs of the prototypes, and (4) usability testing with end users. The usability
testing of iCARE included 2 stages: stage |, which included atask analysis and a usability evaluation (January to March 2019)
of the iICARE patient app using the modified Health Information Technology Usability Survey (Heath-ITUES); and stage Il
(June 2020), which used the Health-ITUES among end users who used the app for 6 months. The end userswereindividualswith
a confirmed diagnosis of CHD from 2 university-affiliated hospitals in Beijing, China.

Results. iCARE consists of apatient app, acare provider app, and acloud platform. It hasa set of algorithmsthat trigger tailored
feedback and can send individualized interventions based on datafrom initial assessment and health monitoring viamanual entry
or wearable devices. For stage | usability testing, 88 hospitalized patients (72% [63/88] male; mean age 60 [SD 9.9] years) with
CHD wereincluded in the study. The mean score of the usability testing was 90.1 (interquartile range 83.3-99.0). Among enrolled
participants, 90% (79/88) were satisfied with iCARE; 94% (83/88) and 82% (72/88) reported that iCARE was useful and easy
to use, respectively. For stage |1 usability testing, 61 individuals with CHD (85% [52/61] male; mean age 53 [SD 8.2] years) who
were from an intervention arm and used iCARE for at least six months were included. The mean total score on usability testing
based on the questionnaire was 89.0 (interquartile distance: 77.0-99.5). Among enrolled participants, 89% (54/61) were satisfied
with the use of ICARE, 93% (57/61) perceived it as useful, and 70% (43/61) as easy to use.

Conclusions; This study developed an intelligent, individualized, evidence-based, and theory-driven app (iCARE) to improve
patients' adherence to health behaviors and medication management. iCARE was identified to be highly acceptable, useful, and
easy to use among individual s with a diagnosis of CHD.

Trial Registration: Chinese Clinical Tria Registry ChiCTR-INR-16010242; https:.//tinyurl.com/2p8bkrew
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Introduction

Coronary heart disease (CHD) is the leading cause of
cardiovascular death, accounting for 7.3 million annual deaths
worldwide[1,2], with about 130,000 being reported from China
alone [3]. Preventive interventions focusing on unhealthy
behavior (diet, physical activity, smoking) modification and
adherence to secondary prevention medications can reduce at
least 47% of CHD mortality and decrease 68% of CHD-related
major risk factors [3-7]. Although interventions facilitating
behavior change and medication adherence have been devel oped
and widely implemented, the prevalence of unhealthy behaviors
and medi cation nonadherence remained high among individuals
with CHD, including those who have aready experienced
life-threatening cardiac events or underwent percutaneous
coronary interventions [6,8-11]. In large international studies
from Europe and China, such asthe EUROASPIRE 1V and the
Improving Care for Cardiovascular Disease in China-Acute
Coronary Syndrome (CCC-ACYS) Project, over half of patients
with CHD had substantial unhealthy behaviors (50%-77%),
with a large proportion of patients not adhering to prescribed
preventive medications (45%-83%) [8,10,12-16].

Effective intervention targeting adherence to healthy behaviors
and medications requires strategies to be implemented in
addressing multiple CHD-related risk factors[17]. In addition,
as reported by previous studies, evidence-based interventions
with incorporation of real-time monitoring, person-centered
care, and tailored feedback are essential to ensure affordable
and sustainable long-term benefits [17-21]. However, it is
difficult for conventional interventions to provide real-time
monitoring; therefore, these interventions are unable to deliver
tailored feedback and person-centered care [13-15].

With the advancement in information and communication
technologies, mobile health (mHeath)-based health
management systems and apps have emerged [18-20]. These
have shown high potential in providing individualized
intervention and sending instant automatic feedback based on
real-time monitoring, therefore it might have promising effects
inimpacting health behavior change and promoting medication
adherence[18-20]. Currently, many mHealth apps are designed
to promote physical activity [21], track diet intake [22], assist
with smoking cessation [23], remind patientsto take medications
[24,25], and facilitate self-management of CHD risk factors
[26]. However, many of the existing mHealth apps are not
individualized; additionally, they are not inclusive of suggested
strategies and often have limited functions on tailored feedback,
especialy automatic feedback, and inadequate information
updates [27]. None of the top 5 downloaded mHealth appsin
Chinaincorporated multiple key health behaviorsidentified by
clinical guidelines [27]. A recent systematic review on health
behavior changes related to physical activity, diet, drug and
alcohol use, and mental health revealed that the mgjority of the
mHealth apps (40/52, 80%) for health behavior change only
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focused on a single behavior, with the other 20% focusing on
2 hedlth behaviors [18]. Meanwhile, studies suggested that
currently available mHealth apps, including those in the
management of CHD, failed to address users needs and
preferences, or consider their unique characteristics during the
app development phase [23-25]. Furthermore, health care
providers, such as nurses, are often not involved in the design
and development of the mHealth apps, despite them being
recognized as important for designing interventions that are
reflective of patients care needs [27,28]. In addition, currently
available mHealth apps were often not guided by a behavior
change theory in developing their interventions [24,29], and
they often do not sufficiently emphasize evidence-based
interventions [28].

Inlight of theimperative needsfor health behavior modification
and medication management among individualswith CHD, we
developed an Intelligent Individualized Cardiovascular App for
Risk Elimination (iCARE) through facilitating heal thy behavior
and medication adherence. iCARE was designed to address the
gaps in conventional interventions, in which multiple
CHD-related risk factors were managed through real-time
monitoring, person-centered care, and automatic tailored
feedback. Following clinical guidelines on CHD secondary
prevention [3,30,31], the interventions of iCARE were
devel oped based on the Intervention Mapping framework [32],
and the Contemplation—Action-Maintenance (CAM) model
[33,34], which was an integrated behavior change model
describing theroles of multiple moderators and mediatorsduring
the motivation and volition stages that are essential for healthy
behavior change and behavior maintenance in individuals with
CHD (Multimedia Appendix 1). In our preliminary study, we
generated a set of iCARE interventions along with a set of
“IF-THEN" agorithmstoimprove patients’ adherenceto health
behaviors and medications, and conducted a needs assessment
on the use of an mHealth-based system among patients with
CHD [33]. Theinterventions developed in that preliminary work
were incorporated as a built-in intervention bank into the cloud
platform of the iICARE system during the development stage.
The findings from the needs assessment were used to guide the
design of the user interface of the iCARE system.

The purposes of this study were to describe the devel opment
of iCARE and to evaluate its usability among individuals with
CHD. The effect of iCARE on facilitating adherence to actual
behavior change is out of scope of this study, and it will be
reported separately.

Methods
Development Process of iCARE

Overview

End users' needs analysis and the devel opment of interventions
within iCARE have been published elsewhere and are
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summarized as preliminary work (Multimedia Appendix 1)
[33]. Based on our preliminary work, we followed the
user-centered design principle [20] in developing iCARE, and
considered this principle asthe main methodol ogy for designing
person-centered care—delivering systems[35]. The devel opment
process of iCARE consisted of 4 phases: (1) function design,
(2) iterative design, (3) expert inspections and walkthroughs of
prototypes, and (4) usability testing with end users. We
established a multidisciplinary team including health care
professionals (nurses specialized in cardiovascular care, nursing
informaticians, nursing researchers), project managers, software
engineers, software architects, and interface designersto develop
iCARE. Weekly meetingswere held to discusstheissuesraised
and advance the progress of system development among
multidisciplinary team members throughout all phases.

Phase 1: Functional Design of iCARE

iCARE consisted of 3 functional components: a patient app for
individuals with CHD and their families, a care provider app
for health care providers such as nurses and physicians, and a
cloud platform. The key functions and modules of each
component were first drafted in a mind mapping software
(XMind version 8; XMind, Ltd.) based on the results of the
needs assessment and the overall aims of the system. Through
brainstorming activitieswithin the professional team, adetailed
contextual document that described the framework, modul es of
each app and the cloud platform, functions, and design principles
wereformulated to guide the development of iCARE. To ensure
the interventions are more effective and reflective of the care
management of individuals with CHD, the components and
schematic diagram of iCARE were designed following the
nursing process [35].

Phase 2: Iterative Design of iCARE

Overview of Stages

In this phase, the system architecture, database, protective
measures to secure individuals personal identification
information and health data, and user interface were determined.
The patient app and care provider app were developed to be
compatible with Android-based smartphones, as they are more
popular and affordable in China [27]. We will also develop
iCARE to be compatible on iOS-based smartphones once the
app isidentified as being stable in Android-based smartphones.

Design Architecture of iCARE

To increase the scalability and ensure the rdiability of the
software, developers need to respond to user's needs and
consider continuous delivery to establish a culturally and
environmentally adaptive software [36]. Therefore, the
MicroService architecture [36-38], an emerging architectural
design, was appliedin the devel opment of iCARE. MicroService
is used for handling complex systems that require highly
repetitive and frequent changes and all ows continuous delivery
of software in short circles; it was identified with increased
deployability and modifiability among researchers. Compared
with the monoalithic approach, the MicroService architecture
adlows us to organize ICARE into a set of small,
single-responsibility units, and self-contained servicesthat can
be developed, operated, tested, and deployed independently
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[36]. The MicroService architecture uses a continuous delivery
approach to handle data queries, which makesit easier to achieve
zero-downtime releases in responding to the rapid evolving
needs [35]. After the MicroService architecture is applied, a
majority of the services were allowed to use NoSQL databases
to capture, query, and administer data in iCARE. This greatly
reduced the time and effort in database migration, thereby
substantially improving the efficiency in system devel opment.

iCARE involvestransmission of sensitive data, such as personal
identification information, which makes the system subject to
external and internal threats. Therefore, to ensure system
security, protective measureswere applied within iCARE. Based
on the MicroService architecture, access control was performed
through the User Account and Authentication service. The 2-way
authentication HTTPS was applied to ensure the security of
data transmission between the app and the back end services.
To ensure secured data transmission and storage, al sensitive
data in the apps were encrypted, and access to the data was
password protected with sophisticated protective mechanisms,
including verifying password strength, limiting number of login
errors, periodically changing password, etc. Meanwhile, the
system has built-in functions in providing database backup and
recovery. Inthis study, we utilized MongoDB, adocument-based
database, and one of the leading NoSQL databases. MongoDB
isused in the MicroService architecture owing to its ability to
provide flexible schema, redundancy, automation, and
scalability. The security of the MongoDB database is mainly
achieved by strengthening the security of the operating system,
authentication, and database. The development of iCARE was
based on international and national data standards (Table S1in
Multimedia Appendix 1).

User Interface Design and Visualization Design

To fully reflect end users' needs and achieve the overall
objectives of iCARE, the health professional team initialy
drafted the user interfaces of the patient app using Axure RP 8
software (Axure Software Solutions, Inc.). First, the user
interface of the patient app was designed with diet, physical
activity, smoking, and medication adherence as the main
functional structure. Second, as the interventions of iCARE
were developed based on the CAM behavior change model, the
user interface of the patient app was designed to consider the
characteristics of the interventions that addressed the major
moderators and mediators identified within the CAM model,
with patients' risk perception, outcome expectation, action
planning, self-efficacy, social support, perceived enjoyment,
perceived effectiveness, and coping planning addressed within
the app designing process.

Based on the initial draft, the interface designer prepared a
mock-up (draft) of the planned user interfaces and their
interactions and workflow using Flinto version 26.0.5 [39]
following the 6 user-friendly design principles. structure,
simplicity, visibility, feedback, tolerance, and reuse [40]. To
ensure workflow efficiency, prevent information-entry errors,
and increase end users’ positive experience in using the app,
contrasting color, large font, distinctive graphical shapes, etc.
were utilized to indicate different functions and status, as well
as to increase the accessibility and effectiveness of the app.
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Meanwhile, visualization (infographics, figures, and chart) was
used to enhance individuals perception on the risks of
nonadherence to health behavior, prescribed medications, etc.

Phase 3: Expert | nspections and Walkthroughs of the
iCARE Prototypes

iCARE was programed using Java and Nodejs, with Linux and
Docker as the operating environment. Following user-centered
design principles, and based on the functions, content, and
architecture of iCARE, the software engineers developed the
fully functional prototypes (apha and beta versions) of the
patient app and care-provider app [41].

Following the agile approach [42], software engineersiteratively
identified and solved technical/implementational issues during
the development process. The apha version was initialy
developed, released, tested, and retested among technology
professionals. The Gitlab and Docker tools were implemented
for the release management throughout different stages and
environments. Meanwhile, to ensure testability of iCARE, we
used thetest-first mindset and practicesto define the acceptance
criteriafor the system [36].

After resolving technical issues or bugsin the alphaversion, a
full version of the app, the beta version, was formulated.
Multiple testing cycles of the beta version of the app were
applied among health care professional sin our team until afinal
consensus was reached. The testing of the beta version lasted
for 3 months before the fully functional betaversion wasfound
to be stable and ready for usability testing.

Phase 4: Usability Testing of iCARE With End Users

Overview of Stages

The usability testing of iCARE included 2 stages. Stage |
included 2 steps: a task analysis and a usability evaluation of
the patient app using the modified Health Information
Technology Usability Survey (Health-ITUES) [43]. Stage Il
included ausability evaluation using the Health-I TUES among
end users who used the app for 6 months. The usability testing
was designed following the International Organization for
Standardization (1SO) standard 9241-11 [44]. In this study, we
only tested the usability of the patient app among individuals
with CHD. As iCARE was in the testing stage, and the main
focus of this study wasto test the experience of patientsand the
usability of the patient app, and therefore, we did not include
health care providers (such as nurses) to complete the
Health-ITUES.

Eligible patients who were hospitalized in 3 cardiac units of 2
university-affiliated hospitalsin Beijing, China, participated in
stage | usability testing. Patients who had a documented
diagnosis of CHD and reported at least one unhealthy behavior
wereincluded in thisstudy. A more detail ed description of study
participants and proceduresis provided in Multimedia A ppendix
1. The study was approved by the Institutional Review
Committee of the Capital Medical University (Approval No.
2015SY 45) and the study hospitals (Beijing An-Zhen Hospital,
Approva No. 2015030; Beijing Chao-Yang Hospital, Approval
No. 20211224). All enrolled participants provided written
informed consent. Fully functional betaversion 1 was used for
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task anaysis and first-step usability testing with the
Health-ITUES; beta version 2 was used for stage |1 usability
testing with the same questionnaire. As the usability study is
the preliminary work of our randomized controlled trial (RCT),
which tests the effects of iCARE, the entire study has been
registered with the Chinese Clinical Trial Registry (No.
ChiCTR-INR-16010242).

Task Analysis

To identify usability problems as suggested by Maramba et a
[45], individuals with CHD were asked to complete 8 tasks
regarding the main functions of the app (Table S2 in Multimedia
Appendix 1). Eight videos on how to complete the tasks were
made availableto all participants (Multimedia A ppendices 2-9).
All participants watched each video and practiced the exercises
on the patient app until they were fully confident in completing
each task. Based on the ISO standard 9241-11 [44], using
standardized evaluation forms, we described the usability of
the patient app in terms of the duration in completing each task,
the level of task completeness, usability error, and usability
problems. The duration in completing each task was recorded
using a timer. The level of task completeness (Table S3 in
Multimedia Appendix 1) was ranked on a scale of 1 (no
problem) to 4 (significant problem) [44]. The completeness
rates for each task were caculated by the proportion of
participants who successfully completed the tasks (scored as
“1"). Any usability-related problems were identified when
patients were not able to complete the task. The severity of
usability problems (Table S4 in Multimedia Appendix 1) was
ranked from 0 “1 don't agree that thisis a usability problem at
al” to 4 “usability catastrophes: imperative to fix this before
product can be released,” to reflect the level of severity of the
identified problems [46,47]. The usability problem rates for
each task were reflected by the proportion of participants who
reported any problems when completing the tasks. Based on
the I1SO standard 9241-11 [44], the effectiveness of the app
refersto thelevel of task completeness by the users; the efficacy
of the app is expressed by the time (in seconds) the end user
required in completing the tasks.

Usability Evaluation Using the Questionnaire

The usability evaluation was completed using the modified
Health-ITUES[43]. Stage | usability evaluation was conducted
among participants who completed the task analysis on beta
version 1 (January 2019 to March 2019). All participants were
given a small gift (around US $4) after they completed the
guestionnaire to compensate for their time. Thei CARE system
was then refined according to the results of stage | usability
testing, and the updated version was used in the RCT. Stage I
usability evaluation was performed in June 2020 among
individuals who enrolled in the RCT after they used the patient
app for 6 months. The RCT was a multicenter open-labeled
study that tested the effects of iCARE interventions on major
cardiovascular risk reduction and facilitation of adherence to
health behaviors and medication among individualswith CHD.
The RCT has 3 groups, including the intervention group
(received fully functional iCARE to provide person-centered
interventions that use multiple formats such as comics, videos,
pictures, words to address all the factors in the CAM model
plus routine care), control group 1 (received a person-centered
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intervention presented in text format only but did not address
all factors in the CAM model plus routine care), and control
group 2 (received routine care). Participants who were
randomized into the intervention arm in the RCT and used the
app for at least six monthswereinvited to complete the modified
Health-ITUES. Details of the RCT protocol and the results of
the trial will be published in the future. We also retrieved the
number of times patients accessed the app and analyzed the
patients preference by identifying the most commonly used
functions of the app over the past 6 months.

M easures

The English version of the Health-ITUES has a Cronbach a of
.85-.92 and a criterion validity of 0.46-0.70 [43]. To evaluate
theusability of the patient app, the questionnaire was customized
to address the type of tool (patient app), the user (individuals
with CHD), and tasks (for reducing cardiovascular risk factors)
of the target app. The Chinese version of the Health-ITUESIn
evaluating the patient app was shown to be reliable and valid
among individuals with CHD in this study, with the Cronbach
o at .74-.90 and expert validity at 0.87-0.95. The Health-ITUES
comprises 4 dimensions with 20 items. impact (3 items),
perceived usefulness (9 items), perceived ease of use (5 items),
and user control (3 items). Each item was rated from “1”
(strongly disagree) to “5” (strongly agree) on a 5-point Likert
scale. Total scores ranged from 20 to 100, with higher scores
indicating better usability. In addition, iCARE was considered
satisfactory, useful, and easy to use if the score of patients
responses was 4 or more on item 7 (using iCARE is useful for
self-management of CHD-related risk factors), item 9 (I am
satisfied with iCARE for self-management of CHD-related risk
factors), and item 14 (learning to operate iCARE is easy for
me), respectively.
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Data Analysis

Statistical analysis was conducted using SPSS version 24.0
software (IBM, Corp). Categorical data were described as
frequencies and proportions. Continuous data were tested for
normality using the one-sample Kolmogorov—Smirnov test, and
was described as means and SDs, or medians and interquartile
ranges, as appropriate. Comparisons of participants’ responses
to the Health-ITUES between the first and second usability
testing groups, and comparisons between the usage in terms of
different groups (working status, educationa levels, gender,
used the device or not) were performed with the Mann-Whitney
U test (scores of the Health-ITUES) and chi-square test (rates
of satisfaction, usefulness, and easy to use), as appropriate. A
P value <.05 was considered statistically significant. Regarding
the sample size for usability testing, according to a previous
study [43], the average scorefor each iteminthe Health-ITUES
is4 points and the maximum SD for each item is0.8. Based on
this information, considering 75% of the enrolled participants
could complete the questionnaire and following a 2-sided
1-samplet test (unpaired), we estimated that we would need a
total of 77 individualsin thefirst usability evaluation to achieve
80% power with a=.05, with an expected average score of 4.3
on each item of the Health-ITUES. As the second usability
testing was conducted among individuals who were enrolled in
the ongoing RCT, we did not calculate the sample size for that
test.

Results

Phase 1: Functional Design of iCARE

The functional components of iCARE illustrating the system
workflow are shown in Figure 1.
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Figure 1. The components and schematic diagram of the iCARE. (A1) Initial and periodic assessment through daily monitoring via manual entry by
patients. (A2) Daily monitoring by wearable devices. (A3) Patients’ initial assessment data, follow-up data. (C1) Initial and periodic assessment by
cardiovascular nurses. (C2) Further evaluation, interventions, follow-up. iCARE: Intelligent Individualized Cardiovascular Application for Risk

Elimination; PA: physical activity; BP: blood pressure; CHD: coronary heart disease.
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Aninitial health assessment was conducted by a nurse in our
research team before patients were discharged from the hospital.
The assessment included patients’ demographics (age, gender,
education, etc.), current health behaviors (daily diet, physical
activity, smoking status), preferences regarding health behaviors
(such as preferred fruits, vegetables, types of physical activities),
and medication adherence in the past 30 days before admission
if patients were on medication. Patients health information
including blood pressure, glucose level, lipid level, etc. was
also collected. After theinitia assessment, asummarized health
report that described patient’s medical and nursing diagnosis,
unhealthy behaviors, and modifiable risk factors, along with
established goalsfor risk reduction, was generated for patient’s
easy access through the patient app. The tailored goals for risk
reduction were created based on the recommendations in the
cardiovascular secondary prevention guidelines, with
consideration of patients age, gender, preferences (such as
preferred time and types of physical activity), physical activity
levels, |eft ventricul ar g ection fraction, comorbidity, metabolic
status, musculoskeletal condition or disease, cardiac risk profile,
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and the current level of habitual physical activity. When the
health care providers completed the baseline assessments on
the care provider app and uploaded the data to the cloud
platform, the recommended final goals for cardiovascular risk
reduction were generated based on the cardiovascular secondary
prevention guidelines and patients’ specific health issues. They
were then displayed in patients’ health report and on the home
page of the patient app. Patients can personally modify their
goalsto be achieved at different stagesif they felt the goal s sent
to the patient app were not achievable at the moment. When we
designed the algorithm for the goals of healthy diet, we
considered patients’ gender, age, and physical activity levelsto
determinethe requirement of daily energy intake. Health-related
data on physical activity, diet, blood pressure, lipid profile,
blood sugar, heart rate, and weight were entered by patients
either manually or through wearable devices. A smart watch
(Ustone) was used to count steps and patients' heart rate, and
a sensor (Youyi Tang; only for patients with diabetes) was
connected to ICARE to record blood glucose, and the
information was uploaded to the cloud platform for analysis
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after patientslogged into the app and selected the corresponding
wearable device, which is to be synchronized, by clicking the
upload button. Patients can also upload a photocopy of their
laboratory resultsviathe patient app if they prefer. Researchers
will check the uploaded information in the care provider app or
accessit viacloud platform, and manually edit and send tailored
feedback based on the laboratory results. A reminder on daily
health data entry was sent to patientsif they failed to enter data
for 3 days, and acall from nurses was made if no further action
was detected within 4 days after the reminder was sent. Instant
and individualized feedback and tailored recommendations for
changing behavior were automatically sent to the care provider
app for verification by cardiovascular nurses based on the
built-in agorithms (examples are shown in Multimedia
Appendix 1). The verified recommendations of interventions
were sent to the patient app for implementation by patients.
Patient’s health behaviors and medication adherence were
evaluated through daily monitoring and periodic assessment
(every 3 months).

The overall functional modules of iCARE are displayed in
Figure S1 in Multimedia Appendix 1. The patient app was
developed with functions allowing individual end usersto input
persona datarelated to health behaviors, prescribed medications,
and physiological indicators, and to review individua health
data and health report, as well as to receive recommended
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interventions. The care provider app was developed with the
functions allowing health care providersto view patients’ health
data and heath report, make hedth assessment, verify
recommended interventions, provide health consultation as
necessary, and manage follow-up visits. The cloud platform
was developed for health care providers and system manager
with authorized access rights to view patients overall health
behaviors, prescribed medications, and physiological indicators.
It was also structured to create and edit the intervention pool,
knowledge, rule, and algorism; assign roles of users; and conduct
data analysis. However, having access to the cloud platform
and care provider app does not allow nurses or physicians to
modify the data entered by patients.

Phase 2: Iterative Design of iCARE

Architecture Design

TheMicroServicearchitectureof iICARE isdisplayedin Figure
2. It included a set of microservices, such as services for the
platform DevOps, patient app, and care provider app, and
general and core services. Each individual microservice hasits
separate database (MongoDB) with itsown domain data. Instead
of calling services directly, the app and browser get access to
the different services through the application programming
interface gateway which will forward the request to the
appropriate services on the back end. All services were
connected with the JHipster registry.

Figure 2. The system architecture of the iICARE (Intelligent Individualized Cardiovascular Application for Risk Elimination). API: Application

Programming Interface; UAA: User Account and Authentication.
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User Interface Design and Visualization Design

Following the user-centered design principle, the user interfaces
for al functional modules were generated by health care
professionals. The user interfaces of the patient app’s home

Figure 3. The user interface of the home page of the patient app.
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page are displayed in Figure 3, which included diet, physical
activity, smoking, and medication management with different
colors for easy identification. This arrangement allows easy
access of the selected modules without complicated
mani pulation of the app.
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To addressthe major moderators and mediatorsidentified within
the CAM model, techniques were applied to augment the
functions of the related features. For example, to increase
patient’s risk perception, we applied visual comicsto increase
individuals awareness on potential cardiac events and the
severity of arisk (Figure 4A). Visualization was also used to
increase patients’ perception on the effectiveness of adhering
to healthy behaviors and medication treatment. As shown in
Figure4E, if good adherence wasidentified on health behaviors,
medication adherence, blood pressure, blood glucose, and lipid
levels, the Cardiac Health Score will increase. To promote
positive outcome expectation, we also used videos, such as
visualization of their future life with or without modifying their
unhealthy lifestyles, to remind users about the positive effect
of following suggested interventions (Figure 4B). Individualized
action plans such as plans for physical activity were generated
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based on patients’ assessment and their preferences, and they
were available on the home pagefor easy reference (Figure 4C).
In addition, as shown in Figure 4D, to increase patients
self-efficacy, a peer rank was designed in iCARE to increase
patients' confidence in maintaining healthy behaviors. We also
sent health promotion messages regarding the positive
expectations from changing unhealthy behaviors to the patient
app. When the patient was at the action stage of behavior
change, apredesigned questionnaire was sent to the patient app
and patients were asked to respond to the questionnaire to
understand their possible barriers. According to their response,
iCARE would automatically match the predesigned
countermeasures with identified barriers, and push a coping
plan to the patient. Patients can revise the coping plan according
totheir personal features and preferences and form afinal coping
plan.
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Figure 4. Examples of user interfaces to reflect major moderators and mediators identified within the CAM (Contempl ation-Action-Maintenance)

model. (A) Risk Perception; (B) Outcome Expectation; (C) Action Planning;

(D) self-efficacy; (E) Perceived Effectiveness; (F) Behavioral Enjoyment;

(G) Social Support; (H) Coping Planning. (B1) Video format; (E1) Visualization of iCARE Cardiac Health Score; (E2) Visuaization of 10 years of
cardiovascular risk; (E3) Visualization of atherosclerotic plague; (F1) Trend chart; (H1) Read-out mode. iCARE: Intelligent Individualized Cardiovascular

App for Risk Elimination; PA: physical activity.
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Phase 3: Expert I nspections and Walkthroughs of the
iCARE Prototypes

The software engineers translated the user interfaces into
prototypes. Thefinalized alphaversion of thei CARE prototype
was developed, tested, and discussed among technology
professionals to address technical issues throughout the
development process. The stepsinvolved in testing the iCARE
alpha version are presented in Figure S2 in Multimedia
Appendix 1. To verify the basic functionality of the developed
modules, engineers tested each module independently with
simulated data 10-20 times. To verify the stability of each
modul e after they were finalized, adedicated software evaluator
tested the module 5-10 times with simulated patients’ data.

The betaversion of theiCARE prototype was rel eased after the
technical issues or bugs identified in the apha version were
resolved. The beta version of iCARE was released in March
10, 2019. An example regarding the logic of the interfaces on
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XSL-FO

RenderX

< EE Bt R migiti < EE noHE noay
SRS 1015

SHRAS: 1

TS, BT R (RO S
—IRER AR R204) HEY
TN

SEADEYE): 10-1248,12-14
SEEA

EIREID: 305
o R
%8 7.

10. XUHELHE

PFIZAL [ch ]
£ iE@ EITSE
-
& ERSBOORN, R
RAGHROE?
)
“
aFprsFrRms B
o
s
sanznEERa—To [

RE

e E IR

@ iR EIRRIAT R TE S
SEREE. RIRLEAIRE TS IETT

@ WEMEEEAMNE, —i
FE#E30 ~ 60min;

@ EERIFOE, TEIHRE
1@

Peer discussion platform

Recommendations

H

medication management isdisplayed in Figure S3in Multimedia
Appendix 1.

Phase 4: Usability Testing of iCARE With End Users

Overview of Stages

After thefully functional iCARE prototypewasformulated, we
carried out a 2-stage usability testing of thei CARE patient app.
Stage | was conducted among 88 patients with CHD after
iCARE wasreleased. Figure 5 showstheflowchart of participant
recruitment for the first-stage usability testing. A total of 159
patients were diagnosed with CHD during the study period,
among which 88 eligible patients participated in the study and
were included in the final analysis. There were 40 patients
eligible for the study but refused to participate due to various
reasons, such as lack of time, conflict of schedule, or simply
being uninterested. The basic characteristics of enrolled
participants for the first-step usability testing are presented in

JMIR Mhealth Uhealth 2021 | vol. 9| iss. 12 [e26439 | p.94
(page number not for citation purposes)


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

JMIR MHEALTH AND UHEALTH Chenetd

Table S5in Multimedia Appendix 1, and they werelargely male  (72%, 63/88), with a mean age of 60 (SD 9.9) years.

Figure5. Theflow of patient recruitment for the first step usability evaluation study.
[ Patients being J

screened (n=159)

[ Not eligible for inclusion (n=54)
> Did not have an Android smartphone (n=14)
[ Refused to participate (n=40)

h 4

Patients eligible for
inclusion (n=1035)

Excluded (n=17)
Were unable to speak or understand Mandarin (n=3)
Illiterate (n=5)
Had impaired bilateral hearing impairment (n=4)
Had visual impairment (n=5)

A 4

A 4
Patients included in
the final analysis
(n=88)

. easy to complete. The usahility problems in completing the 8
Task Analysis tasks were rated from 0% (0/88) to 12.5% (11/88). In terms of
Figure 6 showsthe effectiveness and efficacy of thepatient app.  the efficacy of the patient app, the average time used to complete
Regarding the effectiveness of the app, the results showed that  tasks 1 through 8 ranged from 8 to 39 seconds.

amajority of participants (80%, 70/88) perceived the tasks as

Figure 6. The effectiveness and efficacy evaluation of the patient App based on task analysis.

Completeness rate (%) ® Usability problems rate (%) Time (mean, second)

Task 1: To find and review a health report 91.4

Task 2: To find and review action plans for health behaviors 86.5 @ 23.7
Task 3: To input health behavior information 88.5 @ 39.0

Task 4: To find and review a health behavior report 96.1 i) 12.4

Task 5: To find and review the health recommendations 971.7 E 14.1

Task 6: To record blood pressure, blood sugar, blood lipids, or heart rate 80.7 m 33.1
Task 7: To find and review a health educational article 94.7 E 8.1
Task 8: To conduct a health consultation 100.0 8.9

0 20 40 60 80 100 120

Table S6 in Multimedia Appendix 1 summarizes the usability readability, and glanceability” (category 5), which most
problems that emerged from task analysis. A mgjority (6/17) frequently occurred while entering data for blood pressure,
of the usahility problemswere related to “ease of input, screen  blood sugar, blood lipids, or heart rate (task 6). Regarding the
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severity of the identified usability problems, 4 were identified
as usabhility catastrophes. For example, regarding task 6 “to
record blood pressure, blood sugar, blood lipids, or heart rate,”
usability catastrophe wasidentified when patients reported that
theicon was not easy to manipulatein recording blood pressure,
as the distance between the 2 circles was too close and it was
hard to manipulate.

Usability Evaluation With the Health-l TUES

Table 1 illustrates participants’ perceptions on using iCARE in
the first-stage usability testing. The mean total score of the
Health-ITUES among participants was 90.1 (IQR 83.3-99.0),
with a mean score on each item at 4.5 (SD 0.50). The mean
scores of items related to the impact, perceived usefulness,
perceived ease of use, and user control of the patient app ranged
from 4.3t0 4.6. Meanwhile, based on patients' responsetoitems
7,9, and 14 of the Health-ITUES, 90% (79/88), 94% (83/88),
and 82% (72/88) of enrolled patients perceived iCARE as
satisfactory, useful, and easy to use, respectively.

After completion of stage | usability testing, the iCARE beta
version was updated and revised based on the results of initial
usability evaluation and task analysis. Such revisionsincluded,
but not limited to, increase of font sizes, modification of icons
(ie, increasing the distance between the 2 circles of theicon for
blood pressure), and utilization of more colors for easy
identification in related user interfaces. The finalized iCARE
version was released and used in the RCT study. Stage Il
usability testing was conducted among 61 (85% [52/61] male,
mean age 53 [SD 8.2] years) individualsinthe RCT intervention
arm after they used the app for 6 months. The mean total score
of the Health-ITUES was 89.0 (IQR 77.0-99.5), with the mean
score on each item being 4.3 (SD 0.64). The mean scores of
items related to the subdimensions (impact, perceived

https://mhealth.jmir.org/2021/12/e26439
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usefulness, perceived ease of use, and user control) ranged from
4.2 to 4.5. Among enrolled participants, 89% (54/61) were
satisfied with the use of the app, 93% (57/61) perceived the app
as useful, and 70% (43/61) as easy to use, based on patients
responsetorelated items (7, 9, and 14). In addition, 52% (32/61)
and 11% (7/61) reported using the patient app at least once a
week or every day, respectively.

Asshownin Figure S4in Multimedia Appendix 1, no significant
changes were found in terms of the tota score of the
Health-ITUES (P=.25) as well as the 4 dimensions of the
Health-ITUES (P=.52, .68, .14, and .10 for impact, perceived
usefulness, perceived ease of use, and user control, respectively)
between participantsin the first and second stages of usability
testing. There was also no significant difference identified in
terms of the rates of satisfaction (P=.85), usefulness (P=.86),
and ease of use (P=.12) between first and second usability
evaluations.

The number of times individuals accessed the patient app
showed that they used it for a mean of 33.5 (SD 75.3) times
over 6 months. The most frequently visited screenswererelated
to health recommendation, followed by daily monitoring of
health indicators, health behaviors, and medication adherence
(26179, 1649, and 942 times, respectively). There were no
significant differences in the usage of the patient app among
patients in terms of their working status (retired verses not
retired; P=.13), educational levels (P=.34), and gender (P=.97).
In stage |1 usability study, 38/61 patients used the smart watch,
and 23 patients did not use the smart watch. The mean usage
of the app among patientswho used the smart watch was higher
than those who did not (97.7 vs. 12.5, P<.001) over 6 months.
As the blood glucose monitor was not distributed to patients
with diabetes (10/61 patients) in stage Il testing, it was not
available for testing the differencesin this regard.
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Table 1. Summary of the Health-I TUES? questionnaire.

Items First testing, Second testing,

mean (SD) mean (SD)

Impact (Cronbach a: .863) 4.6 (0.62) 4.5 (0.76)
1. I think iCAREP can be a positive addition for heart health for patients 4.6(0.71) 4.4(0.74)
living with CHD®.

2.1 think iCARE can improve the quality of life of persons living with 4.6 (0.61) 4.6 (0.61)
CHD.

3.iICARE isan important part of meeting my information needs related 4.5(0.76) 4.4 (0.96)
to self-management of CHD-related risk factors.

Per ceived usefulness (Cronbach a: .901) 4.6 (0.51) 4.4 (0.63)
4. Using iCARE makesit easier to self-manage my CHD-related risk 4.5 (0.70) 4.5 (0.67)
factors.

5. Using iCARE enables me to self-manage my CHD-related risk factors 4.6 (0.60) 45 (0.67)
more quickly.

6. Using iICARE makesit more likely that | can self-manage my iCARE- 4.6 (0.60) 4.4 (0.88)
related risk factors.

7. Using iCARE is useful for self-management of CHD-related risk 4.6 (0.70) 4.6 (0.62)
factors.

8. | think iCARE presents a more equitable process for self-management 4.6 (0.70) 4.5(0.72)
of CHD-related risk factors.

9. | am satisfied with iICARE for self-management of CHD-related risk 4.6 (0.68) 45 (0.74)
factors.

10. | self-manage my CHD-related risk factorsin atimely manner because 4.5 (0.77) 4.3(0.83)
of iICARE.

11. Using iCARE increases my ability to self-manage my CHD-related 4.6 (0.63) 4.4 (0.74)
risk factors.

12. | am able to self-manage my CHD-related risk factors whenever | 4.4 (0.78) 4.3(0.83)
use iCARE.

Per ceived ease of use (Cronbach a: .899) 4.3 (0.76) 4.2 (0.76)
13. | am comfortable with my ability to use iCARE. 4.3(0.88) 4.3(0.73)
14. Learning to operate iICARE is easy for me. 4.3 (0.90) 4.0 (1.05)
15. It is easy for me to become skillful at using iCARE. 4.3 (0.95) 4.0 (1.06)
16. | find iCARE easy to use. 45(0.77) 4.2 (0.96)
17. 1 can always remember how to log on to and use iCARE. 4.3(0.97) 4.3(0.85)

User control (Cronbach a: .743) 4.4 (0.67) 4.2 (0.82)
18. iCARE gives error messages that clearly tell me how to fix problems. 4.3(0.91) 4.2 (0.90)
19. Whenever | make a mistake using iCARE, | recover easily and 4.4 (0.89) 4.2 (0.88)
quickly.

20. The information (such as online help, on-screen messages, and other 4.7 (0.60) 4.2 (0.96)

documentation) provided with iCARE isclear.

#The Modified Health-Information Technology Usability Survey was adopted from Schnall et al [43]. ©[2021] Capital Medical University, Beijing,
China. All rights reserved. Adapted with permission from the “Health I T Usability Evaluation Scale.”

biCARE: Individualized, Intelligent and Integrated Cardiovascular App for Risk Elimination.
®CHD: coronary heart disease.
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Discussion

Principal Findings

In this study, we developed an intelligent and individualized
health care management system for individuals with CHD,
iCARE, following a 4-phase user-centered approach. iCARE
was designed to facilitate patients’ adherence to multiple health
behaviors (diet, physical activity, and smoking) and preventive
medications. The design and development of iCARE were
realized through incorporation of individualized interventions,
which were developed through a theory-driven and
evidence-based approach and following the principles of the
nursing process. iICARE was developed to reflect designated
interventional strategiesthat target the mediators and moderators
of the CAM model by using an individualized approach and
visualization techniques. iICARE is an intelligent health
management system that has a set of “IF-THEN" agorithms
that trigger real-time monitoring, person-centered care, and
automatic tailored feedback, based on data from initia
assessment and health monitoring viamanual entry or wearable
devices. iCARE includes functions in facilitating health
assessment and monitoring, health behavior and medication
management, intervention implementation, and health
counseling. The results of the 2-stage usability testing revealed
that iCARE has acceptable usability. The patient app was
perceived as highly acceptable among individuals with CHD,
with amajority perceiving that the app was satisfactory, useful,
and easy to use.

Comparison With Prior Work

Evidence has shown that lack of scalability in health care
management system can hamper system growth and prevent it
from providing person-centered care [48]. A health care system
adopting multiple services, such as iCARE, requires software
developers to build and deploy the system in a reliable and
timely fashion. Such system should be scalable to adapt to the
evolving needs of patients and health care professionals [48].
The key barrier to achieve this is the selection of a suitable
software architecture [36]. In this study, the MicroService
architecture [49], an emerging architectural stylefor developing
distributed apps, was applied in the development of iCARE.
With the application of this architecture, our system may have
the advantages in realizing availability, flexibility, scalability,
and allowing multiple services to be scaled up independently
[49,50]. Implementation of the MicroService architecture in
this study allowed us to develop, modify, and deploy iCARE
promptly based on the needs identified in the task analysis and
issues reveal ed during the first and second usability evaluations.

Overdll, the ICARE patient app was perceived as useful and
satisfactory despite severa commonly identified usability
problems that were determined to be similar to those of other
health-rel ated self-management apps[51]. The 2-stage usability
evaluation revealed that the mean scores on each item of the
Health-ITUESwereall above 4.0, and the end users commented
that iICARE had much better usability in terms of perceived
usefulness. There are multiple reasons for this: First, the
development of the iCARE interventions was evidence based
and followed a theory-driven approach. Second, iCARE was

https://mhealth.jmir.org/2021/12/e26439

Chenet a

designed based on the user-centered design principle, which
was shown to be effective in increasing user’s engagement,
thereby making the interactive system useful for targeted end
users [35]. In our preliminary work, we carefully assessed the
needs and preferences of individualswith CHD not only during
the user interface design phase, but also during the devel opment
and modification phases. In addition, as suggested by Dawson
et al [28], to promote sustained and significant behavior change
among users, we encouraged nurses and other health
professionals to be actively involved in the inspections and
walkthroughs of the iCARE prototypes. Second, as outlined in
our previous work [33], to ensure the interventions of iCARE
are evidence based and compliant with clinical guidelines, we
structured them based on available cardiovascular secondary
prevention guidelines [3,30,31]. Meanwhile, an integrated
behavior change theory, the CAM model, was used to guidethe
design of iCARE, to ensureinterventions are empirically based
[33]. Third, based on a previous study [52], a systematic and
problem-solving approach along with a patient-centered and
goal-oriented method was used in designing our system. To
ensure the functions of iCARE are acceptable and useful, the
components and schematic diagram of iCARE were designed
following the principles of the nursing process, which are
identified as essential to ensure nurses deliver holistic and
patient-centered care [35]. These may have contributed to the
good functionality of iCARE in this study.

Meanwhile, the perceived ease of use of a system by usersis
another essential element in developing useful tools [53].
However, achieving the balance between usefulness and ease
of use is challenging as these 2 components are often
contradictory during app development [54]. When designing a
system, some designers sacrifice usefulness to provide ease of
use, or viceversa[54]. For the health management of individuals
with CHD, comprehensive CHD prevention strategies were
recommended by the cardiovascular secondary prevention
guidelines[3,30,31]. Therefore, the system should be designed
with multiplefunctionalitiesto incorporate comprehensive CHD
prevention strategiesto achieveits optimal usefulness. However,
increasing the amount of functionality in a system may also
increase the treatment-related burden on patients and affect
effective caredelivery [55]. Thisisreflected in our case aswell:
the multiple functionalities included in our system increased
the complexity of the system, which might have contributed to
the lower scores on the ease of use functionality of the patient
app during the first and second usability testing phases.

Strategiesto addressthe ease-of -use functionality of the system
are vital to reduce unnecessary burden on individuals. As
identified by Tsopra et al [56], interfaces designed following
usability principles suggested by the Healthcare Information
and Management Systems Society [57], including effective
information presentation, consistency, efficient interactions,
effective use of language, and minimizing cognitive load, were
perceived as ease of use. In our system, we applied several
techniques to improve its ease of use, including the following:
(1) the use of larger font sizes and different colors to improve
readability; (2) the use of a read-out mode to minimize
individuals' cognitive load; and (3) limiting the amount of text
message and replacing it with figures, infographics, and chart
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to ensure effective and visual information presentation. These
techniques are also in agreement with a previous finding [58],
in which the use of color-coded visua layout improved end
user’s perceived ease of use for a system. The findings of the
usability testing in our study indicated that most participants
perceived the patient app as easy to use.

However, we are fully aware that some design and functional
elements of the app still need to be addressed to improve its
ease of use. For example, the number of interfaces on the patient
app should be reduced to promote efficient interactions, some
icons should be designed as simpler and meaningful aspossible
to be easily recognized; and the system should provide more
guidance and assistance to end usersto avoid human errorsand
increase their perceived user control. In addition to the lessons
learned during our system designing and developing process,
future studies should pay more attention to maximize the
learnability component through minimizing cognitive loads
during the designing process, and improve the memorability of
the system that can assist users to reestablish proficiency after
along period of inactivity [59].

Limitations

This study has several limitations. First, given the nature of the
study, participants who were willing to participate in this study
may be more motivated and more proficient in using the
mHealth apps than the general population. Second, this study
was conducted among patients who were admitted to hospitals
in Beijing, which is a technology-advanced city in China
However, the 2 study hospital s are the most recognized hospitals
in cardiovascular disease care in China, and patients admitted
to these hospitals are from all over the country, including those
from rural and underserved areas. Third, in the second stage of
usability testing, we only subjectively evaluated the usability
of the patient app; therefore, some usability problems within
our system may not have been discovered adequately. Fourth,
although the needs assessment was analyzed among patients
with CHD, they were not actively involved in the interface
designing process, which might influence the usability of the
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patient app. However, their response to stage | usability testing
was applied to modify the system, and the updated version was
used inthe RCT and second usability evaluation. Fifth, the care
provider app only hasafew basic functionsin its current stage;
therefore, its usability was not considered in this study.
However, we will expand the care provider app to include more
fully functional components and evaluate its usability in the
future. In addition, in its current stage, the data from external
devices cannot be automatically uploaded to the patient app
which might influence its usability. Finally, the iCARE system
was developed to be only compatible with Android-based
smartphones, and thus patients who used an i0S-based
smartphones were excluded. Although iPhones are popular in
China, they are very expensive, and are considered as high-end
mobile phones that are similar to the high-end Huawel mobile
phones; besides, iPhone users are usually mid- or high-income
population that live in tech-developed cities, such as Shanghai
or Bejing. Moreover, after completing our RCT, we will
develop an updated iCARE system that will be compatiblewith
both Android and iOS versions, as many patients who used
iPhones expressed their interest and intention in using iCARE
to managetheir diseases and health. Therefore, wewill perform
additional usability testing in amore representative popul ation.

Conclusions

This study developed the iCARE system with the aim to
facilitate patients' adherence to multiple health behaviors and
preventive medi cations through incorporation of theory-driven,
evidence-based, individualized interventions and tailored
automatic feedback, following the CAM model and principles
of the nursing process. iCARE was demonstrated to be highly
satisfactory, useful, and easy to use among individuals with
CHD and had acceptable usability. We are currently evaluating
the effectiveness of iICARE in patients with CHD via a
randomized clinical trial to better understand the real-time
usability of the app, aswell as patients' experience in using the
app. In future studies, we will revise iCARE based on the
findings of this study and develop a version that is compatible
with iOS-based smartphones.
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Abstract

Background: Although fitness technology can track and encourage increases in physical activity, few smartphone apps are
based on behavior change theories. Apps that do include behavioral components tend to be costly and often do not include
strategies to help those who are unsure of how to increase their physical activity.

Objective: The aim of this pilot study isto test the efficacy of anew app, StepMATE, for increasing daily walking in a sample
of inactive adults and to examine daily relationships between walking and self-reported mood and energy.

Methods: The participants were middle-aged and ol der adults aged =50 years (mean 61.64, SD 7.67 years). They were randomly
assigned to receive either a basic, pedometer-like version of the app or a version with supports to help them determine where,
when, and with whom to walk. Of the 96 participants randomized to 1 of 2 conditions, 87 (91%) completed pretest assessments
and 81 (84%) successfully downloaded the app. Upon downloading the app, step data from the week prior were automatically
recorded. The participants in both groups were asked to set a daily walking goal, which they could change at any point during
the intervention. They were asked to use the app as much as possible over the next 4 weeks. Twice per day, pop-up notifications
assessed mood and energy levels.

Results: Although one group had access to additional app features, both groups used the app in asimilar way, mainly using just
the walk-tracking feature. Multilevel models revealed that both groups took significantly more steps during the 4-week study
than during the week before downloading the app (y=0.24; P<.001). During the study, the participants in both groups averaged
5248 steps per day compared with an average of 3753 steps per day during the baseline week. Contrary to predictions, there were
no differences in step increases between the two conditions. Cognition significantly improved from pre- to posttest (y=0.17;
P=.02). Across conditions, on days in which the participants took more steps than average, they reported better mood and higher
energy levels on the same day and better mood on the subsequent day. Daily associations among walking, mood, and energy
were significant for women but not for men and were stronger for older participants (those aged =62 years) than for the younger
participants.

Conclusions: Both groups increased their stepsto asimilar extent, suggesting that setting and monitoring daily walking goals
was sufficient for an initial increase and maintenance of steps. Across conditions, walking had benefits for positive mood and
energy levels, particularly for women and older participants. Further investigations should identify other motivating factors that
could lead to greater and more sustained increases in physical activity.

Trial Registration: Clinical Trials.gov NCT03124537; https://clinicaltrials.gov/ct2/show/NCT03124537

(JMIR Mhealth Uhealth 2021;9(12):€27208) doi:10.2196/27208
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Introduction

Background

The benefits of physical activity for lifelong health, well-being,
and cognition are well-documented; yet, most American adults
lead an inactive lifestyle [1-3]. According to the Centers for
Disease Control and Prevention, only 53% of adults meet the
guidelinesfor aerobic activity, and even fewer older adults meet
these guidelines [4]. Fitness technol ogies such as Fithit, Apple
Watch, or smartphone apps can track and encourage physical
activity without the need for additional equipment or a gym
membership. Indeed, the health and fitness category is one of
the most popular categoriesin the iTunes and Google Play app
stores, with ailmost 230,000 apps available in 2017.

A recent review of 37 Fithit-based interventions reported that
studies were associated with increasesin daily steps, moderate
to vigorous physical activity, and decreasesin body weight [5].
Participants took approximately 950 steps per day more than
the controls who were not given a Fitbit. The behaviora
components included in the given interventions were related to
the success of the interventions [5]. Goal-setting was described
as the most promising component; however, a combination of
intervention tools may be necessary to encourage changes in
physical activity [5]. Another recent review suggested that there
is little to moderate evidence that mobile health or eHealth
interventions are successful for increasing physical activity in
older adults [6].

Although many devices and smartphone apps currently track
physical activity, encourage users to meet step goals, and link
with other personal data, few stand-alone smartphone apps
include additional features that address barriers unique to
inactive adults [7]. Furthermore, apps that do include behavior
change strategiestypically cost more money and do not provide
features such as action planning and environmental supports.
Focus groups have identified a need for physical activity apps
to promote autonomy and self-regulation, while also providing
adaptability and flexibility to accommodate individual needs
[8].

Implementation intentions involve behaviora strategies such
as creating a specific plan to reach agoal [9]. Using walking as
an example, implementation intentions could include action
planning, which involves creating a plan that includes the time
and place that walking would occur [10]. Meta-analyses have
shown that action planning is associated with increases in
physical activity [11,12]. A recent study tested whether an
implementation intentionsintervention was more successful in
increasing physical activity than just using a Fitbit [13]. The
intervention group participants, who were given step goals,
personalized walking routes, and a daily schedule to fill out,
significantly increased their daily stepsover 1 month compared
with the control group participants who only wore a Fitbit [13].
Although action planning and environmental supportsarerarely
incorporated into fitness technol ogy, such strategies may directly
address common barriers that prevent adults from engaging in
physical activity [7].

https:.//mhealth.jmir.org/2021/12/27208
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Physical Activity and Affect

Along with the benefits of exercise to physical and cognitive
health, many have shown the importance of physical activity
for mood and affective states [14,15]. In fact, a recent
meta-analysis reported that improved executive functioning and
mood, along with decreases in stress, are among the most
consistently reported outcomes after exercise[14]. These effects
have been echoed in multiple populations and various activity
domains, including vigorous activities such as cycling and
lower-intensity activities such as yoga or walking. A study
showed that patients with multiple sclerosis were more likely
to report improved mood after a single 20-minute bout of
walking or yoga than after an equivalent period of rest [16].
Others have aso found that positive exercise experiences are
linked to increases in motivational self-efficacy and exercise
intentions, which then predict future exercise behavior [17].

New technologies have made it possible to examine the
relationships among physical activity, mood, and affect in real
time using accelerometry along with methods such as experience
sampling or ecological momentary assessments (EMAS). A
study used a newly developed smartphone app and EMAS to
test whether self-reported happiness and physical activity are
linked [18]. The results from >10,000 app users showed that
more active individual s reported being happier than those who
were inactive. Daily relationships also emerged; people were
happier on more physically active daysthan on less active ones
[18].

A review paper by Liao et a [19] summarized 14 studies that
used EMAs to examine short-term relationships between
physical activity and affect. The authors found evidence for
reciprocal relationships; current positive affect predicted
increased physical activity within the next few hours, and
physical activity engagement predicted greater positive affect
within the next few hours [19]. Thus, it seems that positive
affect predicts subsequent physical activity, which also predicts
future positive affect.

Itispossible that men and women experience differential effects
of exercise on mood; however, very little work has examined
sex differences. A study found that in young adults, women
weremorelikely to report improvementsin mood after exercise
than men [20]. The same study found that women were more
likely than men to report reduced fatigue after a 30-minute bout
of exercise [20]. It is possible that women are more sensitive
to mood changes after exercise.

In sum, physical activity and affect have been linked at both
the within-person and between-person levels. The effects are
similar across various domains of physical activity and in
healthy and nonhealthy adult populations. Affective changes
can be seen from acute (20-minute) bouts of activity to regular
activity over the course of months. Although prior studies have
examined affective improvements in the context of structured
exercise, no studies to our knowledge have tested whether the
number of steps one takes per day is predictive of
contemporaneous changes in affect. Furthermore, few studies
have closely examined whether the effects differ between men
and women.

JMIR Mhealth Uhealth 2021 | vol. 9 | iss. 12 [e27208 | p.106
(page number not for citation purposes)


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

JMIR MHEALTH AND UHEALTH

Physical Activity, Sleep, and Energy

Another consistent finding in the literature is the relationship
between physical activity and sleep. When examining average
levels of physical activity, people who are more active tend to
sleep better than those who are less active [21]. Most of this
work has focused on high-impact physical activity or on
populationswith sleep disordersor other health problems. Daily
studies suggest that on the daysin which people are more active,
they sleep better and longer than on less active days [22-24].
Recent work found that women who average more steps per
day over the course of a month reported better sleep quality
than inactive women, not men [22].

A study examined the relationship among physical activity,
affect, and insomnia symptoms in a sample of inactive adults
with insomnia [25]. Those who were asked to engage in
consistent walking reported significant decreases in insomnia
symptoms, along with improved affect, over the 6-month
intervention [25]. Taken together, the results suggest that even
low-impact physical activity such as walking or yoga can
improve sleep in adults. Those who sleep well will likely report
higher energy levels during the day; however, self-reports of
energy are also affected by other things that happen on any
given day. Although the link between physical activity and sleep
has been studied, lessisknown about how daily physical activity
isrelated to self-reported daily energy levels.

Bisson et al

This study aims to test whether an iPhone (Apple Inc)
app—StepM ATE—with behavioral supports was associated
with increasesin daily walking among a sample of inactive but
otherwise healthy adults. We also aim to examine whether a
version of the app with additional action planning strategiesis
more successful than aversion with only step-tracking and daily
step goals. Finally, we aim to assess within-person fluctuations
in steps, mood, and energy and whether there are differences
in these relationships based on demographic characteristics,
including age and sex.

Methods

Study Details

Onthebasisof our previous study on midlife adultsthat assessed
barriersto being physically active [13], along with the findings
from pilot interviews of 9 older adults, we found that perceived
lack of time was a common barrier preventing people from
getting enough exercise. Other barriersreported in these studies
were not knowing where to exercise and not wanting to exercise
alone. The StepMATE app (Figure 1) was developed by
Beneufit using Apple ResearchKit, with feedback from
university researchers. StepMATE isafully automated app that
includes behavioral supports to help people plan where and
when towalk and social supportsto help find otherswho might
want to walk with them.

Figure 1. Screenshots of the StepMATE app. (A) The home screen for the control group. (B) The home screen for the treatment group members, who

had access to the additional features shown in the screenshots on theright.
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The participantsin the StepMATE pilot randomized controlled
trial were randomly assigned to receive 1 of 2 versions of the
app. The control group was only given step-tracking and
goal-setting functions, similar to those of a Fitbit, and the
treatment group was given aversion of the app with additional
socia and environmental supports. First, we tested whether the
app was associated with increases in average daily steps over
the 4 weeks and whether there were differences between the 2
conditions. It was hypothesized that the additional supports
would result in greater increases in walking for the treatment
group compared with the control group. Next, we examined
whether there were changes over time or between-group
differencesin other outcomes, including sleep, exercise control,
exercise self-efficacy, social engagement, and memory. We
hypothesized that the participants would report improvements
in these outcomes from pre- to posttest, with greater
improvements in the treatment group. Finally, within-person
relationships between daily steps and self-reported mood and
energy were modeled. We hypothesized that on the days when

Bisson et al

the participants took more steps than average, they would report
higher energy levels and better mood than on less active days.
Drawing from prior findings on sex differences in daily
relationships between exercise and other outcomes, the
interactions between daily steps and sex on mood and energy
were examined. It was hypothesized that daily steps would be
more closaly related to mood and energy in women than in men.
Exploratory analyses examined whether there wereinteractions
between daily steps and age in predicting mood and energy.

Participants

The participants were recruited on the web on arolling basis
between January 2018 and March 2019 using Facebook,
Craigdist, and FindParticipants. Participantswere also recruited
locally in eastern and central Massachusetts through flyers at
senior centers, libraries, cafes, and community events. As the
study did not require an in-person meeting, participants were
recruited from locations across the continental United States.
The CONSORT table is presented in Figure 2, detailing
recruitment, enrollment, and exclusion criteriafor this study.

Figure2. CONSORT (Consolidated Standards of Reporting Trials) diagram.

Assessed for eligibility (n=602)

Participated in pilot study (n=9)
Excluded (n=497)

Do not own iPhone 5s or later (n=137)
Too young (n=206)

Doctor advised them not to walk (n=3)

Recent fall or heart problem (n=14)

‘ Randomized (n=96) ‘

Exercise too much (n=34)
Walk too much (n=35)

L

Eligible but stopped responding to researchers (n=68)

y

Allocated to control group
(n=46)

Completed pretest (n=42)
Successful app download (n=39)

v

Completed posttest (n=29)
Dropped out (n=3)
App crash, incomplete data (n=7)

The participants were required to own an iPhone with a built-in
accelerometer to measure steps (iPhone 5s or newer). Only those
who reported exercising less than the Centers for Disease
Control and Prevention guidelines of 150 minutes of moderate
to vigorous exercise per week were eligible. The participants
also needed to report walking for exercise no more than 30
minutes per day [26]. Participantswereineligibleif aphysician
advised them not to walk because of health conditionsor if they
had had a cardiac event or fal within the last 6 months.
Screening for cognitive impairment was conducted over the
phone using a shortened version of the Short Portable Mental

https:.//mhealth.jmir.org/2021/12/27208

Allocation

l

Allocated to treatment group
(n=50)

Completed pretest (n=45)
Successful app download (n=42)

v
Completed posttest (n=29)
Dropped out (n=5)

App crash, incomplete data (n=8)

Status Questionnaire [27]. Participants were ineligible if they
made =3 errors on this questionnaire.

All procedures were approved by the university institutional
review board. An a priori power anadysis for the primary
outcome variable, number of steps, was conducted using
G* Power (version 3.1; Heinrich Heine University) [28], which
indicated that 31 participants per condition were required with
an estimated effect size of d=0.10, with 95% power at P=.05.

After an iPhone software update, the StepMATE app crashed
and did not work properly for approximately 2 weeks. Of the
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81 participants who downloaded the app, 18 (22%) were
affected, and daily step data were lost for these participants.
Analyses were conducted on an intent-to-treat basis. For the
guestionnaire data, we analyzed all participantswho completed
the pretest measures (87/96, 91%), and for the daily step
analyses, al participantswith sufficient step datawere included
in the analyses (80/81, 99%). Sample sizes are included in all
results tables for clarity.

Pre- and Posttest M easures

Social Engagement

Social engagement was measured using the Lubben Social
Network Scale [29]. This scale comprises 12 items (6 related
to family and 6 to friends) that ask about the size of one’s social
network (eg, How many friends or family members do you feel
at ease with that you can talk about private matters?) and the
closeness of the relationships (eg, How often do you see or hear
fromthefriend or family member with whom you have the most
contact?). A composite score was calculated by summing the
responses of the 12 items, with afinal score ranging from 0 to
60, where ahigher scoreindicates more social engagement. The
Cronbach a value for the internal consistency in this sample
was .862.

Exercise Control

Control over exercise was measured using the 6-item Exercise
Control Beliefs Scale[30]. Theitems assess one’s beliefs about
one’s control over exercise (eg, | am confident in my ability to
do an exercise routine), with answer choices ranging from
strongly disagree (score=1) to strongly agree (score=5). The 6
items were averaged to create a mean exercise control score,
with ahigher scoreindicating greater control over exercise. The
Cronbach a value for the internal consistency in this sample
was .604.

Exercise Self-efficacy

A modified version of the Bandura Exercise Self-Efficacy Scale
[31] was used in this study. This 9-item scal e assesses how sure
an individua is that they would exercise under different
conditions or constraints (eg, How sure are you that you will
exercise when you are feeling tired or under pressure to get
things done?), with answer choices ranging from not sure at all
(score=1) to very sure (score=4). The 9 itemswere averaged to
create acomposite score, where ahigher scoreindicates greater
exercise self-efficacy. The Cronbach o value for the reliability
of this scale was .935.

Cognitive Performance

Cognition was assessed using a shortened version of the Brief
Test of Adult Cognition by Telephone (BTACT) [32]. This
version of the BTACT assesses 5 cognitive dimensions,
including 2 measures of episodic verbal memory (immediate
and delayed free recall of 15 words), working memory
(backward digit span), verbal fluency (the number of words
produced from a given category within 60 seconds), and
processing speed (counting backward from 100 in 30 seconds).
The primary outcome measure was acomposite of all cognitive
tests. The scores on both occasions (pre- and posttest) were
standardized based on the scores at the pretest to create cognitive
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composites. The BTACT is areliable assessment of cognitive
functioning; its psychometric properties have been reported in
another manuscript [32].

Sleep

Sleep duration and quality were measured using the Pittsburgh
Sleep Quality Index (PSQI) [33]. The PSQI global score could
range from 0 to 21, with a higher score indicating worse sleep.
The Cronbach a value for the reliability of the 7 subscales of
the PSQI was .77. In this study, we examined the PSQI global
score, along with raw scores for duration (average number of
hours slept during the past month) and latency (average number
of minutes taken to fall asleep during the past month).

Daily Measures

App Engagement

To assess the use of various app features, for each participant,
thetotal number of SM Stext messages sent to contacts, number
of routes saved, number of scheduled events, and number of
times the Walk Now feature was used were computed.

Physical Activity

Every day, over the course of a month, physical activity was
assessed using the total number of steps taken each day. Daily
steps were quantified using the iPhone’s built-in accel erometer
and recorded through the StepM ATE app. When the participants
downloaded StepMATE at the beginning of the study, the app
automatically and retroactively recorded daily steps from the
week before the start of the study. During the 4-week
intervention, the participants were asked to carry their phone
with them during the day; however, they were not specifically
instructed to do so during the baseline week before the
intervention began.

Although data indicate that older adults typically average
between 2000 and 9000 steps per day [34], there arelikely times
when the participants walked without carrying their iPhone. For
the days when the iPhone recorded fewer than 500 steps, that
day of stepswas coded as missing. Weekly step averages were
calculated for weekswith 4 or more dayswith 500 or more daily
steps. Of the 81 participants included in this intent-to-treat
analysis, 11 (14%) had missing or incompl ete baseline data.

Daily Affect: Mood and Energy

Twice, at random times each day, mood and energy levelswere
assessed. A pop-up notification asked the participants to rate
their current mood (unhappy, neutral, or happy) and energy
(low, neutral, or high) on a dlider scale. The scores were
converted by using the StepMATE app to a 0-10 scale, with 0
indicating low mood or energy and 10 indicating high mood or
energy. The 2 daily ratings were averaged to provide a daily
average of the participants mood and energy.

Covariates

Age, sex, education, and health were covariates in the current
set of analyses because they were expected to be related to the
outcomes. In models where timexcondition interactions were
not estimated, condition was included as a covariate. Age was
continuous, sex was coded as 1=mae and 2=female, and
education was number of yearsin school. Health was measured

IMIR Mhealth Uhealth 2021 | vol. 9| iss. 12 27208 | p.109
(page number not for citation purposes)


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

JMIR MHEALTH AND UHEALTH

using the general health subscale from the Medical Outcomes
Study 36-item Short-Form Health Survey [35]. Condition was
coded as O=control group and 1=treatment group.

Design and Procedures

App

The StepMATE app was designed to hel p participants determine
when, where, and with whom they would add physical activity
totheir day. Daily step goalswere set by the participantsin both
theintervention and control groups, and al participants had the
ability to change their step goal at any point throughout the
study. For the when component, those in the intervention
condition had a scheduling feature in the app. The participants
could schedule a block of time to go for a walk, and they had
the optionto create areminder, set recurring events, and estimate
the number of steps they would get in that walk. Once an event
was created, it appeared in both the StepMATE app and the
iPhone’s built-in calendar.

For the where component, those in the intervention group were
ableto create, name, and save walking routes in the app. When
the participants in the intervention group hit Walk Now,
StepM ATE began keeping track of their geographical location,
distance, number of steps, and total time of the walk. This
information was then saved after the walk was finished so that
the time it took to walk a route could be compared if the same
route was walked again. When a user created multiple routes,
they could be filtered by number of stepsor duration so that the
user could easily find awalk that fit the amount of time they
had or the number of steps they needed to achieve their daily
walking goal. Those in the control group also had a Walk Now
button; however, when the control participants hit Walk Now,
the app would simply track the number of steps taken in that
walk. These participants were not able to name or save their
walks, nor could they view their walks on amap.

For the with whom (social feature) component, those in the
intervention condition had the option to text one of their iPhone
contacts through the app and invite them for awalk. Those in
the control condition did not have access to this feature.
Multimedia Appendix 1 includes screenshots of the app, video
tutorials of the app features, and differences between the 2
versions, as well as descriptions of other app functions.

Procedures

A research assistant used Microsoft Excel for the block
randomization procedures. Blocks of 10 consecutive ID numbers
were randomly assigned to 1 of the 2 conditions. The app
developer received the lists of ID numbers and associated
treatment condition so that when an 1D number was provided
during the app download, the correct version of the app would
install on the participant’s phone. Upon meeting the inclusion
criteria and consenting to participate in the study, each
participant was assigned an ID number that was paired to the
condition generated from the block randomization. Next, the
participants were administered a shortened version of the
BTACT, and they completed the prestudy questionnaires on
the web through Qualtrics, including self-assessed socia
engagement, exercise control, exercise self-efficacy, and sleep.
The participants filled out their ID number at the beginning of
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the Qualtrics survey so that their self-report data could easily
be linked to their step data.

Subsequently, the researchers scheduled a phone call to help
the participants to download the app, set up their account,
including daily walking goals, and thoroughly explain the app
features. Those in the control condition downloaded a version
with only the daily step goals and the ability to track time,
distance, and steps within a walk. Those in the treatment
condition had accessto these and additional features, including
schedules, maps, and socia features. The participants were
blinded to which condition they were assigned to receive.
Although the researchers were aware of the condition
assignment for the purposes of hel ping with app downloadsand
troubleshooting issues, all measures—except for the cognitive
assessments—were carried out on the web without researcher
involvement. Randomization was checked by comparing the
covariates (age, sex, education, and general health) between the
conditions using independent samples t tests (2-tailed). No
significant differences were found between the conditions for
any of these variables.

The participants in both groups were asked to use the app for
1 month and do their best to answer the daily mood and energy
questions. All participants were sent a pouch to wear around
their waists and were encouraged to use it to carry their phone
with them as much as possible until they went to bed each night.
After thefirst and third weeks, the partici pants received an email
letting them know how many weeks had elapsed in the study
and how many weeks remained. After the second week, the
researchers called the participants to ask some open-ended
feedback questions and ensure that there were no problemswith
the app. If any problems arose during the intervention, the
participants had access to a Help section within the app that
included a phone number and email address to contact the
researchers. This information was also included in the paper
intervention materials that were mailed to them and attached to
all email communications.

At the completion of the 1-month study, the participantsin both
groups were again administered the shortened version of the
BTACT and asked some open-ended feedback questions, after
which they were asked to compl ete the poststudy questionnaires
on the web through Qualtrics. After completing the
questionnaires, the participants were sent a US $25 Amazon
gift card through email. After the posttest, the participants in
the control condition were given the opportunity to download
thefull version of the app, and all participants were encouraged
to retain and use the app for their personal use.

Data Analysis

Dataanalyseswere conducted using RStudio (version 1.2.1335;
RStudio, PBC) [36]. First, the difference in app engagement
between the conditions was examined. We compared use of the
Walk Now feature between the conditions using independent
samples t tests. The use of the schedule and socia functions
was tallied for the intervention condition.

We tested the remainder of our hypotheses with multilevel
mixed effects modeling with the Ime4 package[37], controlling
for age, sex, education, and health. Using the following model,
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we tested whether weekly average steps increased from the
baseline week to the 4 intervention weeks. Sensitivity analyses
tested whether this effect differed if the baseline week was
excluded. Interactions were specified to determine whether the
changeinweekly step averages differed between the conditions.

Level 1: Step Average; = By; + Byj (Week) + 1

Level 20 By = Yoo + You (ADE) + Yoo (S€X) + Yos
(Condition;) + Yo, (Education;) + yos (Heathy) + ug

Byj = Y10 * Y11 (Condition;)

Next, we used the following model to examine changes in the
other outcome measures between pre- and posttest, including
social engagement, exercise control and self-efficacy, memory,
and dleep. Interactions were examined to determine whether the
change in outcomes differed between the conditions.

Level 1: Outcome Measure; = By + By (Time) + rj;

Level 20 By = Yoo + You (ADE) + Yoo (S€X) + Yos
(Condition;) + Yo, (Education;) + yos (Health)) + uy,

B1j = Y10 * Y11 (Condition;)

Finally, within-person relationships among daily steps, mood,
and energy levels were tested. The following models tested
whether daily steps were associated with same-day mood and
energy. Lagged analyses were used to determine whether steps
predicted next-day mood and energy, controlling for previous
day mood and energy. To parse out between-person and
within-person effects, the modelsincluded both weekly average
steps and daily deviation from average steps as predictors.
Exploratory analyses examined whether sex or age moderated
these effects. In instances when significant interactions with
sex were found, separate model s were run with men and women
to probetheinteraction. When significant age interactionswere
found, separate modelswere run by using a median split of age
in our sample (62 years).

Level 1: Daily Mood or Energy;; = By + By (Daily
Steps) + 1j;

Level 20 By = Yoo *+ You (ADE) + Yoo (S€X) + Yos
(Condition;) + Yo, (Education;) + yos (Health;) + yoe
(Average Steps) + Uy

Baj =Yo + Uy

Results

Participants

These analyses included adults aged =50 years (mean 61.87,
SD 7.82 years). Of the 87 participants, 61 (70%) were women,
75 (86%) were White (86%), 2 (2%) reported being Asian, 9
(10%) reported being Black or African American, and 1 (1%)
did not wish to report race. The participantswere well-educated,
with an average of 16.45 (SD 2.56) years of education. Health,
on average, was 69.25 (SD 17.40; as reported on the 36-item
Short-Form Health Survey genera health subscale, with a0-100
range). Of the 87 participants, 27 (31%) reported working full
time, 17 (20%) reported working part time, 34 (39%) were
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retired, 6 (7%) reported that they were self-employed, and 3
(3%) reported being a homemaker.

Correlations Among Primary Outcome Variables

Zero-order correlations were computed among all outcome
variables and covariates at pre- and posttest (Multimedia
Appendix 1, Table S1). The average number of steps taken
throughout the intervention was positively correlated with
exercise self-efficacy at posttest (r=0.33; P=.01). Average steps
were also significantly correlated with sleep duration (r=—0.29;
P=.03) and deep latency (r=0.27; P=.04). At pretest, average
mood was significantly correlated with age (r=0.26; P=.02),
health (r=0.29; P=.01), socia engagement (r=0.30; P=.007),
exercise control (r=0.32; P=.004), exercise self-efficacy (r=0.24;
P=.03), PSQI globa score (r=-0.41; P<.001), sleep latency
(r=—0.36; P=.001), and average energy (r=0.67; P<.001). At
posttest, average mood was significantly correlated with social
engagement (r=0.34; P=.008), PSQI global score (r=—0.27;
P=.04), and average energy (r=0.70; P<.001). At pretest, average
energy wassignificantly correlated with health (r=0.40; P<.001),
social engagement (r=0.30; P=.008), exercise control (r=0.36;
P=.001), exercise self-efficacy (r=0.23; P=.04), PSQI global
score (r=—0.42; P<.001), sleep latency (r=—0.26; P=.02), and
average mood (r=0.67; P<.001). At posttest, average energy
was significantly correlated with health (r=0.40; P=.002), socia
engagement (r=0.27; P=.04), exercise control (r=0.39; P=.003),
exercise sdf-efficacy (r=0.42; P=.01), PSQI globa score
(r=—0.33; P=.01), and average mood (r=0.70; P<.001).

App Use

The participants in both groups were able to use the Walk Now
feature; however, only the treatment group participants were
able to see their walking routes on a map and name and save
them. In the control condition, of the 39 participants, 28 (72%)
used the Walk Now feature, with an average of 2363 (SD 1616)
steps per walk. In the treatment condition, of the 42 participants,
24 (57%) used the Walk Now feature, with an average of 1939
(SD 791) steps per walk. An independent samplest test showed
that the group difference in average steps per walk was not
significant (tsp=1.17; P=.25). On the basis of the use of the Walk
Now feature, those in the control group took an average of 9
(SD 11) walks, whereas those in the intervention group took an
average of 11 (SD 24) walks over the course of the 1-month
study. An independent samplest test showed that there was no
significant group difference in the average number of walks
taken (t,g=—0.56; P=.58).

Of the participants in the treatment group, only 5 used the
schedule feature at least once; 1 participant used the schedule
feature 3 times, whereas the other 4 used it once. Only 4 of the
treatment group participants used the social feature to text
friends through the app; each of these participants used it once
during the 1-month intervention.

In terms of correlations between the covariates and app use,
those who were older used the Walk Now feature more often
(r=0.26; P=.02). Age was not significantly correlated with use
of the schedule or social features. Neither sex nor education
was significantly correlated with use of the Walk Now feature,
schedule, or social features.
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Weekly Steps
Table 1 shows the average daily steps by condition and week.

After controlling for age, sex, education, health, and condition,
we found that there was a significant main effect of time
(including the baseline week) in predicting weekly average steps
(y=0.24; P<.001; Table 2; Figure 3). Average daily steps were
significantly higher during the 4-week study than during the

Table 1. Descriptive statistics of baseline measures by condition (N=87)2

Bisson et al

baseline week. Analyses were rerun with the baseline week
excluded to determine whether average daily steps increased
over the course of the 4-week study. There was no significant
changein average steps over the 4 intervention weeks (y=-0.12;
P=.1; Table 2). Weekly step averages did not differ between
the control and intervention groups, nor were there any
significant timexcondition interactions.

Characteristics Control condition Treatment condition Combined
Values, n (%) Values, mean Values, n (%) Values, mean (SD)  Values, N Values, mean
(SD) (SD)
Age (years) 42 (48) 61.64 (7.67) 45 (52) 61.51 (8.05) 87 61.57 (7.82)
Sex 42 (48) 71b 45 (52) 690 87 20b
Education (years) 41 (48) 16.71 (2.21) 45 (52) 16.22 (2.85) 86 16.45 (2.56)
Hedlth 42 (48) 66.31(16.04)  45(52) 72.00 (18.32) 87 69.25 (17.40)
Baseline steps 34 (49) 4043.68 36 (51) 3411.67 (1631.32) 70 3718.64
(2872.70) (2323.34)
Week 1 steps 39 (49) 5530.37 41 (51) 5046.48 (2426.88) 80 5282.37
(2286.37) (2357.09)
Week 2 steps 38 (48) 5036.25 41 (52) 4958.95 (2913.55) 79 4996.13
(2231.26) (2606.02)
Week 3 steps 36 (51) 5667.82 34 (49) 4897.45(2813.94) 70 5293.64
(2408.19) (2622.80)
Week 4 steps 33(41) 5175.53 42 (52) 4570.65 (2425.45) 81 4800.66
(2501.43) (2328.22)
Average steps® 39 (48) 5082.83 42 (52) 4570.65 (2425.45) 81 4813.94
(2242.57) (2339.82)
Average mood® 39 (48) 6.85 (1.99) 42 (52) 6.56 (2.10) 81 6.71(2.06)
Average energy® 39 (48) 5.73(2.07) 42 (52) 5.80 (2.24) 81 5.76 (2.16)

3There were no significant differencesin age, sex, education, baseline steps, or health between the conditions at baseline.

bPercentage values.
CAverages across the 4-week intervention.
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Table 2. Unstandardized coefficients from multilevel weekxcondition interaction on daily steps (N=80)2.

Outcome Model 1°; steps with baseline Model 2 steps without baseline
B SE P value B SE P value

Intercept 513 261 .05 547 2.78 .05
Week .24 0.05 <.001 -12 0.07 A
Age (years) -.02 0.03 64 -01 0.04 77
Sex -1.13 0.52 .03 -1.16 0.55 .04
Condition -51 0.55 .35 -57 0.63 37
Education -03 0.10 72 -03 0.10 .75
Hedlth .03 0.01 .07 .03 0.01 .04
Days of app use .03 0.05 .52 .04 0.05 4
Weekxcondition interaction .02 0.07 .76 .02 0.10 .82

3Daily steps were rescaled by dividing the number of steps by 1000; therefore, the B value reflects change per 1000-step increase.

PModel 1: level 1 variance=4.44 (SD 2.11); level 2 variance=6.05 (SD 2.46). Akake information criterion=11319.5; Bayesian information
criterion=11383.1; log likelihood=—5648.8.

“Model 2: level 1 variance=4.98 (SD 2.23); level 2 variance=5.67 (SD 2.38). Akaikeinformation criterion=9038.6; Bayesian information criterion=9099.8;
log likelihood=—4508.3.

Figure 3. Weekly step averages by condition. The error bars refer to SE of the mean. There was a significant positive main effect of week; however,
timexcondition interactions were not significant.
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Group Differencesin Changes for Other Outcome
Variables

Table 3 details the pre- and post-intervention outcomes by
condition. After controlling for age, sex, education, and health,
we found that there were no changes in the PSQI global score,
sleep duration, or sleep latency between the pre- and posttests.
There was a significant main effect of time in predicting

Table 3. Descriptive statistics for pre- and posttest variables by condition?.
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cognitive performance (y=0.17; P=.02; Multimedia Appendix
1, Table S2). Cognitive performance increased between the pre-
and posttests. There were no significant main effects for time,
condition, or significant timexcondition interactions for other
outcomes, including sleep, social engagement, exercise control,
or exercise self-efficacy (Multimedia Appendix 1, Tables S2
and S3).

Pretest Posttest
Control (n=42), Treatment (n=45), Combined (N=87), Control (n=29), Treatment (n=29), Combined (N=58),
mean (SD) mean (SD) mean (SD) mean (SD) mean (SD) mean (SD)
PSQI b global score 5.71(3.78) 5.27 (4.14) 5.48 (3.96) 5.45 (3.69) 5.59 (4.44) 5.52 (4.05)
Sleep duration 6.69 (1.13) 6.87 (1.13) 6.78 (1.13) 6.59 (1.03) 7.03(1.21) 6.81 (1.13)
Sleep latency 18.08 (13.45) 24.47 (26.80) 21.39 (21.54) 19.35 (12.09) 26.37 (27.72) 22.86 (21.49)
Cognitive performance  0.05 (0.61) 0.02 (0.58) 0.03 (0.59) 0.18 (0.29) 0.18 (0.35) 0.18(0.32)
Social engagement 36.14 (7.65) 33.07 (10.86) 34.55 (9.52) 35.10 (8.62) 30.55 (12.15) 32.83 (10.69)
Exercise control 4.32 (0.51) 4.30 (0.57) 4.31(0.54) 4.22 (0.63) 3.98 (0.68) 4.10 (0.66)
Exercise self-efficacy ~ 2.57 (0.69) 2.82(0.81) 2.70(0.76) 2.40 (0.85) 2.54(0.97) 2.47 (0.90)

#There were no significant differences between the conditions for any of these variables: Pittsourgh Sleep Quality Index, cognitive performance (Brief
Test of Adult Cognition by Telephone cognitive composite), and social engagement (Lubben Social Network Scale).

bPSQI: Pittsburgh Sleep Quality Index.

Daily Affect

Overview

The relationships among steps, mood, and energy were
examined next. Astherewere no condition differencesin weekly
steps and no significant timexcondition interactions for any of
the pre- and post-intervention outcomes, timexcondition
interactions were not estimated for subsequent analyses.
Condition was, however, included as a covariate.
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Mood

After accounting for covariates, on the days when the
participants took more steps than they did on average, they
reported better mood (y=0.06; P<.001; Table 4). There was a
significant interaction between daily steps and sex (y=0.08;
P=.01; Table 4). Therelationship between daily steps and mood
was significant for women (y=0.09; P<.001) but not for men
(y=0.009; P=.63; Figure 4). There was aso a significant
interaction between daily steps and age (y=0.005; P=.02; Table
4). Therelationship between daily stepsand energy was stronger
for adults aged =62 years (y=0.08; P<.001) than it wasfor those
aged <62 years (y=0.04; P=.05; Figure 5).
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Table 4. Unstandardized coefficients from multilevel effects of daily steps on same-day mood (N=79)2

Outcome Model 1°: mood Model 2% mood Model 3% mood
B SE P value B SE Pvaue B SE P value

Intercept 3.18 1.90 .01 3.22 1.90 .09 3.22 1.90 .09
Dally steps .06 0.02 <.001 -.07 0.05 19 -23 0.12 .06
Age (years) 04 002 .13 04 002 .13 04 0.02 14
Sex -47 0.40 .25 -50 0.40 22 —47 0.40 .25
Condition -50 0.37 .18 -49 0.37 A9 —-49 0.37 A8
Education .05 0.07 49 .05 0.07 49 .05 0.07 49
Hedlth .03 0.01 .02 .03 0.01 .02 .03 0.01 .02
Average steps -.09 0.08 .29 -.09 0.08 .28 -.09 0.08 .29
Daily stepsxsex _e — — .08 0.03 .01 _e — —
Daily stepsxage _e — — _e — — .005 0.002 .02

@Daily steps were rescaled by dividing the number of steps by 1000; therefore, the B value reflects change in mood per 1000-step increase.

PModel 1: level 1 variance=2.38 (SD 1.54); level 2 variance=1.60 (SD 1.27). Akaikeinformation criterion=4981.2; Bayesian information criterion=5033.8;
log likelihood=—2480.6.

“Model 2: level 1 variance=2.38 (SD 1.54); level 2 variance=1.60 (SD 1.26). Akaikeinformation criterion=4976.8; Bayesian information criterion=5034.7;
log likelihood=—2477.4.

dModel 3: level 1 variance=2.39 (SD 1.55); level 2 variance=1.60 (SD 1.26). Akaikeinformation criterion=4977.7; Bayesian information criterion=5035.5;
log likelihood=—2477.8.

€0utcome was not included in the model.

Figure 4. Within-person relationships between daily steps and mood by sex. A score of 0 denotes within-person average daily steps. Shaded areas

represent 95% Cls.
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Figure 5. Within-person relationships between daily steps and mood by age group. A score of 0 denotes within-person average daily steps. Shaded

areas represent 95% Cls.
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Energy

After adjusting for covariates, on the days the participants took
more steps than average, they reported having more energy
(y=0.11; P<.001; Table 5). There was a significant interaction
between daily steps and sex (y=0.15; P<.001). Therelationship
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between daily steps and energy was significant for women
(y=0.16; P<.001) but not for men (y=0.009; P=.68; Figure 6).
Therewas a so asignificant interaction between daily stepsand
age (y=0.005; P=.01). Therelationship between daily stepsand
energy was stronger for adults aged =62 years (y=0.16; P<.001)
than it was for those aged <62 years (y=0.05; P=.02; Figure 7).
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Table 5. Unstandardized coefficients from multilevel effects of daily steps on same-day energy (N=79)2.
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Outcome Model 1°: energy Mode 2% energy Model 3% energy

B SE P value B SE P value B SE P value
Intercept 2.93 171 A 3.02 171 .08 2.99 171 .08
Daily steps A1 0.02 <.001 -14 0.06 .02 -25 0.14 .07
Age (years) -.002 0.02 94 —-0009 0.2 97 -.003 0.02 9
Sex —-.62 0.36 .09 —-.67 0.36 .07 —-.62 0.36 A
Condition -13 0.33 7 =11 0.33 .73 -12 0.33 71
Education .09 0.06 5 .09 0.06 .16 .09 0.06 15
Hedlth .04 0.01 <.001 .04 0.01 <.001 .04 0.01 <.001
Average steps -01 0.07 .88 -01 0.07 .84 -01 0.07 .89
Daily stepsxsex _e — — 15 0.04 <.001 _e — —
Daily stepsxage _e — — _e — — .006 0.002 .01

@Daily steps were rescaled by dividing the number of steps by 1000; therefore, the B value reflects change in energy per 1000-step increase.
PModel 1: level 1 variance=1.88 (SD 1.37); level 2 variance=2.06 (SD 1.44). Akaikeinformation criterion=5303.3; Bayesian information criterion=5355.8;

log likelihood=—2641.6.

“Model 2: level 1 variance=1.87 (SD 1.37); level 2 variance=2.04 (SD 1.43). Akaikeinformation criterion=5286.9; Bayesian information criterion=5344.7;

log likelihood=—2638.4.

dModel 3: level 1 variance=1.88 (SD 1.37); level 2 variance=2.05 (SD 1.43). Akaikeinformation criterion=5298.7; Bayesian information criterion=5356.6;

log likelihood=—2638.4.
€0Outcome was not included in the model.

Figure 6. Within-person relationships between daily steps and energy by sex. A score of 0 denotes within-person average daily steps. Shaded areas

represent 95% Cls.
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Figure 7. Within-person relationships between daily steps and energy by age. A score of 0 denotes within-person average daily steps. Shaded areas

represent 95% Cls.
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Lagged Analyses

The effects of steps on next-day mood and energy were also
tested. In these analyses, prior-day mood or energy was
controlled to determine whether prior-day steps predicted the
participants’ mood and energy on the following day above and
beyond how they felt on the previous day. After controlling for
age, sex, condition, education, health, prior-day mood, and
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RenderX
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average monthly steps, we found that prior-day steps
significantly predicted next-day mood (y=0.04; P=.01; Table
6). There was also a significant interaction between prior-day
steps and sex (y=0.08; P=.02). Thisrelationship was significant
for women (y=0.06; P=.002) but not for men (y=—0.007; P=.70).
There was no significant interaction between prior-day steps
and age in predicting next-day mood, unlike our findings in
same-day relationships.
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Table 6. Unstandardized coefficients from multilevel effects of daily steps on lagged (next-day) mood (N=75)2

Outcome Model 1°: next-day mood Model 2°: next-day mood Model 3% next-day mood
B SE Pvaue B SE Pvaue fB SE P value

Intercept 1.89 1.42 A9 1.99 143 A7 1.90 142 A9
Prior-day steps .04 0.02 .01 -.08 0.06 14 —.005 0.01 .97
Prior-day mood .30 0.03 <.001 .30 0.03 <.001 .30 0.03 <.001
Age (years) .04 002 .05 .04 0.02 .05 .04 0.02 .06
Sex -42 0.30 A7 —-44 0.30 A5 -42 0.30 A7
Condition —44 0.27 A1 —44 0.28 12 —44 0.28 A1
Education .03 0.05 .58 .03 0.05 .61 .03 0.05 .58
Health .02 0.01 .04 .02 0.01 .04 .02 0.01 .04
Average steps —-.05 0.06 .38 —-.06 0.06 37 -.05 0.06 .38
Prior-day stepsxsex _e — — .08 0.03 .02 _e — —
Prior-day stepsxage _e — — _e — — .0007 0.002 71

3Daily steps were rescaled by dividing the number of steps by 1000; therefore, the B val ue reflects change in mood per 1000-step increase.

bModel 1: level 1 variance=1.20 (SD 1.10); level 2 variance=1.48 (SD 1.22). Akaikeinformation criterion=4042.8; Bayesian information criterion=4098.7;
log likelihood=—2010.4.

“Model 2: level 1 variance=1.22 (SD 1.10); level 2 variance=1.47 (SD 1.21). Akaikeinformation criterion=4039.5; Bayesian information criterion=4100.4;
log likelihood=—2007.7.

dModel 3: level 1 variance=1.20 (SD 1.10); level 2 variance=1.48 (SD 1.22). Akaike information criterion=4044.7; Bayesian information criterion=4105.6;
log likelihood=—2010.3.

€0outcome was not included in the model.

Prior-day steps did not predict next-day energy, nor was there  aternative directional relationships were aso tested, but
a significant prior-day stepsxsex or prior-day stepsxage prior-day mood and energy did not significantly predict next-day
interactions in predicting next-day energy (Table 7). The steps.

https://mhealth.jmir.org/2021/12/e27208 JMIR Mhealth Uhealth 2021 | vol. 9| iss. 12 [€27208 | p.119
(page number not for citation purposes)

RenderX


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

JMIR MHEALTH AND UHEALTH

Bisson et al

Table 7. Unstandardized coefficients from multilevel effects of daily steps on lagged (next-day) energy (N=75)2

Outcome Model 1°; next-day energy Model 2% next-day energy Model 3% next-day energy
B SE Pvaue B SE Pvaue B SE P value

Intercept 201 1.40 .16 1.99 1.40 .16 2.03 1.40 A5
Prior-day steps .01 0.02 75 .03 0.07 71 =11 0.15 48
Prior-day energy -24 0.03 <.001 24 0.03 <.001 24 0.03 <.001
Age (years) -.001 0.02 93 -.002 0.02 93 -.002 0.02 92
Sex —47 0.30 12 —.46 0.30 12 -47 0.30 A2
Condition -16 0.27 .55 -17 0.27 54 -.16 0.27 .55
Education .07 0.05 15 .07 0.05 15 .07 0.05 A5
Health .03 0.01 <.001 .03 0.01 <.001 .03 0.01 <.001
Average steps .01 0.06 81 .01 0.06 .80 .02 0.06 .80
Prior-day stepsxsex _e — — -01 0.04 .76 _e — —
Prior-day stepsxage _e — — _e — — .002 0.002 45

3Daily steps were rescaled by dividing the number of steps by 1000; therefore, the B value reflects change in energy per 1000-step increase.
BModel 1: level 1 variance=1.11 (SD 1.06); level 2 variance=2.03 (SD 1.43). Akaikeinformation criterion=4394.8; Bayesian information criterion=4450.7;

log likelihood=—2186.4.

“Model 2: level 1 variance=1.11 (SD 1.05); level 2 variance=2.03 (SD 1.43). Akaikeinformation criterion=4396.8; Bayesian information criterion=4457.7;

log likelihood=—2186.4.

IModel 3: level 1 variance=1.12 (SD 1.06); level 2 variance=2.03 (SD 1.43). Akaike information criterion=4396.3; Bayesian information criterion=4457.2;

log likelihood=—2186.1.
€0outcome was not included in the model.

Discussion

Principal Findings

This study was a pilot randomized controlled trial, which
examined the effectiveness of StepMATE, a newly developed
iPhone app aimed at increasing daily steps in a sample of
middle-aged and older adults. The app included behavioral
supports, including goal-setting and feedback, action planning,
and social supportsto encourage changesin behavior. Average
daily steps were significantly higher during the 4-week
intervention than during the baseline week, and these increases
were maintained over the course of the study. The increase in
steps, however, did not differ between the 2 groups.

Contrary to the hypotheses, there were no differencesin physical
activity outcomes between the control condition participants
with the basic pedometer-like version of the StepMATE app
and the treatment condition participants who had access to the
app’s full behavioral strategies. This is likely because the
participants in both conditions used the features to a similar
extent. Despite having a different version of the app, the
treatment condition participants rarely used the additional
features available to them. It is possible that the extra supports
were not needed or that the participants may have considered
the extra features difficult or too time-consuming to use.

It is also possible that self-monitoring and goal-setting are
enough to encourage increasesin daily walking, as other studies
have shown [5,6]. The qualitative feedback from the participants
echoes this notion:

https:.//mhealth.jmir.org/2021/12/27208

RenderX

| lovewhen | look at my steps for the day and see that
| get close or exceed my daily step goals! | am a
person who needs to exercise more, and this app
reminds me to keep it moving!

Kept track of steps, spot on. Mood questions made
me aware of steps, | am checking steps more often
and more aware of reaching my goal.

Theseresultsare consistent with prior findingsthat goal -setting
is among the most successful behavior change techniques for
increasing physical activity [5]. Yet, there was only an initial
increasein steps, with no further incremental change throughout
the intervention period.

Although there was asignificant increasein cognition from pre-
to posttest, there were no significant changesfor any of the other
outcomes, including social engagement, exercise control, or
exercise self-efficacy. Although this is consistent with other
findings that exercise is associated with improvements in
cognition [38,39], theincrease in cognitive performance between
pre- and posttest could be dueto retest effects. The sameversion
of the test was administered on both occasions. We a so tested
whether a change in steps between baseline and the end of the
intervention was correlated with cognitive performance; no
significant correlations emerged.

Contrary to the hypotheses, there were no significant
improvements in sleep. The PSQI global score at pretest
indicated that the participants in general were good sleepers,
with an average sleep duration of just under 7 hoursand average
sleep latencies under 20 minutes. It is possible that a ceiling
effect could explain the lack of changein sleep over the 4-week
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study. To determine whether sleep improved for those with
poorer sleep at baseline, post hoc analyseswere conducted with
a median split of PSQI global scores. There were no changes
from pre- to posttest for either good sleepers (PSQI global score
of 4 or lower) or those with scores higher than 4. It is aso
possiblethat because our pilot study only lasted 4 weeks, it was
not long enough to elicit changes in our outcome measures.
Future work should assess physical activity and subsequent
changes in outcomes over longer time periods, with longer
baseline and follow-up periods. This would allow researchers
to assess whether changes in physical activity are maintained
even after the novelty of a behavior change intervention has
worn off.

Although the differences between the conditions were not
significant, there was within-person variability over time across
the 2 conditions. The within-person hypotheses of daily steps
predicting mood and energy were supported and add to prior
literature on exercise and affect by suggesting that, similar to
findings with more intensive or structured exercise, waking
can aso elicit mood and energy benefits [18,19]. Although
others have shown that the effects of exercise on mood are
similar across adulthood [ 15,40], our findings suggest that there
are somedifferencesby age. Furthermore, we provide additional
support for prior findings that women seem to experience greater
mood and energy benefits of exercisethan men[20]. Prior work
suggests that women may be more aware of internal states than
men; therefore, it is possible that women are more sensitive to
changes in mood or energy [41]. In our sample, variations in
self-reported mood and energy were higher in women than in
men. It is encouraging that these results show that even a
low-impact activity such as daily walking can be associated
with improvements in self-reported mood and energy, at least
for women. It is also promising because those who get more
enjoyment out of being active are morelikely to continue being
active [42]. Walking is an easily accessible form of daily
activity, and daily steps are a metric that most American adults
can track daily with a smartphone or pedometer.

Limitations

This study includes some limitations that are worthy of
consideration. The app was only available to users of iPhones
with step-tracking capabilities; therefore, there may have been
selection biasin only recruiting userswho have arelatively new
iPhone. The generalizability of the study is aso limited by a
relatively small sample consisting of mostly White,
well-educated adults. According to the Pew Research Center,
White individuals and those with higher education and higher
household income are more likely to be smartphone owners
[43]. Of smartphone owners, iPhone owners in particular are
more likely to be White, with higher education and income [44].
Although we do have data on whether the participants were
working full time or part time or retired, future work could
address whether those in certain professions are more or less
likely to engage in physica activity. This could aid in the
development of targeted interventions for groups that are most
inactive. Another limitation is that we did not assess whether
the participants were using fitness technology or apps before
enrolling in our study. We specifically recruited individuals
who believed that they needed to increasetheir physical activity;
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therefore, it is likely that even if the participants used these
devices in the past, they were not successful in changing
long-term behaviors.

Asthis study was conducted on arolling basis over the course
of ayear a different locations, it is possible that seasonal or
geographical factors may have played a role in the findings.
The validity of the baseline week steps is also unclear. It is
possible that the participants' steps during the week before the
intervention may not be representative of their typica daily
walking. During the 4-week intervention, the participants were
given a pouch for their phone and were specifically asked to
carry their phone with them during the day. They were not
explicitly instructed to do so before the intervention began. Of
the 87 participants, 11 (13%) did not have step-tracking enabled
on their iPhone before the study; therefore, they did not have
any baseline data. These participants were still included in all
analyses because they had step data during the intervention.
Post hoc sensitivity analyses revealed that the results did not
change if these participants were excluded.

Future studies should aim to collect baseline data for longer
periodsto abtain amore accurate estimate of normative physical
activity levels before an intervention. The study itself was short;
1 month may not belong enough to observe changesin physical
activity. Future work could examine whether thereisathreshold
of intervention duration that must be met to observe physical
activity increases. Follow-up assessments after theinterventions
are completed would also enable examination of long-term
benefits and maintenance of any effects.

Measuring physical activity with asmartphone poses|limitations.
First, the accuracy of measurement may be a limitation.
Although some studies and meta-analyses suggest that
smartphones—and iPhonesin particular—provide accurate and
valid measures, especially in terms of differentiating walking
from sedentary behaviors [45,46], others suggest that iPhones
may be prone to underestimating steps [47]. There could also
be accuracy differences based on the iPhone model. The
participants may have forgotten to carry their phoneswith them
at different points through the day. It is possible that the
participants could have given their phones to othersto increase
their step counts. The qualitative feedback from the participants
suggeststhat most of them kept their phones on their person for
most of the day. Asthe participants kept their phoneswith them
throughout the day, many of the steps may not have been taken
with the intention of walking for exercise. The goa was to
capture a full picture of daily activity in our study because
walking is an exercise modality that can easily be incorporated
into one's regular routine throughout the day. Thus, we did not
differentiate whether the steps were taken for exercise.

The intervention was personalized by allowing the participants
to use the app at their convenience and to set and change their
walking goals as often as desired. This was designed to mirror
what would happen if an individual independently downloaded
anew walking app and used it on their own. It is possible that
the participants did not use the features of the app because they
were not specifically asked to do so. In contrast, in another study
that used similar behavioral features[13], the participants were
reminded daily to use the calendars and maps and to set goals.
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In this study, the participants also may not have set their step
goas high enough to challenge themselves or encourage
increasesin walking. Future studies should continue to examine
which behavioral supports are most successful in increasing
physical activity in older adult populations and find best
practices for incorporating these supports into successful
physical activity interventions.

Finaly, the participants could have encountered some
difficulties in using the app and might have preferred a
lower-tech intervention for increasing steps. Future work should
compare how different age groups can be motivated to increase
their activity, especially by making technology more
user-friendly and age appropriate. Technology hasthe potential
to assess multiple outcomes (eg, health dataand EMAS) in real
time, such as through a smartphone, a device that most adults
already carry around with them daily [48].

Conclusions

This study tested whether a new walking app, StepMATE,
increased daily walking in a sample of inactive older adults.
Weekly step averages were significantly higher during the
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Abstract

Background: Approach bias modification (ApBM), a computerized cognitive intervention that trains people to “avoid”
alcohol-related images and “ approach” nonal cohol images, reducesthelikelihood of rel apse when administered during residential
alcohol treatment. However, most individuals experiencing alcohol problems do not require, do not seek, or have difficulty
accessing residential treatment. Smartphone-delivered ApBM could offer an easily accessible intervention to reduce alcohol
consumption that can be personalized (eg, allowing selection of personally relevant alcohol and positive nonalcohal training
images) and gamified to optimize engagement.

Objective:  We examined the feasibility, acceptability, and preliminary effectiveness of “SWIPE,” a gamified, personalized
alcohol ApBM smartphone app, and explored alcohol consumption and craving outcomesin people drinking at hazardous levels
or above (Alcohol Use Disorders Identification Test [AUDIT] score =8) who wanted to reduce their alcohol use.

Methods: In this open-label trial, frequency and quantity of acohol consumption, alcohol dependence severity, and craving
were measured prior to participants downloading SWiPE. Participants (n=1309) were instructed to complete at least 2 sessions
per week for 4 weeks. Recruitment and completion rates were indicators of feasibility. Functionality, aesthetics, and quality
ratings were indicators of acceptability. Participants were prompted to report frequency and quantity of alcohol consumption
weekly during training and 1 month after training. They completed measures of craving and dependence after 4 weeks of training.
Results.  We recruited 1309 participants (mean age 47.0, SD 10.0 years; 758/1309, 57.9% female; mean AUDIT score 21.8,
SD 6.5) over 6 months. Participants completed a median of 5 sessions (IQR 2-9); 31.2% (409/1309) completed >8 sessions; and
34.8% (455/1309) completed the posttraining survey. Mean Mobile Application Rating Scale scores indicated good acceptability
for functionality and aesthetics and fair acceptability for subjective quality. Among those who completed the posttraining
assessment, mean past-week drinking days reduced from 5.1 (SD 2.0) pre-training to 4.2 (SD 2.3) in week 4 (t,5,=7.87; P<.001),
and mean past-week standard drinksreduced from 32.8 (SD 22.1) to 24.7 (SD 20.1; t45,=8.58; P<.001). Mean Craving Experience
Questionnaire frequency scores reduced from 4.5 (SD 2.0) to 2.8 (SD 1.8; t,35=19.39; P<.001). Severity of Dependence scores
reduced from 7.7 (SD 3.0) t0 6.0 (SD 3.2; t435=12.44; P<.001). For the 19.4% (254/1309) of participantswho completed a1-month
follow-up, mean past-week drinking daysand standard drinkswere 3.9 (SD 2.5) and 23.9 (SD 20.7), respectively, both significantly
lower than at baseline (P<.001).
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Conclusions: The findings suggest SWiPE is feasible and acceptable and may be effective at reducing alcohol consumption
and craving in a predominantly nontreatment-seeking sample of adult Australians drinking at hazardous levels. SWiPE’ s efficacy,
relativeto acontrol condition, now needs establishing in arandomized controlled trial. Smartphone-delivered personalized ApBM

could be a highly scalable, widely accessible support tool for reducing alcohol use.

Trial  Registration: Australian  New

Zealand

Clinical Trials Registry  ACTRN12620000638932;

https.//www.anzctr.org.au/Trial /Regi stration/Trial Review.aspx PACTRN=12620000638932p

International Registered Report Identifier (IRRID):

RR2-10.2196/21278

(JMIR Mhealth Uhealth 2021;9(12):€31353) doi:10.2196/31353

KEYWORDS

alcohol; hazardous a cohol use; alcohol use disorder; approach bias modification; cognitive bias modification; smartphone app;

ehealth; mobile phone app; mhealth; digital health

Introduction

Alcohol remains the most widely used drug globally [1,2] and
is a leading cause of injury, chronic disease, and mortality
(contributing to 3 million deaths per year), accounting for 5.1%
of the global burden of disease [3]. In 2019, 16.8% of
Australians aged over 14 years reported drinking above the
recommended national guidelines of 14 standard drinks per
week, while 25% drank more than the recommended 4 standard
drinks in 1 day at least monthly [4]. Unsurprisingly, acohol
remains a drug of concern for almost 50% of al treatment
contacts in Australia’s publicly funded addiction treatment
services [5], athough recent modelling suggests this system
likely only meets 27% to 56% of the potential demand for
treatment [6]. Barriers to seeking alcohol treatment include
limited treatment availability, limited time, poor knowledge of
treatment options, fear of stigma, geographical distance, privacy
concerns, or abelief that theindividual can addresstheir alcohol
problems without professional help [7].

With approximately 90% of Australians now owning a
smartphone [8], development of app interventions offers the
potential to overcome many of these barriers. Although hundreds
of apps claim to help people reduce alcohol use, very few have
been evaluated. A systematic review of studies completed by
the end of 2019 identified only 12 trials of alcohol reduction
apps designed for adults [9]. Only 5 of these studies were
randomized controlled trials (RCTs), of which only 2
demonstrated efficacy. The clarity of these findings is limited
because of the disparate interventions used by different apps
(including normative feedback, self-monitoring,
psychoeducation, action planning, goal setting, problem-solving
skills, and identifying or managing triggers and cravings) that
target various mechanisms, although broadly speaking, most of
them aimed to strengthen “reflective” cognitive processes used
to control behavior.

According to the “incentive-sensitization” model [10], repeated
use of addictive drugs sensitizes the neural reward system,
strengthening the attention-grabbing and motivational properties
of acohol and its associated cues [11] (such as physical and
socia contexts, sights, sounds, scents), leading to “ attentional
bias’ [12] toward these cues and cue-induced craving [13]. This
also leadsto the devel opment of “approach bias’ (the automatic,
impulsive action tendency to approach alcohol-related cues)

https://mhealth.jmir.org/2021/12/€31353

[12]. Craving [14,15], approach bias [16], and attention bias
[17] have all been found to predict heavy a cohol use or relapse.
Since alcohol-related cues are ubiquitous and nearly impossible
to avoid, in Australia (like many other countries), the craving
and cognitive bias that can be elicited by these cues pose a
serious challenge for people seeking to reduce or cease their
drinking.

Alcohol approach bias can be reduced, or even reversed, through
a form of computerized “brain training” known as approach
bias modification (ApBM) [18-21]. In ApBM, individuals are
repeatedly presented with alcohol-rel ated images, to which they
must make an “avoidance” movement (eg, “pushing away”
images using a joystick), and nonalcohol-related images, to
which they must make an “approach movement” (eg, “pulling”
the image toward oneself using a joystick). This trains
individuals to automatically “avoid” acohol-related cues.
Several RCTs have shown that, when delivered as an adjunctive
intervention during residential treatment for acohol use
disorders (AUD), 4 to 12 sessions of ApBM (typically lasting
10-15 minutes per session) can reduce likelihood of
posttreatment relapse [18-20,22,23].

Although residential treatment settingsare appropriatefor people
with severe AUD [24], there is a much larger population of
people with less severe alcohol use problems that adversely
impact health and quality of life[25,26] who want to reduce or
cease drinking. Smartphone-delivered ApBM may be
particularly advantageous for this broader population. Using a
smartphone, people could complete ApBM training sessions at
times and in places that are most convenient for them (eg, at
timesor in situations where they are vulnerable to experiencing
heightened craving). Generalization of training effects may be
enhanced by completing ApBM in naturalistic environments
rather than in clinical settings.

Thus far, we are aware of only 2 previous studies examining
ApBM smartphone apps. In the United Kingdom, Crane et a
[27] tested apps containing various combinations of 5 different
modules (including an ApBM module) among people drinking
at hazardous levels. Despite initialy reporting that combining
ApBM with normative feedback reduced participants weekly
alcohol consumption [27], they later reported alack of evidence
for efficacy after re-analyzing outcomes with a larger sample
[28]. Inthe Netherlands, Laurenset a [29] tested an ApBM app
with people who were concerned about, or wished to reduce,
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their drinking. Over a 3-week training period, weekly alcohol
consumption declined by amean of 7.2 standard drinks, relative
to pretraining [29]. Participant feedback was generally positive,
though participants noted the monotony and repetitiveness of
the ApBM training, suggesting that game-like features could
make it more engaging. Participants also noted the lack of
personalization (participants were al trained using the same
standardized set of beverage images and participants).

In our research on treatment seekers for AUD [19,22,30], we
have observed that participants tend to drink alimited range of
beverages. Thus, use of a standard image set of beverages for
al participants reduces the relevance of the training to
individuals (eg, being repeatedly trained to avoid images of
beer may havelittleimpact for someone who only drinkswineg).
Since approach biasisthe product of associative learning [31],
it is likely to be specific to stimuli resembling the drinks
frequently consumed by an individual. Designing ApBM tasks
where individuals can use their own “personalized” imagesis
therefore likely to be more engaging and more “potent” at
reducing approach bias. Personalization can be easily
implemented in smartphones by allowing participants to
incorporate their own photos of the beverages they most wish
to “avoid.”

Itisnot only the*avoidance” stimuli that could be personalized.
In amost al acohol ApBM research to date
[18-20,22,23,27,29,30], participants have been systematically
trained to approach nonalcoholic beverages. However, these
images are likely to be monotonous and of relatively little
personal relevance to patients [29]. Recently, we have begun
exploring the use of images representing positive, personal goals
or personally preferred healthy sources of pleasure (eg, images
symbolizing friends, family, social connection, pets, exercise,
financial gain) as “approach” stimuli in ApBM training for
substance use disorders [32,33]. This responds to
recommendations that these should align with patients' goals
for behavioral change or offer alternative strategies to manage
cravings [34-37]. In this way, personalized ApBM can
simultaneously be used to weaken motivations to drink and
reinforce positive goals, which may further increase its overall
therapeutic benefit. In asmartphone app, people could usetheir
own photographs of friends, family, or hobbies as approach
stimuli, making the positive “ approach” stimuli highly tailored
to the individual’s motives for reducing their alcohol use.
Including gamified aspects in the task may also improve
engagement even further, enhancing completion rates and
thereby further enhancing efficacy.

Drawing on the aforementioned body of research, we recently
developed “SWIPE,” anovel, world-first, personalized al cohol
ApBM app. We aimed to test its feasibility, acceptability, and
preliminary effectiveness in an open-label, single-group pilot
study in people reporting hazardous alcohol use (ie, a score of
8 or more on the Alcohol Use Disorders Identification Test
[AUDIT], acommonly used AUD screening tool [38]) recruited
from the general community. In addition, we collected data
regarding drinking, alcohol craving, and alcohol dependence
severity outcomes following training, to inform the design of a
future RCT of this app. As previously stated in the published
protocol [33], we hypothesized that:

https://mhealth.jmir.org/2021/12/€31353
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=

We would recruit at least 500 participants within 6 months

of launching the app and that at least 60% of participants

would complete 8 sessions of ABM, supporting its
feasibility.

2. Mean ratings of SWIiPE would be greater than 3 on the
“functionality,” “aesthetics,” and “app subjective quality”
subscales of the user version of the Mobile Acceptability
Rating Scale (UMARS) [39], demonstrating adequate
acceptability.

3. Therewould be statistically significant decreasesin number
of standard drinks per week, number of days on which
alcohol was used in the past 7 days, alcohol craving, and
Severity of Dependence Scale (SDS) [40] scores at the end
of the 4-week intervention, relative to pretraining scores,
suggesting its potential effectiveness.

4. There would be “dose-response’ relationships, whereby

the degree of reduction between the pretraining and 4-week

assessments in measures of acohol consumption, craving,
and dependence severity will be related to the number of

ApBM sessions completed over this period (ie, more

sessions will be associated with larger reductions),

consistent with positive changes being related to
engagement with ApBM training.

We also explored participants' reaction time (RT) and error rate
datafrom their ApBM sessionsto inform further refinement of
the technical parameters of the app.

Methods

Design

Thiswasasingle-group, open-label, feasibility study. Analyses
of drinking, craving, and dependence severity used a repeated
measures design.

Participants

Participants were recruited from across Australia using
advertisements on Facebook that directed them to a screening
guestionnaire hosted on Qualtrics. In addition, online and radio
promotions referred participants to a website that contained a
brief lay description of ApBM and a link to the screening
guestionnaire. Participants were required to be aged >18 years,
have an AUDIT score of at least 8, own arecently updated (ie,
within the past year) Android or Apple iOS smartphone with
an Australian phone number, and express a desire to reduce or
cease their drinking.

M easures

Demographic I nformation

Participants entered their age, gender, and postcode of residence
in an online survey hosted on Qualtrics.

Alcohol Problem Severity

The AUDIT wasincluded in the baseline survey to measure the
severity of alcohol use and related problems during the past
year [38]. The SDS was used to measure severity of
psychological dependencein the past month [41], with wording
dightly modified to enhance its relevance to alcohol, as
recommended by Gossop et al [40].
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Alcohol Craving

The frequency scale of the Craving Experience Questionnaire
(CEQ-F) [42] was used to measure past-week frequency of
alcohal cravings. The CEQ-Fisa10-item scale, with each item
rated on ascale of 0to 10. The scale can further be broken down
into 3 subscales: “intensity,” “imagery,” and “intrusiveness.”
In addition to the CEQ-F, we aso utilized a single-item visual
analogue scale (VAS) to measure current intensity of alcohol
craving immediately before and after each ABM session.
Participants were asked “ How strongly are you craving a cohol
right now?” with alinedisplayed below the question and adlider
that they could place between ends anchored with the words
“not at al” on the left end and “extremely” on the right.
Participants’ placement of the dider was converted to anumber
ranging from 0 to 100.

Alcohol Consumption

At baseline, participants were asked to estimate the number of
days on which they consumed alcohol in the past 28 days. In
addition, they were asked to use a calendar chart to enter the
number of standard drinks consumed on each of the past 7 days,
to allow calculation of the total amount of alcohol consumed,
and number of days on which any alcohol was consumed in the
past week. To maximize accuracy of self-report, an infographic
showing how much wine, beer, or spirits corresponds to 1
standard drink (which, in Australia, is defined as 10 g or 12.7
mL of pure alcohol) was displayed with the calendar chart, and
thisinfographic contained alink to the Australian Government’s
Department of Health standard drinks guide [43]. This 7-day
drinking assessment was repeated at weekly intervals over the
course of the intervention to gather complete drinking data for
each week of the 4-week intervention period. At 28 days after
the end of the 4-week intervention period, participants were
again asked to complete the alcohol consumption calendar chart,
estimating the number of days on which they consumed al cohol
inthe past 28 days and the number of standard drinks consumed
on each day in the past week.

App Acceptability

At the end of the 4-week intervention, participants completed
the “functionality,” “aesthetics,” and "app subjective quality”
subscales of the UMARS [39]. Individual items of the UMARS
range from 1 to 5, with 1 corresponding to very negative, 3
corresponding to neutral/indifferent, and 5 corresponding to
very positive assessments, and scores for each subscale are
calculated from the mean of individual item scores.

https://mhealth.jmir.org/2021/12/€31353
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Intervention

Prior to commencing the intervention, participants were
prompted to select 6 acohol-related images that represent the
drinks they most frequently consume. Participants could either
take photographs using their phone or select images from a
library of 72 a cohol-related images chosen to represent a broad
range of alcoholic beverages and brands commonly consumed
in Australia. Participants were then prompted to “choose 6
images that represent your goals and motivations for reducing
drinking. These could be images of family, friends, pets,
hobbies, etc. but must not contain alcoholic beverages.” Again,
participants could either use photographs from their phone or
select images from alibrary of 72 images representing arange
of hedlthy activities, positive goals, and sources of pleasure
(including family or friends enjoying time together; financial
success;, employment; exercise, sports, and recreational
activities; healthy foods; pets; travel and holidays), which did
not contain any depiction of alcohol. Images included in the
alcohol and positiveimage librarieswere selected in consultation
with afocus group of peoplewith lived experience of treatment
for alcohol use problems (seethe protocol [33] for further details
of consumer input into the development of the app). It should
be noted that if participants used their own photographs, these
images were not uploaded to a SWiPE server. To maintain their
privacy, images were stored only on the participant’s phone,
and the SWIPE app only used these files locally while the
participant was completing atraining session.

After selecting their 12 images, participants were presented with
instructions for the ApBM task. Images were displayed with a
white “frame” around them, which was in either landscape or
portrait orientation. When the frame was in landscape
orientation, the participant was required to swipe downward
(ie, toward themself), which caused the image to expand as if
the participant had “pulled” theimage“toward” themself. When
the frame was in portrait orientation, the participant was
instructed to swipe upward (ie, away from themself), which
caused the image to shrink until it disappeared as if they had
“pushed” it “away.” If the participant swiped in the wrong
direction, ared “X” was displayed to inform them that they
made an error. Additional technical details regarding image
display (including image size, swipe movement criterion, rate
of image size change after a swipe response, and interstimulus
interval) are reported in the Australian New Zealand Clinical
Trials Registry [44]. See Figure 1 for an example of the app’s
display during the ApBM task.
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Figure 1. Example of the approach bias modification (ApBM) training task, with approach (left) and avoid (right) stimuli pictured. The user’s score
is displayed above each image, and their progress through the ApBM task is displayed in the bar along the bottom of each display.

" amaysim W 34 pm 5%

Following thedisplay of theinstructions, participants compl eted
10 practice trids (including 5 images in portrait frames and 5
images in landscape frames, in random order) to familiarize
them with the task before commencing the first session of
ApBM. Each session consisted of 156 trials, comprised of 13
presentations of each image. For each acohol image, 12 of the
13 presentations were framed in portrait orientation, and 1
presentation was framed in landscape orientation. This was
reversed for positiveimages, whereby 12 of the 13 presentations
of each positive image were framed in landscape orientation,
while 1 presentation was framed in portrait orientation. Thus,
participants were supposed to push away 92.3% of alcohol
images and pull 92.3% of positive images toward themselves.
If participants made the incorrect response, they wereinformed
that it was an error, but the trial was not repeated.

To increase engagement and encourage participants to respond
both quickly and accurately, the task was gamified with a
scoring system. Each time the participant swiped an image in
the correct direction, they were awarded 10 points. Additionally,
they scored “bonus points’ for correct responsesif their response
was fast enough. They received 30 bonus points (yielding a
total of 40 points for that trial) if they swiped correctly and
within 500 ms of image onset, 20 bonus points (ie, 30 points
total) if they swiped correctly within 501 to 1000 ms, and 10
bonus poaints (ie, 20 points total) if they responded correctly
within 1001 to 1500 ms. Correct responses that were slower
than 1500 ms following image onset earned only 10 points. If
they swiped an image incorrectly (ie, swiped down for portrait
or swiped up for landscape), they lost 100 points regardless of
their RT. Participants’ scores were displayed on the screen as
they performed the task. Upon completion of the task, thefinal
point score was displayed. On the second and subsegquent
sessions, each participant’s previous session score and the score
of their highest-scoring session were displayed prior to
commencing the task, to encourage them to beat their previous
score.

Procedure

Individualsinterested in participating in the study were directed
by social media and online advertising to an online survey
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hosted by Qualtrics. Study information was displayed aong
with the option to provide consent to participate. Those who
agreed to participate proceeded to a survey that screened for
eligibility and collected additional information, including a cohol
problem severity and craving (ie, demographic questionnaire,
the screening question confirming whether they wished to reduce
or cease drinking, AUDIT, SDS, and CEQ-F). Those screened
asdligiblewere required to provide their mobile phone number
in order to receive a link via SMS to download SWiPE from
the Apple or Google Play Store. Upon first opening SWiPE,
they were prompted to provide information about their
past-month and past-week alcohol use. Participants were then
prompted to select their alcohol-related and positive images and
then proceeded to the first session of ApBM. Each session of
ApBM was immediately preceded and followed by a VAS
craving rating. If a participant’s postsession VAS score was 90
or above after any session, contact details for a national
addiction helpline service were displayed.

Participants were prompted by app notifications to complete a
minimum of 2 ApBM sessions each week for 4 weeks. In
addition, every 7 days, participants were prompted to report the
number of standard drinks consumed on each day of the past
week. At the end of the 4-week training protocol, participants
were prompted to complete asecond online survey that included
the CEQ-F, SDS, and uMARS. Participantswho completed this
posttraining survey were given the option to provide their
contact details to bein adraw to win 1 of 10 supermarket gift
vouchers valued at Aus $100. At 4 weeks after completing
training, participantswere prompted to complete afina 1-month
follow-up questionnaire that assessed past-month and past-week
alcohol consumption. Participants were required to complete
the follow-up within 48 hours of the prompt being sent for data
to be treated as valid. This study was approved by the Monash
University Human Research Ethics Committee (project number:
21393).

Statistical Analysis

The primary outcomes regarding feasibility were the number
of sessions completed and the proportion of participants who
completed 8 onsof ApBM within 4 weeks of commencing
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using the app. The primary outcome for alcohol use was the
number of days of alcohol usein the past 7 days (primary time
point 4 weeks after commencing the app). Secondary outcomes
included UMARS scores (to assess acceptability); number of
participants recruited (to assess feasibility); additional
alcohol-related outcomes including number of days of alcohol
use in the past 28 days, total standard drinks consumed in the
past 7 days, SDS score, CEQ-F (and subscale) scores, and
single-item craving VA Sratings; and session metricsincluding
trial error rates, RTs, and session durations.

Feasibility and acceptability outcomes, as well as session
metrics, were assessed using descriptive data. Changes in
alcohol consumption, craving, and SDS scores were analyzed
using paired samples t tests (in which 2 time points were
compared) or repeated measures analyses of variance
(RMANOVA) in which 3 or more time points were compared
in the same model. To assess possible sources of outcome bias,
we conducted analyses comparing characteristics of participants
who provided versus those who did not provide outcome data
posttraining or at follow-up. These were conducted using
independent samples t tests for continuous variables (ordinal
variables such as days of alcohol use in the past week were
treated as continuous since al had at least 8 categories) or

Manning et al

Pearson chi-squarefor categorical variables. To analyze whether
number of ApBM sessions moderates the effect of time on
past-week drinking and alcohol craving outcomes, we conducted
RMANOVA analyses with number of sessions included as a
covariate and tested the interaction between number of sessions
and time. Descriptive data were analyzed using SPSS version
27 and Microsoft Excel, and inferential analyseswere conducted
in SPSS version 27. Assuming similar effect sizes for
alcohol-related outcomes as that reported by Laurens et al [29]
(ie, 20.36 SD reduction in number of standard drinks per week
between pre- and posttraining assessments), we cal culated that
119 participantswould provide 90% power to detect significant
changes using a=.05. As such, we anticipated that the target
sample size of 500 would provide ample statistical power to
detect main effects of the expected magnitude, even with
substantially higher rates of loss to follow-up than anticipated.

Results

Recruitment

Recruitment was open for 6 months (August 29, 2020 to
February 28, 2021), and during this time, we recruited 1309
participantswho met the eligibility criteria, downloaded SWiPE,
and commenced at least 1 session of ApBM (see Figure 2).

Figure 2. Recruitment and participation flow chart. ApBM: approach bias modification; AUDIT: Alcohol Use Disorders Identification Test.

3983 Accessed screening questionnaire

1645 Failed to complete screening questionnaire

2338 Screening questionnaire
completions

84 Declined to participate

29 Duplicate responses from
participants who already completed
the screening questionnaire

217 Did not meet inelusion criteria:

146 Had not recently updated their smartphone

44 Scored less than 8 on the AUDIT

21 Did not want to reduce their alcohol consumption
6 Did not use an iOS or Android smartphone

2008 Sent an access code to
use the SWiPE app

699 Failed to download or start

using the SWiPE app

1309 Commenced first session
of ApEM

455 Completed post-training follow-up

437 Completed post-training Qualtrics

questionnaire at end of week 4

254 Completed the 1-month
follow-up questionnaire
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Sample Characteristics

Demographic characteristics of the sample are shown in Table
1. Themean agewas slightly older, and the sample had ahigher
proportion of female participants than typical samplesrecruited
from Australian acohol treatment settings [19,45]. The

Table 1. Demographic characteristics of the sample at baseline (n=1309).

Manning et al

distribution of the sample between metropolitan, regional, and
remote areas corresponded approximately to the Australian
genera population (of whom 72% live in major cities, 18% in
inner regional areas, 8.2% in outer regiona areas, 1.2% in
remote areas, and 0.8% in very remote areas [46]).

Characteristics Values
Age (years), range 18-75
Age (years), mean (SD) 47.0 (10.0)
Gender, n (%)
Female 758 (57.9)
Male 538 (41.1)
Other 13(1.0)
Statelterritory? n (%)
Australian Capita Territory 44 (3.4)
New South Wales 357 (27.4)
Northern Territory 40 (3.1)
Queensland 274 (21.0)
South Australia 89 (6.8)
Tasmania 49 (3.8)
Victoria 311 (23.8)
Western Australia 141 (10.8)
Remoteness categoryb, n (%)
Major city 864 (66.4)
Inner regional 293 (22.5)
Outer regiona 128 (9.8)
Remote 10(0.8)
Very remote 6 (0.5)
Phonetype, n (%)
Android 498 (38.0)
iPhone 811 (62.0)

3Data regarding state/territory were missing for 4 participants, and percentages are therefore calculated with a denominator of 1305.

bThe Australian Bureau of Statistics classifies areas of Australiaas* major cities,” “inner regional,” “outer regional,” “remote,” and “very remote” and
publishes information regarding which postcodes are located in which remoteness category [46]. Postcode data were missing for 8 participants, and
remoteness category percentages were therefore cal culated with a denominator of 1301.

The sampl€e'sa cohol use and related characteristics at baseline
are shown in Table 2. Despite being recruited from the general
community, with the large majority of participants not being in
treatment, several indicators suggested high severity of alcohol
use and AUD. Both mean AUDIT and SDS scores were above
cut-offsthat indicate likely dependence (AUDIT >20[47]; SDS
>3 [48]). Indeed, 59.4% (778/1309) of participants scored at

https://mhealth.jmir.org/2021/12/€31353

least 20 on the AUDIT, and 98.2% (1284/1309) scored at |east
3 on the SDS. Participants’ mean alcohol consumption in the
week prior to commencing ApBM was nearly 4 times higher
than the 10 standard drink per week limit recommended by the
National Health and Medical Research Council for minimizing
long-term risk of alcohol-related disease [49].
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Table 2. Alcohol use, dependence, treatment, and craving at baseline (n=1309).

Variable Values
Number of drinking days (past week), range 0-7
Number of drinking days (past week), mean (SD) 53(1.9)
Number of drinking days (past 28 days), range 0-28
Number of drinking days (past 28 days), mean (SD) 20.7 (6.7)
Number of standard drinks (past week), range 0-221
Number of standard drinks (past week), mean (SD) 37.4(24.2)
AUDIT?score, range 8-40
AUDIT score, mean (SD) 21.2 (6.5)
SDSP scoreS, range 0-15
SDS score, mean (SD) 7.9 (3.0
CEQ-FY score®, range 0.2-9.9
CEQ-F score, mean (SD) 4.4(2.0)
Currently accessing treatment for AUD®, n (%)

Yes 117 (8.9)

No 1192 (91.1)
Alcohol goal, n (%)

Reduce drinking 1102 (84.2)

Cease drinking completely 207 (15.8)

3AUDIT: Alcohol Use Disorders I dentification Test.
bsps: Severity of Dependence Scale.

“Due to missing data, SDS and CEQ-F score statistics come from 1307 participants.

dCEQ—F: Craving Experience Questionnaire frequency scale.
€AUD: alcohol use disorder.

Feasibility

The target sample size of 500 participants was recruited within
the first 26 days, 7 times faster than anticipated by our
hypothesis of 500 recruits within 6 months. Participants
completed between 1 and 27 sessions (median 5, IQR 2-9).
Participants completed 98.6% (7632/7744) of sessionsthat were
commenced (ie, only 1.4% of sessions that were commenced
were not completed), indicating that participants were able to
complete sessionswithout disruption. However, contrary to our
hypothesisthat at | east 60% would complete the 8 sessions, this
was only the case for 31.2% (409/1309) of participants.

Participants mean number of errors per session was 3.9 (ie,
2.5% of the 156 trials per session), athough this was highly
skewed (SD 5.5), with the median number of errors per session
being 2.25 (1.4% of trials); 95.0% (1244/1309) of participants
averaged less than 11.5 errors per session (ie, an average error
rate of less than 7.4 of the 156 trials delivered per session).

Analysis of RTs was conducted, excluding participants with
average RTs over 3 seconds as these data are likely to be
polluted by trials where the participant was distracted from the
task for long periods of time (eg, |eft the phone unattended part
way through the session) or repeatedly distracted over many
trials. Thisresulted in exclusion of datafor 0.8% (11/1309) of

https://mhealth.jmir.org/2021/12/€31353

the participants for alcohol trials and 1.4% (18/1309) of the
participants for positive trials. The mean of the participants
average RT was 816.3 (SD 173.3) ms for alcohol trials and
849.3 (SD 203.2) ms for positive images. Examining RTs
averaged over both alcohol and positive trias for participants
with valid datafor both categories (n=1282), only 1 participant
(0.1%) achieved amean RT within the highest reward category
(RT<500 ms), 1099 (85.7%) averaged an RT in the
second-highest reward category (500<RT<1000), 272 (21.2%)
averaged an RT within the third reward category
(1000<RT<1500), and 10 (0.8%) had an average RT intherange
that did not yield reward points (RT>1500).

Acceptability

Mean UMARS scores were 4.4 (SD 0.5) for functionality, 4.2
(SD 0.5) for aesthetics, and 3.4 (SD 0.8) for subjective quality.
Thus, mean scores were above 3 for all subscales, suggesting
generally positive assessments of SWiPE's acceptability among
participantswho completed posttraining ratings. Indeed, of 429
participants completing uUMARS ratings, 417 (97.2%) gave
scoresgreater than 3 on the functionality subscale, 414 (96.5%)
gave scores greater than 3 on the aesthetics subscale, and 293
(68.3%) gave scores greater than 3 on the subjective quality
subscale.
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Preliminary Effectiveness

Past-Week Drinking Days

Mean number of past-week drinking days at baseline and in
each of weeks 1 through 4 among those with complete data for
al time points (n=359) is shown in Figure 3. Tests of
within-subjects contrasts showed a significant linear effect of
time (F; 255=57.39; P<.001; n%,=0.14), indicating that drinking
daystended to decrease over time. The quadratic effect of time
was aso significant (F; 353=18.86; P<.001; n2p=0.05), consistent
with the smaller week-to-week reductionsin drinking dayswith
increasing time apparent in Figure 3. Bonferroni-adjusted
pairwise compari sons between weeks showed that drinking days
were significantly lower in all weeks of the intervention than
they were at baseline (all P<.001). Additionally, mean drinking
daysin week 3 (P=.002) and week 4 (P=.01) were lower than

Manning et al

inweek 1 of training. Asweek 4 wasthe primary outcometime
point, a supplementary paired samples t test was conducted
comparing baseline (mean 5.1, SD 2.0 days) to week 4 (mean
4.2, SD 2.3 days) in al participants who provided data at both
of these time points (n=455). This 18% reduction in weekly
drinking days confirmed arobust reduction in the frequency of
use (t45,=7.87; P<.001; Cohen d=0.37). In addition, 9.7%
(44/455) of participants reported no alcohol days in the final
week of training. Paired t tests conducted with participants in
the “likely alcohol-dependent” range based on AUDIT score
(>20) and who were not receiving treatment indicated that
drinking days reduced significantly between baseline (n=207;
mean 5.3, SD 1.9) and week 4 (mean 4.4, SD 2.2; ty,6=5.82;
P<.001; Cohen d=0.40) and between baseline (n=112; mean
5.4, SD 1.8) and the 1-month follow-up (mean 3.9, SD 2.7;
t111=5.94; P<.001; Cohen d=0.56).

Figure 3. Mean past-week days of alcohol use at baseline and during each week of the intervention for participants with complete data for al 5 time
points (n=359) and the 252 who completed the 1-month follow-up. Error bars show 95% Cls of the mean.
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Past-Week Standard Drinks

Mean number of past-week standard drinks at baseline and in
each week of the intervention among those with compl ete data
isshown in Figure 4. Tests of within-subjects contrasts showed
a significant linear effect of time (F35=64.91, P<.001,
n2p20.15), indicating that alcohol consumption tended to
decrease over time. The quadratic effect of time was also
significant (Fy356=30.8; P<.001; n?,=0.08), consistent with a
deceleration in change over time. Bonferroni-adjusted pairwise
comparisons between weeks showed that the number of standard
drinks consumed was significantly lower in all weeks of the

intervention than at baseline (all P<.001). Additionally, mean
standard drinks in week 3 (P=.03) and week 4 (P=.03) were
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lower than in week 1 of training. A supplementary paired
samplest test comparing baseline (mean 32.8, SD 22.1 standard
drinks) to week 4 (mean 24.7, SD 20.1 standard drinks) in
participants who provided data at both of these time points
confirmed arobust decrease in weekly alcohol consumption by
an average of 25% (t,45,=8.58; P<.001; Cohen d=0.40). Among
participants in the likely alcohol-dependent range (ie, AUDIT
score >20) who were not currently receiving treatment, paired
t tests indicated that standard drinks reduced significantly
between baseline (n=207; mean 41.7, SD 24.2) and week 4
(mean 30.8, SD 22.1; t,,6=6.79; P<.001; Cohen d=0.47) and
between baseline (n=111; mean 39.0, SD 18.8) and the 1-month
follow-up (mean 30.2, SD 23.4; t,1,=3.80; P<.001; Cohen
d=0.36).
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Figure 4. Mean number of past-week standard drinks at baseline and during each week of the intervention for participants with complete data for all
5 time points (n=359) and the 252 who completed the 1-month follow-up. Error bars show 95% Cls of the mean.
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Additional Secondary Alcohol-Related Outcomes

Among participants with complete data for drinking days over
the 4-week intervention period (n=359), mean past-month
drinking days declined from 20.4 (SD 6.6) to 17.2 (SD 8.1;
t356=8.84; P<.001; Cohen d=0.47). Participantswho completed
the SDS at both time points showed a reduction in mean scores

Baseline Week1 Week2 Week3 Week 4 Follow-up

from 7.7 (SD 3.0) to 6.0 (SD 3.2; t,35=12.44; P<.001; Cohen
d=0.60; see Figure 5). Mean CEQ-F total scores declined
significantly from 4.5 (SD 2.0) to 2.8 (SD 1.8; t435=19.4;
P<.001; Cohen d=0.93; see Figure 6). Reductions were also
significant for all CEQ-F subscales (intensity: t435=23.2; P<.001,
Cohen d=1.11; imagery: t,35=15.3; P<.001; Cohen d=0.73;
intrusiveness: t435=11.1; P<.001; Cohen d=0.53).

Figure5. Mean Severity of Dependence Scale (SDS) scores at baseline and posttraining in participants with complete data at both time points (n=436).

Error bars show 95% Cls of the mean.
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Figure 6. Mean Craving Experience Questionnaire — Frequency Scale (CEQ-F) scores at baseline and posttraining for participants with compl ete data
for both time points who completed 1 to 5 sessions (n=50) and those who completed 6 or more sessions (n=386): (A) total, (B) intensity subscale, (C)
intrusiveness subscale, (D) imagery subscale. Error bars show 95% Cls of the mean.
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Further evidence for declines in craving come from the
single-item craving VA S that was administered before and after
each session. Analysis of theseratings acrossthefirst 8 sessions
among 380 participants with compl ete data, with session (1, 2,
3,4,5,6, 7, and 8) and timing (presession vs postsession) as
separate within-subjects factors, showed main effects for both
factors, as well as a significant interaction. Figure 7 suggests
that the significant linear effect of session (F; 370=10.41; P=.001,

n2p=0.03) results from a slight tendency for craving ratings to
declinein later sessions, relative to earlier ones. Therewas also
a significant quadratic effect of session (F; 379=5.54;, P=.02;
nzp:0.0l), perhaps reflecting the tendency for craving ratings
to increase over the first few sessions, before then declining.
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As is highly evident in Figure 7, the strong effect of timing
(F1379=295.93; P<.001, n2p=0.44) reflects mean craving ratings

being lower posttraining relative to pretraining across all
sessions. This effect of timing significantly interacted with the

linear effect of session (F,4,4=27.07; P<.001; n?,=0.07).
Separate analyses of presession and postsession ratings
suggested that this interaction was due to the linear effect of
session being larger for presession ratings (F; 435=21.16; P<.001,
n?,=0.05) than for postsession ratings (Fys,0=4.23; P=.04;
nzp:0.0l), likely due to a combination of presession craving
declining over time and floor effects for the even lower
postsession ratings.
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Figure7. Mean craving visual analogue scale (VAS) ratings before and after each of the first 8 sessions of training among participants with complete

datafor al sessions (n=380). Error bars show 95% Cls of the mean.
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M oder ation of Posttraining Outcomes by Number of

Completed Sessions

To test whether changes between baseline and week
4/posttraining past-week alcohol use and cravings were
associated with the number of sessions compl eted, we conducted
additional RMANOVA analyses in which the interaction term
between time (baseline vs week 4/posttraining) and sessions
completed was included in the model. Tests of the interaction
term indicated that number of sessions completed did not
significantly moderate the effect of time on number of past-week
drinking days (F; 45:=1.33; P=.25; n?,=0.003) or past-week
standard drinks (F 455=1.23; P=.27, nzp:0.003). However, it
significantly moderated CEQ-F total (F;43,=8.97; P=.003;

nzp:0.0Z). To better understand this interaction, we classified
participants based on whether they completed 1 to 5 or =6
sessions (since 5 sessions was the median number completed
in the whole sample and 6 sessionsis atypica intervention in
residential acohol treatment settings) and tested aRMANOVA
with this binary categorization of sessions completed as a
between-groups factor. This showed a significant interaction
between compl etion of 6 sessionsand time (F 43,=4.32; P=.04;
r]zp:0.0l), which is depicted in Figure 6. Analyses of CEQ-F
subscal es suggested thisinteraction was present for theimagery
(F1,434=6.02, P=.01, r]zp:0.0l) and intrusiveness: (F 43,=9.91,
P=.002; n2p=0.02) subscales but was not significant for the
intensity subscale (F; 43,=2.70; P=.10; n,=0.006).

Alcohol Use at Follow-up

The 1-month follow-up survey was completed by 254
participants at 28 to 30 days after the end of the 4-week
intervention period (252 of whom provided data regarding
past-week and past-month drinking days and 251 of whom
provided data regarding past-week standard drinks). Mean
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RenderX

drinking days at follow-up were 3.9 (SD 2.5) in the past week
and 15.9 (SD 8.8) across the previous 4 weeks. Mean standard
drinks consumed in the past week were 23.9 (SD 20.7). Of the
254 participants, 26 participants (10.4%) reported no alcohol
use in the past week, and 19 (7.5%) reported no alcohol usein
the past month. All alcohol consumption outcomes represented
significant reductions relative to baseline (past-week drinking
days: t,5,=8.07; P<.001; Cohen d=0.51; past-month drinking
days: t,5,=8.45; P<.001; Cohen d=0.53; past-week standard
drinks: t,5,=5.86; P<.001; Cohen d=0.37). Interestingly, for
participants with compl ete week 4 and follow-up data, past-week
(t,»;=3.38; P<.001; Cohen d=0.22) and past-month drinking
days (t;95=4.69; P<.001; Cohen d=0.33) were also lower at
follow-up than in week 4, suggesting continued improvements
in the month following the end of the intervention, athough
number of past-week standard drinks was not reduced between
these time points (t,,;,=—0.14; P=.89; Cohen d=-0.009). The
mean numbers of past-month drinking days before, during, and
after the intervention among those with complete datafor each
time point (n=199) are shown in Figure 8. Tests of
within-subjects contrasts showed asignificant and strong linear

effect of time (Fy,105=66.12; P<.001; n%,=0.25), indicating that
drinking days decreased during and after training. The quadratic
effect of time was aso significant (F;;95=4.73; P=.031;
nzp:0.023). Bonferroni-adjusted pairwise comparisons between

the 3 time points showed that drinking days were significantly
lower during and after training, compared with baseline, and
that drinking days also significantly decreased during training
compared with after training (all P<.001; see Figure 8). The
reductions between baseline and follow-up in past-week drinking

days (Fy »5,=0.59; P=.44; nzp:0.00Z), past-month drinking days
(F1,250=0.01; P=.91, n2p<0.001), or past-week standard drinks
(F1240=0.43; P=51; n?%=0.002) were not significantly
moderated by number of sessions compl eted.
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Figure 8. Mean past-month days of alcohol use in the 28 days before, during, and after the intervention for participants with complete data for all 3
time points (n=199). Error bars show 95% Cls of the mean, and horizontal bars display significant Bonferroni-adjusted pairwise comparisons.
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Differences Between Posttraining Assessment
Completersand Those L ost to Follow-up

Participants (455/1309, 34.8%) completed week 4 assessments
of past-week alcohol use within the app, and 33.4% (437/1309)
responded to the invitation to complete posttraining
guestionnaires (SDS, CEQ-F, and uMARS) inthe online survey.
Participants who completed week 4 alcohol use assessments
within the app had a significantly higher mean age than those
who did not (49.0 yearsvs45.9 years; t;3,,=—5.42; P<.001) and
had completed a substantialy higher mean number of ApBM
sessions (9.7 vs 3.8; t130;7—33.96; P<.001). These participants
generaly showed less severe alcohol use in terms of mean
AUDIT scores (20.4 vs 21.6; t1377=3.37; P<.001), SDS scores
(7.6 vs 8.0; t1306=2.40; P=.02), past-week drinking days (5.1 vs
5.4; t1357=3.71; P<.001), and past-week standard drinks (32.8
vs 39.8; t130;=4.98; P<.001). In addition, those who provided
4-week outcome datawithin the app were morelikely to use an
Android phone (197/455, 43.3% vs 301/854, 35.2%; x°,=8.18;
P=.004). Participants who completed week 4 acohol use
assessments within the app did not significantly differ from
noncompleters in terms of gender, remoteness, past-month
drinking days, CEQ-F scores, proportion who wanted to reduce
versus cease drinking, or proportion currently attending
treatment for AUD (data not shown). Comparisons of those
who compl eted the online questionnaires to those who did not
generally revealed the same pattern in terms of which differences
were significant, with the exception that SDS score and phone
type did not significantly differ in this comparison (data not
shown).

Comparisons of those who completed the 1-month follow-up
revealed a similar pattern, in that they had an older mean age
(47.6 years vs 46.2 years, t;55;=2.08; P=.04), had completed
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a substantially higher mean number of ApBM sessions (10.3
vs. 4.8; t1357=—22.26; P<.001), and tended to drink fewer
standard drinks in the week before baseline (32.2 vs 38.6;
t130,=3.81; P<.001). They were also more likely than those lost
to follow-up to use an Android phone (118/254, 46.5% vs
380/1055, 36.0%; X2,=9.46; P=.002). However, they did not
differ significantly from those lost to follow-up in terms of
gender; remoteness category; whether they wanted to reduce or
cease drinking; whether or not they were in treatment at
baseline; baseline AUDIT, SDS, or CEQ-F total score; or
past-week or past-month drinking days (data not shown).

Discussion

Principal Findings

This study is the first to examine the feasibility, acceptability,
and effectiveness of apersonalized, gamified ApBM smartphone
app. We found support for the preliminary effectiveness of
SWIiPE, where participants significantly reduced their standard
drinks, drinking days, cravings, and dependence severity at the
end of the 4-week training period. Reductionsin drinking days
and standard drinks not only were maintained during the month
after training but also dlightly improved even further over time.
The results also supported SWiPE's acceptability, with large
majorities of participants providing “positive” scores on the
UMARS. Feasihility of SWiPE’s potential for implementation,
either in further trials or practice, was strongly supported by
the fact that we reached our target sample size within 1 month
of commencing recruitment. However, only 31.2% of the sample
compl eted the recommended minimum of 8 sessions. We discuss
these findings in the context of the broader literature in the
following sections.
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Feasibility

Hypothesis 1 was partially accepted in that we exceeded our
recruitment target within 26 days, supporting the feasibility of
smartphone-delivered ApBM. Laurenset al [29] reported similar
findings, recruiting their sample within 13 days, while Crane
et al [27] achieved their recruitment target in lessthan 2 months.
These findings highlight the widespread demand for alcohol
reduction apps and the eagerness for people drinking at
hazardous levels to try novel approaches such as ApBM. We
also found strong evidence for the feasibility of the task itsdlf,
with participants completing 98.6% of the sessions they
commenced, with amedian error rate of 1.4%, which suggests
that the task was not overly burdensome, fatiguing, or difficult.
However, hypothesis 1 was partially rejected in that fewer than
60% completed the recommended 8 sessions, suggesting the
intended “training dose” was not feasible for a large majority
of participantsinitscurrent form (ie, without additional features
or incentives).

Acceptability

Hypothesis 2, which concerned SWiPE's acceptability, was
accepted in that mean scores on the UMARS subscales were
above 3, indicating “good” for the Functionality and Aesthetics
subscales and “ acceptable” for the Subjective Quality subscale.
Laurens et a [29] reported that users rated their ApBM
smartphone app—" Breindebaas’—as moderately satisfactory
on the Client Satisfaction Questionnaire (mean score of 20.9
out of 30); their users criticized the lack of personalization and
game elementsin thetask. Interestingly, free-text user feedback
from our posttest completers praised the options for
personalization of stimuli in the ApBM task (particularly the
option to use photos from one’'s phone library to represent
positive values or goas, such as family, friends, and holiday
destinations). Given the overall high performance of participants,
with most (86%) having mean RTs within the second-highest
reward category (501-1000 ms), making the task more
challenging may even increase engagement further, though
dynamically adjusting to the individua participant’s
performance may be optimal, and, in thisregard, we recommend
further exploration of adaptive difficulty paradigmsin the future
development of gamified ApBM smartphone applications.
Nonetheless, based on the uUMARS findings and free-text
comments, we would recommend that future studies include
optionsfor personalization of stimuli and engaging gamification
paradigms in order to increase acceptability of ApBM
smartphone apps.

Preliminary Effectiveness

Hypothesis 3 was accepted as there were significant reductions
in standard drinks, drinking days, craving, and severity of
dependence. Thereductionsin frequency and quantity of alcohol
consumption are consistent with those reported for the
Breindebaas app by Laurens et a [29], where participants were
encouraged to complete 2 ApBM sessions for 3 weeks leading
to an ailmost identical effect size for reductions in past-week
standard drinks. Taken together, these findings suggest that
smartphone-delivered ApBM holds promise. However, since
controlled trials of delivering ApBM online have found
equivalent reductions in active ApBM when compared with
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sham training and the only prior RCT of an alcohol-reduction
app that included ApBM reported null findings[28], it remains
necessary to establish the efficacy of smartphone-delivered
ApBM in RCTs. Thisis a particularly worthwhile investment
given the greater convenience, flexibility, and accessibility (eg,
notification reminders and immediacy of access) that can be
offered via smartphones relative to web-based platforms (eg,
viaaPC or laptop).

Hypothesis 4 was partially accepted. Although there was no
clear association between “training dose” (number of sessions
completed) and the degree to which participants’ alcohol use
was reduced, SWiPE was associated with areductionin craving,
both in the short-term (ie, immediately after asession) and over
theduration of thetraining program. Additionally, it was notable
that the effect size (Cohen d) for change in craving between
baseline and week 4 was much larger than for other outcomes.
Interestingly, we also observed a significant moderation effect
of number of training sessions on reductions in total CEQ-F
score as well as the imagery and intrusiveness subscales. The
imagery subscale requires participants to imagine alcohol’s
taste, smell, sensation, and how they would picture it, and the
intrusiveness scale requires them to reflect on how difficult it
is to avoid thinking about alcohol (eg, “how often was it hard
to think about anything else”). This is perhaps unsurprising
given that SWiPE requiresthe user to repeatedly view the drinks
that they personally regularly consume and practice avoiding
them. However, it is important to acknowledge that greater
craving reductionsin heavier users of SWiPE could al so reflect
a greater motivation or commitment to reducing one’s alcohol
use rather than the “dose” of ApBM itself. Nonetheless, this
observed association combined with the significant reduction
in VAS craving scoresimmediately after each session and over
time suggests SWiPE may be effective at reducing craving. We
also observed significant reductionsin participants' severity of
alcohol dependence, which is encouraging given the high
proportion in the dependent range on the SDS (98%) and
AUDIT (60%) on study entry, despite our intention to recruit
participants in the hazardous or harmful drinking range.

Limitations

These promising results on the preliminary effectiveness and
acceptability of SWIPE must be interpreted in the context of
the study design and limitations. Although we exceeded our
recruitment target, only 33.4% completed the posttraining
assessment, and 19.4% completed the 1-month survey. High
attrition rates are common in mobile heath (mHealth)
intervention research, particularly in the absence of monetary
incentivization for follow-up completion. The app included
prompts (app notifications) to remind participants to compl ete
assessments, yet the rate of participants providing primary
outcome data in our study was similar to the 27% in the study
by Crane et a [27] and 38% in the study by Laurens et al [29].
As such, it is important to acknowledge the potential attrition
bias and overinflation of positive outcomes. It is possible that
those who compl eted follow-ups were more committed to reduce
their alcohol use and therefore both engaged more with SWiPE
(which we observed) and achieved greater reductionsin al cohol
consumption, craving, and dependence severity. For similar
reasons, the acceptability ratings of the task may be biased
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toward painting a more positive picture (ie, participants who
had a positive assessment of the app may have been morelikely
to remain engaged enough in the study to complete the
posttraining acceptability questionnaire). The lower number of
training sessions among those who did not complete the
posttraining follow-up suggests the outcomes reported may not
be entirely representative of the larger population who engaged
in SWIPE. Future studies could reduce the risk of bias posed
by high attrition rates by offering incentives for completing
follow-ups and engaging in more assertive attempts to contact
participants whose follow-ups are overdue. The observed
reductionsin a cohol consumption, severity of dependence, and
craving could also be attributed in part to the Hawthorne effect
[50], where participants may have reported reductionsin alcohol
consumption because of their awareness of being observed in
the context of a research study [51]. However, we expect that
the absence of personally identifiable data and the anonymity
afforded by online self-report methodsincreased the likelihood
of accurate reporting [52].

Another limitation isthe reliance on self-reported consumption
data, which is always likely to have some degree of inaccuracy
(eg, due to poor recall). However self-reported alcohol use is
the gold standard in mHealth interventions and alcohol
intervention research more broadly [53]. In-person biometric
measures to confirm self-report were beyond the scope of the
current study given its national focus. We modelled the
assessments closely on the computerized 7-day timeline
follow-back assessment used by Simons et a [54], which
showed good concordance with other measures of alcohol use,
and our visua display of standard drink equivalents within the
app, when reporting consumption, may have improved the
accuracy.

Degspite the aforementioned limitations, the study findings
advance the ApBM literature by being the first ApBM study to
personalize the “avoid” images by using those representing
participants’ preferred alcoholic beverages and brands and al so
the first to personalize the “approach” images to reflect
personally meaningful or goal-related behaviors (eg, family,
hobbies). Although the positive findings could reflect a potential
“dual-target” approach (ie, dampening alcohol associationsand
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reinforcing positive ones), future research would benefit from
exploring the extent of reduced alcohol approach bias and
increased approach biasto positive cues and the degree to which
these changes account for reduced alcohol use.

Conclusion

Evidence of SWiPE'sfeasibility, high acceptability ratings, and
multiple indicators of its preliminary effectiveness in terms of
reduced alcohol consumption, frequency and quantity,
dependence score, and craving are encouraging and suggest an
RCT is now warranted. When using SWiPE, consumption
(drinking days and standard drinks) decreased significantly. As
such, SWiPE may be a useful public health tool given the large
number of people drinking at risky levels and in line with the
prevention paradox [51,55] where the mgjority of a cohol-related
harm can be attributed to this population (owing to the sheer
number of them). Nonetheless, this should not detract from the
finding that SWiPE could also be auseful intervention for those
with more severe alcohol problems (given that significant
reductions were reported among those in the likely-dependent
range who were not in treatment when using SWiPE).
Establishing its efficacy is a critical next step, as its low cost,
ease of implementation, high accessibility, and scalability mean
SWIiPE could address a significant gap between the demand for
treatment and the availability of addiction treatment services
[6]. Although we aimed to recruit a sample of individuals
drinking at hazardous levels, results (on both the AUDIT and
SDS) indicated that the majority of the sample were
alcohol-dependent, further demonstrating the critical need for
treatment interventions that are available outside of treatment
services (particularly given that only 8.9% were currently
accessing treatment). Importantly, SWIPE extends
neuroscience-informed interventions beyond the laboratory and
treatment service environment, ensuring ApBM isan accessible,
easy-to-use tool for the broader community. SWiPE has the
potential to deliver a“just-in-time” intervention during periods
of heightened vulnerability (ie, events, days, and times
associated with drinking), by reducing the impulsive
subconscious drivers of drinking and enabling peopleto instead
make more conscious, goal-aligned decisions around their
alcohol use.
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Abstract

Background: Digital health devices, such as health and well-being smartphone apps, could offer an accessible and cost-effective
way to deliver health and well-being interventions. A key component of the effectiveness of health and well-being apps is user
engagement. However, engagement with health and well-being apps is typically poor. Previous studies have identified a list of
factorsthat could influence engagement; however, most of these studies were conducted on a particular population or for an app
targeting a particular behavior. An understanding of the factors that influence engagement with a wide range of health and
well-being apps can inform the design and the devel opment of more engaging apps in general.

Objective: Theaim of this study isto explore user experiences of and reasons for engaging and not engaging with awide range
of health and well-being apps.

Methods: A sample of adults in the United Kingdom (N=17) interested in using a health or well-being app participated in a
semistructured interview to explore experiences of engaging and not engaging with these apps. Participants were recruited via
social media platforms. Data were analyzed with the framework approach, informed by the Capability, Opportunity,
Motivation—-Behaviour (COM-B) model and the Theoretical Domains Framework, which are 2 widely used frameworks that
incorporate a comprehensive set of behavioral influences.

Results. Factorsthat influence the capability of participantsincluded available user guidance, statistical and health information,
reduced cognitive load, well-designed reminders, self-monitoring features, features that help establish a routine, features that
offer a safety net, and stepping-stone app characteristics. Tailoring, peer support, and embedded professional support were
identified asimportant factorsthat enhance user opportunitiesfor engagement with health and well-being apps. Feedback, rewards,
encouragement, goal setting, action planning, self-confidence, and commitment were judged to be the motivation factors that
affect engagement with health and well-being apps.

Conclusions:  Multiple factors were identified across all components of the COM-B model that may be valuable for the
development of more engaging health and well-being apps. Engagement appears to be influenced primarily by features that
provide user guidance, promote minimal cognitive load, support self-monitoring (capability), provide embedded social support
(opportunity), and provide goal setting with action planning (motivation). This research provides recommendations for policy
makers, industry, health care providers, and app devel opers for increasing effective engagement.
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Introduction

Background

Smoking, physical inactivity, inadequate diet, and excessive
alcohol consumption are the main risk factors for
noncommunicabl e diseasesthat are responsiblefor >56.9 million
deathsworldwide[1]. Peoplewith mental health problems often
have poor physical health and vice versa [2,3]. A range of
interventions has been developed to reduce the burden of ill
health. The integration of multimedia technologies within the
health care domain has led to the development of interventions
that are delivered digitally viamobile phones, wearable devices,
and smartphone apps. Smartphone apps are constantly available
to the user and therefore act as portable tools for the delivery
of easily accessible health and well-being interventions [4].
Thereisearly evidence of the effectiveness of appsfor physical
inactivity [5-8], weight loss [7,9,10], alcohol reduction in
nondependent drinkers[11], and mental health promotion [12].
Health apps are also considered a cost-effective solution [7,13]
and have the potential to increase access for hard-to-reach
populations that are resistant or unable to seek face-to-face
support, for instance, because of stigmaor geographical barriers
[14].

Engagement is a necessary component for the effectiveness of
a hedth or well-being app. Engagement with health and
well-being apps can be defined as “ (1) the extent (e.g. amount,
frequency, duration, depth) of usage and (2) a subjective
experience characterised by attention, interest and affect” [15].
However, it has been argued that measuring effective
engagement is more important than simply the time spent on
an app and the frequency of use[16]. Yardley et a [16] define
effective engagement with a smartphone app as involving 2
components: the first is the intensity of engagement that is
necessary for achieving desired outcomes, with sustained app
engagement over a period of weeks, months, or even years
(referred to as microengagement). However, microengagement
alone is not sufficient for behavior change [16]. The Yardley
et a [16] model also emphasizes engagement with the broader
behavior change process and goals (ie, macroengagement),
which is considered separate from, although intimately linked
with, microengagement. On the basis of this distinction of
microengagement and macroengagement with health and
well-being apps, some factors may relate more to the former or
thelatter, with microengagement influencing macroengagement
and vice versa. For example, engagement may be affected by
common contextual factors, such as personal (eg, their interest),
environmental (eg, where the engagement occurs and the
individual's lifestyle), or socia context (eg, family or culture).
Owing to the compl exity of engagement, researchersrecognize
that it is difficult to define what constitutes good or sufficient
engagement. Some individuals may require alonger period of
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engagement with an app than others for the desired behavior
change to occur.

Degspite the promise of health apps, engagement tends to be
poor [17,18]. For example, amobile consumer report found that
for medical, health, and fitness apps, only 20% of users usethe
app 1 day after installation and only 8% after 7 days of
installation [19]. A panel-based analysis systematically
examined use patterns in 93 mental health apps and found that
the median app retention rates at 15 and 30 days of installation
were 3.9% and 3.3%, respectively [18].

There is growing literature on the factors influencing
engagement with health and well-being smartphone apps. In
our recent review of 41 studies, we identified 26 factors that
areimportant for the uptake of and engagement with such apps
[20]. In addition to awide range of behavior change techniques
(eg, self-monitoring and goal setting) [21,22], several other
factorswereidentified asinfluential, including therole of health
care professionals in the promotion and recommendation of
health apps [23] and embedded professional support [24]. The
latter was found to be particularly important for certain
behaviors (ie, alcohol reduction, suicide prevention, anxiety,
and self-harm), with stand-alone apps considered insufficient
by users and clinicians [14]. In an assessment of 93 mental
health apps, daily minutes of engagement were higher for apps
that included peer support (median 35.1, IQR not applicable;
n=2) and coping strategies such as mindfulness and meditation
(median 21.5, IQR 15) compared with apps that incorporated
self-monitoring or psychoeducational features (median range
3.53-8.32) [18]. Few qualitative studies have been undertaken
to explore the factors that affect engagement with health and
well-being apps. These undertaken studies have focused on
specific populations or behaviors. Existing studies have focused
on weight loss behaviors and a cohol reduction and have found
that the specific content of health information messages[17,22],
personalization of app content [25], and the user’s demographics
[22] are some of the factors deemed to be important for
engagement with weight loss and alcohol reduction apps.
Findings from these studies highlight that the specific context
in which apps are developed and used will influence user
engagement. To date, most studies haveinvestigated the features
of health apps that are desirable by a certain population, and
little is known about the factors deemed important for
engagement with awider range of health and well-being apps
[20]. These studies suggest that the context in which apps are
developed and used might often be behavior or population
specific. Therefore, this research intends to address this gap by
exploring the viewson the big 4 public health priority behaviors
related to prevention (smoking, alcohol consumption, physical
activity, and diet) and menta health. The findings from this
study may inform future app development to improve user
engagement with appsthat target health promotion. Thefindings
may also be particularly useful for stakeholdersin public health
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to inform the development of interventions to promote
engagement with evidence-based health and well-being apps,
for example, directly contributing to the long-term plan of
England’s National Health Service to become digital first.

Theoretical Framewor k

The Capability, Opportunity, Motivation-Behaviour (COM-B)
model [26] provides a broad framework for understanding the
factorsinfluencing user engagement. According to the COM-B
model, behavior (eg, app uptake and engagement) arises from
theinteraction between theindividual’s physical (eg, app skills)
and psychological (eg, knowledge of using an app) capability,

Szinay et a

physica (eg, features of the app) and sociad (eg,
recommendations for an app) opportunity, and automatic (eg,
feedback received from an app) and reflective (eg, user's
self-confidence in using an app) motivation. The Theoretical
Domains Framework (TDF) [27] is a synthesis of 33 theories
and 128 psychological constructs and includes 14 domains that
can be mapped under the 3 main components of the COM-B
model. Taken together, the COM-B and TDF provide adetailed
theoretical framework that allows the careful consideration of
factorsinfluencing engagement with health and well-being apps
(Figure 1 [20Q]).

Figure 1. A visual representation of how the Theoretical Domains Framework can be mapped onto the components of the Capability, Opportunity,
Motivation—-Behaviour model [20]. COM-B: Capability, Opportunity, Motivation—Behaviour; TDF: Theoretica Domains Framework.
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Methods
Study Design

We aim to investigate people’s experiences and reasons for
engaging or not engaging with health and well-being apps using
qualitative interviews and map the identified factors onto the
COM-B model and the TDF.
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This qualitative study used semistructured interviews and was
designed and reported in line with the COREQ (Consolidated
Criteria for Reporting Qualitative Research) checklist
(Multimedia Appendix 1) [28]. The study protocol was
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preregistered on the Open Science Framework [29]. This study
was part of alarger project investigating both the uptake of and
engagement with health and well-being apps, and the findings
on uptake are published elsewhere [30].

Ethical approval was obtained from the Faculty of Medicine
and Health Sciences Ethics Committee at the University of East
Anglia (reference number 201819-089).

Participants and Recruitment

Participants were recruited through social media. Recruitment
through Facebook is known to be an effective way to reach
adults interested in health and well-being apps [31]. It is fast
and cost-effective and has been found to provide better
representation and improved participant selection compared
with traditional recruitment methods[31]. Eligible participants
for this study (1) were aged =18 years, (2) were able to give
consent, (3) owned a smartphone, (4) would consider using a
smartphone app to change their behavior in the future, and (5)
could travel for an interview. Purposive sampling was used to
ensure the diversity of the sample (age, gender, ethnicity,
educational level, and employment) [32]. Invitations for
interview were sent to 38 participants, of whom 14 (37%)
individuals did not respond, and 6 (16%) subsequently canceled
for personal reasons, leaving a total of 18 individuals. The
recruitment and interviews took place in batches of 3 or 4, and
the recruitment was stopped when data saturation was reached.

M easures

To determine eligibility and describe the sample, data were
collected on (1) age; (2) gender; (3) ethnicity, which was
measured using the Office for National Statistics' index; (4)
level of education; (5) employment status; (6) whether they had
ever used ahealth or well-being app; (7) whether they currently
use ahealth or well-being app; (8) thelast time they downl oaded

an app; and (9) frequency of app use.
Procedure

The participants read the information sheet available on the
web. Thosewho expressed interest in participating were required
to fill a web-based screening questionnaire to assess their
eigibility (Multimedia Appendix 2). The questionnaire was
hosted by the Jisc Online Surveys (JISC) software. Participants
meeting the inclusion criteria received a comprehensive
participant information sheet viaemail and were invited for an
interview during which written consent was obtained.
Participants received a US $27.50 (UK £20) gift voucher for
their participation.

The interviews were conducted by a female researcher (DS)
between July 2019 and August 2019. Theinterviewstook place
face-to-face in Norwich, England, at the University of East
Anglia(17/18, 94%) or at the participant’s home (1/17, 6%). A
participant was not included in this study because they had no
previous experience of using health or well-being apps. No one
else was present during the interviews. The interviews lasted
between 26 and 63 minutes. Semistructured interview techniques
wereused to dlicit dataon participants’ experiences of and views
on engagement with health and well-being apps. Thefinal topic
guide was informed by feedback from key stakeholders,

https://mhealth.jmir.org/2021/12/629098
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including patient and public involvement representatives and
domain expertsfrom Public Health England. A think-aloud task
(reported elsewhere [30]) was followed by several questions
regarding participants experiences of engagement with apps
(see Multimedia Appendix 3 for the topic guide).

Data Analysis

The interviews were audio recorded and transcribed verbatim.
A framework analysis approach was applied to analyze the data.
Thisfollowed the stages of familiarization, identification of the
thematic framework, indexing, charting, mapping, and
interpretation [33]. For pragmatic reasons, asecond author (OP)
independently coded 3 randomly selected transcripts
(representing approximately 15% of the transcripts). The
deductive framework was based on the TDF. Through repeated
discussions between the first and second authors, the deductive
thematic framework was refined iteratively, and discrepancies
were resolved through discussions with another author (FN).
DS completed indexing using QSR NVivo 12 and charting.
During charting, responseswere clustered based on the thematic
framework. This was followed by mapping and interpretation,
during which the data were examined to identify patterns. To
increase the trustworthiness of the findings, peer debriefing by
the University College London Tobacco and Alcohol Research
Group, which has extensive experiencein the application of the
COM-B model and TDF in health research, was used to ensure
the accuracy of data interpretation and data analysis. Peer
debriefing is a form of analytical triangulation in which
researchers who are not directly involved in the study are
prompted to provide input and critical opinions on various
aspects of aproject [34]. The use of the TDF in the deductive
framework analysis approach was particularly useful for coding
the results under several factors, which may otherwise have
been overlooked. It was expected to explore alarge number of
factors because the TDF has 14 constructs, as opposed to other
well-known methods. However, researchers were aware that
the findings would not be coded under all available constructs.
The constructs under which no findings were coded were
omitted from the Results section.

External Validity

Member checking was conducted to ensure the trustworthiness
of the results and further minimize researcher bias [35]. After
the interview, participants were told that the researchers might
contact them to share the findings and ask their views on the
findings. Of the 18 participants, 6 (30%) randomly selected
participants were contacted and invited to provide feedback on
the summary of the findings and the conclusion. The purpose
was to investigate whether participants agreed with the
interpretation of the results and whether they felt that their
opinionswere captured and appropriately presented. Incentives
were not offered for their input. Of the 6 participants who were
approached, 2 (33%) participants responded and indicated that
they agreed with the interpretation.

Reflexivity

DS, aPhD candidate, conducted the interviews after receiving
extensivetraining in qualitative research methodol ogy and kept
field notes and aresearch journal during data collection. There
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was no prior relationship established between DS and the
participants. The coauthors had experience in mixed methods
research and the application of the COM-B model and the TDF.
Efforts to establish a good rapport with the participants were
made throughout the study. The interviews were individually
adapted to the flow of discussion made by each participant.
Most participants (15/18, 83%) stated that they wished to find
out more about the findings of the research. DS also shared her
research interests with the participants after the interview.

Results

Participant Characteristics

A total of 18 adults (mean age 43, SD 14 years; range 21-68
years) were recruited, of whom 9 (50%) werefemale, 14 (78%)
were White British, 13 (72%) were employed full time, and 8
(44%) had a college degree or higher. Of the 18 participants,
11 (61%) participantsreported currently using at least one hedlth
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or well-being app at the time of the interview. Of the 18
participants, 3 (17%) participants expressed their intention to
change 1 behavior, and all the other participantswereinterested
in changing >1 behavior (eg, losing weight, being more active,
and managing their mood). Of the 18 participants, 1 (6%)
participant had never used health apps before and did not wish
to express their views on engagement; therefore, the findings
of this paper are based on the views and experiences of the
remaining 17 participants about their engagement with health
and well-being apps (Multimedia Appendix 4).

Factor s Influencing Engagement With Health and
Well-Being Apps

An overview of the factors mapped under the constructs of the
TDF and components of the COM-B can be found in Table 1.
All relevant data were coded under 71% (10/14) of the
constructs of the TDF. There were no data that could not be
coded under any of the constructs of the TDF.
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Table 1. Perception of factors influencing engagement with health apps.

COM-B? model component,
TDF? construct, and factors

Description

Psychological capability
Knowledge
User guidance
Statistical information
Health information

Instructions on how to effectively use a health app
A visual or numerical summary of progress or quantification of the behavior

Educational information related to health and well-being aspects

Memory, attention, and decision processes

Reduced cognitive load
Reminders
Behavior regulation
Self-monitoring
Routines
Safety netting
Sepping-stone
Physical opportunity
Environmental resources
Tailoring
Social opportunity
Social influences

Peer support

Socia support (practical)
Reflective motivation
Beliefs about capabilities
Self-confidence
Goals
Goal setting
Action planning
Beliefs about consequences
Commitment
Automatic motivation
Reinfor cement
Feedback

Rewards

Encouragement
Emotions

Positive emotions

Negative emotions

Mixed emotions

The app is not too time-consuming, is easy to use, and requires minimal input

Preferably customizable notification-type messages

The ability of the app to support self-regulation of the target behavior
The ability to support routine or habit formation
Retaining the app for a potential upcoming event in the future

App as afirst step in the behavior change process

Innovative features, adaptability, and interactive and 2-way communication between the app and user

Including socia interaction with users with similar needs within the app or within their community; a choice to
connect to social media platforms, competitions, and challenges with others or with themselves

Possibility to contact health professionals and practitioners within the app

Perceived capability to change one’s behavior using an app

Establishing what the user would like to achieve
Establishing how the user would like to achieve set goa's

The level of commitment while engaging with an app to change the behavior and achieve set goals

Feedback regarding the user’s performance

Tangible (eg, objects and discounts) and intangible (eg, badges and certificates) rewards in response to the user’'s
effort and gamification elements

Additional ways to provide reinforcement (eg, encouraging messages)

Triggered by the included user guidance, statistical information, additional health information, embedded profes-
sional support, community networking possibilities, tracking features, and rewards

Triggered by lack of user guidance, invasive push notifications, cognitive overload, and unrevealed in-app costs

Triggered by reminders

8COM-B: Capability, Opportunity, Motivation-Behaviour.
bTDF: Theoretical Domains Framework.
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Capability to Engage With Health and Well-Being Apps

Knowledge

Many participants perceived their knowledge on how to use an
app and the embedded statistical and health information as an
important influence on their engagement with an app. We
inferred thisfrom the desire that many people reported for clear
user guidance and, in some cases, for help on how to increase
their capability to perform abehavior (eg, demonstration of the
behavior). A participant explained that they had stopped using
an app in the past owing to “insufficient guidance on how to
useit” (Participant 8):

So this is where | start getting, well why are you
asking me these questions if you're not going to let
me carry on with it and that's where | start getting
confused, going back, not really understanding where
| need to go from here. [Participant 15]

Furthermore, the importance of statistical information about
their progress and achievements was reported by most
participants:

It'snice to see your progress on a graph and it’s just
very clear. It'sa single screen, you have icons for all
the activities that you've done during the day.
[Participant 6]
In addition, most participants expressed the need for relevant
and comprehensive health information:

Knowledge is key. [Participant 14]
Several participants stated that having embedded educational
articles would help them to build knowledge and understand
and manage their behavior better. Not getting enough health
information was reported as the main reason for a participant
to look for adifferent app:

It's got to have the information that | want and have
it easily accessible. [Participant 2]

Memory, Attention, and Decision Processes

Parti cipants perceived reduced cognitive load and customizable
notification-type reminders asfactorsthat positively affect their
capability to engage with an app. All participants described
favoring apps with reduced cognitive load. Thisincluded apps
with limited complexity, less data input, and a limited number
of available features to choose from.

A participant suggested that an app should apply a multilevel
approach with “a light version of an app and then enhanced”
(Participant 15). They described that an app might haveasimple
version for basic users with no registration and minimum data
input and a more advanced version with all features available
for power users.

Several participants expressed that atime-consuming app would
be immediately deleted:

A mood tracker is something | probably wouldn’t use

because it looks like it would require a lot of data of

me putting in and typing it on to stuff. [Participant 7]
Although push notifications were considered more or less
annoying, many participants described reminders as being
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particularly useful. A participant described that not being
reminded to engage with an app led him to disengage:

Because | wasn't reminded, | stopped using it. And |
think that’s really important. [Participant 1]

However, a few participants who reported not finding
notifications useful stated that they would immediately turn the
reminders off or delete the app:

I’msure there are many apps |’ ve deleted because of

reminders. [Participant 7]
Others have suggested that reminders might cause harm. For
example, a participant described uninstalling a smoking
cessation app asthe reminders periodically reminded them about
their addiction, thus serving as a prompt that induced cigarette
cravings. However, 12% (2/17) of participants proposed that
opting in to receive reminders would be desirable instead of
opting out. In addition, a participant suggested that human-like
remindersin theform of SMStext messageswould belesslikely
ignored and would create the perception of ahuman touch within

the app:

| think text messages would work better because |
don’'t ignore my text messages and my WhatsApp
messages because there's real people connected to
those, you know? ... if | could think of an ideal it
would be a text message that kind of asked you a
question and you replied and it felt like it was a
human being. [Participant 6]

Behavior Regulation

Participants perceived that self-monitoring, established routines,
and safety netting and stepping-stone characteristics of the app
would enhance their engagement with the app.

All described self-monitoring features asimportant in behavior
regulation, even when there is no particular goal set or when
achieving the goal shows adelay:

Monitoring, really because the goal isprobably going
to go a hit by the wayside because work has been too
busy and life has changed and lots of stuff has
happened this year. So I’'m behind my goal but | till
use it as a monitor. [Participant 17]

Some participants reported that adaily routine of using an app
would make engagement with it more accessible and continuous.
Of the 17 participants, 2 (12%) participants described how using
aweight management app for a week was necessary for them
to get into a routine and helped them stay engaged after that.
However, one of them explained that it was difficult to use the
app in the beginning, although after afew days, it got easier.

A number of participants explained that they perceived physical
activity apps as stepping-stones to physical activity services,
with the app acting as an intermediate tool in behavior change.
Of the 17 participants, 2 (12%) participants described that an
app helped them to get enough experience and practice home
workouts that boosted their confidence to eventually sign up
for agym membership:
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You can just literally do it at home [fitness app] until

you feel | suppose a bit more confident to go out and

join [the gym]. [Participant 10]
Many of the participants described apps as a safety netting tool
(eg, relapse prevention). Severd participants reported atendency
to reengage with a weight management app periodically and
when necessary to regulate their weight, for example, before or
after aholiday season or an important upcoming event because
the app had helped them achieve their goalsin the past:

I think | have periodically come back toit and thought
“no it worked before, it'll work again.” [Participant
13]

Opportunity to Engage With Health and Well-Being
Apps

Environmental Resources

Participants perceived that tail oring the technol ogy was afactor
that would influence sustained engagement. Many participants
expressed the need for features that would create a better
physical opportunity to engage with an app and a more
personalized experience during the engagement. Many
participants described seeking to engage with appsthat provide
2-way communication, which can adapt to the person’s needs
based on how they interact with such tools. Several participants
mentioned the inclusion of innovative features. These features
comprised embedded artificial intelligence (Al) to receive
health-related advice and tailored content; facial recognition;
and recognition of nonverbal cues for better outcomes in
physical activity, for example, correcting posture; and using the
phone’'s camerato provide nutritional data of cooked food:

Ifit'ssmart, aswell. Hasit got a little bit of artificial
intelligence built into the background? Isit using my
data? Is it saying “do you know what? Actually,
you've done really well this week, you've used the
app this amount of times. How are you feeling?”
[Participant 2]
A participant described that the lack of novelty of an app would
lead them to disengage with it. In contrast, another reported the
opposite—they would feel put off if they would need to learn
new features:

It'sno good downl oading an app and then six months
later looking at that app and it’s still the same, that
would stop me. [Participant 14]

If something’s working we want it to stay asit is, we
don't want it to change, and even if there are
improvementstoit, if it’snew it can kind of put people
off in a way. [Participant 13]
Syncing with wearables or other additional devices was
described as desirable by many.

Social Influences

Peer support and socia support (practical) were perceived by
participants asfactorsthat may sustain engagement with an app.
Several participants perceived networking within a web-based
community as necessary peer support. Some described that
sharing and exchanging experiences with others would
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encourage and motivatethem in their journey. Others suggested
anonymity for users and moderation of discussions to avoid
“misinformation” (Participant 12):

| like the idea that it's round the clock support,
because so very often with mental health issues it’s
kind of 2 o’clock in the morning that they are the
wor st, and that iswhen you need to talk to somebody,
and the idea of having a community who you don’t
have to explain how you're feeling sounds really
good. [Participant 11]

Embedded social mediato sharetheir progress with others was
reported asauseful feature only by afew participantswho were
using physical activity or weight management apps. However,
acouple of participants highlighted that this feature should be
optional. Physical activity and weight management app users
also described challenges and competitions as motivating and
fun:

There's challenges, which will help you with your
weight loss, your fruit and vegetable intake, the
exercise challenges that you can do, either with
yourself or your friends, which are good for
motivation. [Participant 15]

All participants expressed their preferencefor an app that would
offer built-in professional support, such as health practitioners,
coaches, and dieticians (for social support and practical
support). A participant with an existing medical condition
described the need for health practitioner support within an app.
In addition, 12% (2/17) of participants described that built-in
support would help with accountability, and 6% (1/17) of
participantsindicated that they would bewilling to pay to access
an app with in-built support. Another participant commented
that the embedded professional support was the best feature of
amental health app they were using:

Yeah if you could sort of talk to a healthcare
professional in that app | think that would be better,
because then they would have the up to date | suppose
treatments and methods so that you know you're not
going on old information. [Participant 10]

I: If you would need to say just one thing that is the
best in the app, what would that be? P: The support.
[Participant 11]

Motivation to Engage With Health and WelI-Being Apps

Beliefs About Capabilities

Apps were perceived by several participants as useful tools to
enhance their self-confidence in changing their behavior. A
participant described that the community networking
opportunities further helped her self-confidence and motivated
her to use the app:

The app made me feel more confident in doing it, even
it was just basic home exercises. [Participant 7]

Goals

Goal setting and action planning were perceived as key factors
for sustained engagement and motivators of behavior change.
Goal setting was reported as being valuable by all participants
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in addressing behavior change; however, half of the participants
described the need for action planning features to help them
achieve their set goals:

I’d want something which was a bit more than press
one button every day to say you haven’t smoked; it
was great for the first 10 minutes of using the app
because | got all this information about “wow
thousands of pounds and the health benefits and
then after that it wasliterally just pressthis button to
say you haven't smoked, and that wasn't really
enough for me. [Participant 13]

Beliefs About Consequences

Several participants expressed that their level of commitment
to achieve their goal shaped the level of engagement with the
app they used:

The app, the initial—the main reason you're on that
app isto get your result of what you want to achieve,
what you want to do to help you stay on track.
[Participant 9]

Reinforcement

Many participants perceived feedback, rewards, and
encouragement as automatic motivational factors that may
sustain engagement with an app. A number of participants
expressed that they needed continuous feedback to reinforce
their continuous use:

I think an app that might give you feedback, a

notification, that would keep me entertained and

would keep my level of focus and wanting to continue

with it. [Participant 3]
Intangible rewards (ie, badges and certificates) were described
as another form of reinforcement by severa participants for
motivating them and as “ nice” (Participant 14) or something
to*“ show off” (Participant 5). However, some other participants
described intangible rewards as irrelevant. They reported that
thetangible rewardsthey received in the past, including cinema
tickets, lower insurance premiums, and loyalty points that can
be exchanged for objects or afree water bottle, provided better
motivation to engage with the app than intangible ones. In
addition, a few participants expressed the need for
encouragement in the form of motivational messages:

In this context, so badges, you earn nine of 24 badges
so far. For mealittle bit irrelevant actually, what are
you going to do with it, there's other reasons why
you're quitting, not to get the badges. [ Participant 16]

Emotions

Participants expressed positive emotions regarding available
user guidance, dtatistical information, additional health
information, embedded professional support, the possibility for
community networking, self-monitoring features, and rewards.
However, negative emotionswere expressed for thelack of user
guidance, invasive push notifications, and cognitive overload.
Finally, feedback on reminders was person-dependent and
triggered mixed feelings across participants.
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Discussion

Principal Findings

This study applied the COM-B and the TDF to explore users
views about factors that influence engagement with health and
well-being apps. We found that knowledge, such as user
guidance and statistical information; memory, attention, and
decision processes, such as reduced cognitive load;
environmental resources, expressed by thetailored technol ogy;
and social influences, referred to as peer and professional
support, are the most important factors for participants
engagement.

Many factors identified in this study are consistent with those
in previous literature. Previous research has found that
engagement with health apps is greatly influenced by factors
affecting users capabilities, including different types of
knowledge (user guidance, statistical information, and health
information) [20,36], reduced cognitive load, reminders, and
self-monitoring features [20,22,37]. These factors could be
targeted during app development updates of existing apps to
improve user engagement. In line with previous findings,
reminders were not found to be universally useful [20]. A
possible explanation is that reminders may be
behavior-dependent and person-dependent. Some participants
reported that they had stopped engaging with a health app
because they were not reminded to continue using it, whereas
others tended to ignore or delete the apps that sent reminders.
Thisresearchisthefirst toidentify anovel factor, the perception
of certain apps as stepping-stones to more intensive behavior
change. For example, a home-based workout app or awalking
app could seek to provide enough self-efficacy and competence
for an individual to join agym or start using arunning app. An
explicit stepping-stone approach could be a useful addition for
apps targeting behaviors that are harder to achieve because of
negative emotions, such as embarrassment, shame, or pressure,
including those targeting sedentary behavior. Thisnovel finding
shows that sustained engagement is not always necessary to
support desired health and well-being outcomes through
additional behavior change activities.

Engagement is further influenced by the users physical
opportunities, such as talored technology, and socid
opportunities and peer support, including community
networking, embedded social media and social competitions,
and professional support [20,24,25,37]. Some userswould want
the app to be based on machine learning opportunities and on
2-way interaction with users. The adaptable nature of an app
and the provision and level of Al included may also play akey
rolein engagement. These factors may be harder to include once
an app is devel oped; therefore, it might be important to consider
these aspects during the development process. Indeed, such
tailored technology may be the most important aspect to
consider. For example, athough there may be financial
considerations precluding the provision of personal, professional
support within an app, this service may be developed using Al.
These forms of technological personalized models in health
behaviors such as nutrition or smoking, including machine
learning models, have been suggested to aid the process of
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making decisions about diet and food [38]. However, Al has
not yet been found in diet monitoring apps[39]. A randomized
controlled trial found that participants allocated to an advanced
version of asmoking cessation app with an Al chatbot had 107%
higher engagement with the app and over twice the odds of
being abstinent at 1-month follow-up compared with participants
using the standard version of the app [40]. Furthermore, timely
Al-based behavior change support received just in time may
further increase behavior change. Although unguided
interventions can be effective, having professional support
within an app tends to increase effective engagement [16].
Simple interventions that do not require professional support
can be more widely disseminated and are more cost-effective
than those with embedded professional support [16].

Users reflective motivation, including beliefs in their
capabilities (self-confidence), consequences (commitment), and
goas (goal setting and action planning), is essentia for
engagement. Although the first 2 factors are harder to address
because they are within-person factors, the latter can be easily
implemented as features of the app. A possible way to increase
self-confidence and commitment is perhaps to address these
within the app by using quizzes or articles [41], (eg, for
commitment, “How to stay on track to achieve your goal?’) or
check-in messages using Al [40].

Emotions are considered as automatic motivation factors and
are a powerful driver of behaviors that affect adherence, for
example, engagement with a health app [42]. It is noteworthy
that we did not identify emotions directly influencing
engagement, or we failed to identify them. However, we found
evidence that the other factors affected participants emotions.
Appealing features, such as statistical and health information,
embedded peer and professional support, and tracking features
and rewards, triggered positive emotions. In contrast, alack of
user guidance, invasive notifications, and cognitive load
triggered negative emotions. A better understanding of how the
presence or absence of specific features affect participants
emotions may be useful for the devel opment of new appsor the
refinement of existing apps, which, consequently, may lead to
better engagement with health apps.

Strengths and Limitations

A strength of this study isthe methodology used. First, to assure
that the research was as relevant and meaningful as possible,
the study protocol was devel oped with policy maker and patient
and publicinvolvement representativesin the design of thetopic
guide. Second, the research was further informed by
well-established theoretical models; the COM-B and the TDF
and peer debriefing were used to help data interpretation and
data analysis [34]. Third, the purposive sampling technique
allowed the recruitment of a diverse sample regarding gender,
educational level, and employment status. Finally, member
checking was conducted, which is atechnique used to establish
the credibility of the findings by sending a brief summary of
the findings to randomly selected participants [35].

This study has several limitations. The recruitment of a sample
of participants with more diverse demographics might have
identified additional factorsthat areimportant for engagement.
Several participants were not using health or well-being apps
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at thetime of theinterviews and had not downloaded any health
and well-being apps during the 6 months before the interview.
Thismay have led to limitations associated with the challenges
of retrospective recall. Although the research aimed to recruit
aheterogenous sampleto capture awide with big 4 public health
priority behaviors related to prevention (smoking, alcohol
consumption, physical activity, and diet) and mental health
apps, a homogenous sample may have allowed for a more
in-depth understanding of engagement with apps for specific
behaviors. The study only included participants who considered
using a smartphone app to change their behavior in the future.
Including participants who have used health and well-being
apps in the past but are less receptive to using them now may
have provided additional perspectives on factors influencing
app engagement. The findings may be influenced by the
intention-behavior gap, with participants reporting on factors
perceived as important for changing their behavior through an
app. However, this does not mean that they would act on their
intention. An example of this is the finding that many
participants wanted accessto aweb-based community. Although
web-based communities typically suffer from the 90-9-1
principle, whereby the content in web-based communities is
generated by 1% of the members, with 9% editing or modifying
it and 90% being passive observers [43], this may not be the
casewith aclosed community built to support behavior change,
where individuals are seeking support from each other. In
addition, the meaning of the term engagement was not explicitly
defined during the interview when individuals shared their
experiences and views of engagement. Their interpretation of
engagement is likely a mixture of microengagement and
macroengagement, and a distinction between these 2 levels of
engagement was not considered when interpreting the findings.
Finally, of the 6 participants who were contacted, only 2 (33%)
responded to the request for external validation. Therefore, it
is not clear whether the other participants disregarded our
request or disagreed with our interpretation.

Implications and Future Research

Thisresearch providesinsight for stakeholdersin public health,
policy makers, and developers of apps that target disease
prevention and health promotion. Our findings may also be used
to inform the development of interventions aiming to promote
engagement with evidence-based health and well-being apps.
In the United Kingdom, this aligns with the priorities of the
National Health Service's long-term plan (ie, digital first).

Our main finding is centered around providing the necessary
support for increased engagement with health apps. We found
that embedded professional support may have a substantial
impact on engagement, although it may not be beneficial for
all heath behaviors. Embedded social support may be
particularly important for some behaviors that are more likely
to be complex and require intensive support to maintain
engagement. These behaviors are the ones that require
reassurance, guidance, or emotional support [16], such as apps
targeting substance misuse or those devel oped to improve mental
health. Although it isnot alwaysfeasibleto develop an app with
embedded professional support, there might be different ways
outside of the app to address this need. For instance, there may
be a way to provide support within community-based care to
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assist with the uptake of health apps and with the progress of
or potential barriers to engagement. Another way to mitigate
the absence of embedded professional support isto investigate
the potential efficacy of advanced computational techniques,
such as Al, to mimic the support provided by health care
professionals (eg, in the form of chatbots or other types of
conversational agents). There is an urgent need for more
research on the optimal type (eg, technology-mediated or
blended) and timing of support needed within various health
and well-being smartphone apps.

To better meet users' needs, the design of apps would ideally
be informed by a user-centered and iterative development
process, supported by mixed methods research, including
in-depth interviews. As app engagement is generally greater in
those with higher socioeconomic status [44], involving
individuals with lower socioeconomic status is particularly
important [16]. Furthermore, people who are directly affected
by the digital divide or digital exclusion and who may struggle
to benefit from health apps due to lack of skills or low digital
literacy could betargeted by offering app-usetutoring. Although

Szinay et a

this may require investment or relocation of resources within
community health care settings, it may increase the reach of
health apps and lead to a greater public health benefit.
Furthermore, we noted a possi ble tension between userswanting
the app to be easy to use (which may befacilitated by providing
user guidance) but at the same time not too time-consuming.
Asthe provision of user guidance helpsindividualswith limited
technological skills, we believe that such features should till
be prioritized. Undoubtedly, finding the balance between
producing an app with all features necessary for behavior change
to occur and ensuring that the app isintuitive enough will pose
achallenge for app developers.

In addition, more experimental research would help usto better
understand the effects and potential interactions among the
engagement factors identified in this study, including usability
(ease of use), reminders, embedded support, rewards, and goal
management. Textbox 1 provides asummary of considerations
to help app devel opers and commissioners design interventions
to increase effective engagement. These factors are structured
around COM-B and TDF.

Textbox 1. Considerationsfor policy makers, industry, health care providers, and app devel opersfor maximizing engagement with health and well-being

smartphone apps.

Capability, Opportunity, Motivation—Behaviour model components and consider ations for policy makers, health app portal providers, and

app developers
Capability

«  Provide user guidance on how to use an app, visual or numerical summary of progress, and evidence-based additional health information related

to the behavior targeted by the app
«  Minimize the time required to use the app where possible
o Provide customizable reminders that users could opt out from

«  Provide the option to self-monitor features

«  Promote safety netting and relapse prevention features such as the possibility to restart or reengage with the app later

. Promote aroutine for engagement with an app, for example, highlighting the role that routine may play in the effectiveness of an app

Opportunity

«  Collaborate with interaction design experts and end users to enhance the aesthetics of apps

«  Provide the possibility for community networking within the app and linking to social media as an optiona feature to share progress where

appropriate

«  Offer the possibility for social competition and challenges where appropriate

Motivation

Consider the provision of embedded professional support and, if thisis not feasible, providing offline one-to-one support with the uptake of and
the engagement with health apps; this may improve motivational factors, such as commitment, self-confidence, and perceived competence of
engaging with a health app

We advise that exploration be made for where engagement enhancement could be made with appropriate and proportionate machine learning,
artificial intelligence, or other forms of learning systems.

Develop atime-efficient app that would require as much engagement as is required to achieve the desired outcome; this might be different for
different behaviors

Include reinforcement in the form of feedback, encouraging messages, and rewards

Offer intangible rewards, such as certificates or badges

Offer tangible rewards that can be converted to discount in other places (eg, health insurance providers, pharmacies, or sports parks)
Include goal setting and action planning features on how to achieve set goals (when applicable)

Take into account the user’s emotions about certain features by involving usersin the development and update of health apps as the lack of some
features could provoke strong negative emotions such as disappointment and might lead to rapid disengagement
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Conclusions clear user guidance, require less cognitive load, and support
easy self-monitoring. Tailored technology and peer and
professional support may influence users opportunity to engage
with an app, and goal setting with action planning may play a
key role in the motivation to engage with an app.

People perceive their capability to engage with an app as an
important influence on their sustained engagement with it. This
perception wasinferred from people'sdesire for appsto contain
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Abstract

Background: Human-centered design (HCD) approachesto health care strive to support the development of innovative, effective,
and person-centered solutionsfor health care. Although their useisincreasing, thereisno integral overview describing the details
of HCD methods in health innovations.

Objective: This review aims to explore the current practices of HCD approaches for the development of health innovations,
with the aim of providing an overview of the applied methods for participatory and HCD processes and highlighting their
shortcomings for further research.

Methods: A narrativereview of health research was conducted based on systemati ¢ el ectronic searchesin the PubMed, CINAHL,
Embase, Cochrane Library, Web of Science, PsycINFO, and Sociological Abstracts (2000-2020) databases using keywordsrelated
to human-centered design, design thinking (DT), and user-centered design (UCD). Abstracts and full-text articles were screened
by 2 reviewersindependently based on predefined inclusion criteria. Data extraction focused on the methodol ogy used throughout
the research process, the choice of methods in different phases of the innovation cycle, and the level of engagement of end users.

Results: This review summarizes the application of HCD practices across various areas of health innovation. All approaches
prioritized the user’s needs and the participatory and iterative nature of the design process. The design processes comprised
several design cycles during which multiple qualitative and quantitative methods were used in combination with specific design
methods. HCD- and DT-based research primarily targeted understanding the research context and defining the problem, whereas
UCD-based work focused mainly on the direct generation of solutions. Although UCD approaches involved end users primarily
astesters and informants, HCD and DT approaches involved end users most often as design partners.

Conclusions: We have provided an overview of the currently applied methodol ogies and HCD guidelines to assist health care
professionals and design researchers in their methodological choices. HCD-based techniques are challenging to evaluate using
traditional biomedical research methods. Previously proposed reporting guidelines are a step forward but would require a level
of detail that is incompatible with the current publishing landscape. Hence, further development is needed in this area. Special
focus should be placed on the congruence between the chosen methods, design strategy, and achievable outcomes. Furthermore,
power dimensions, agency, and intersectionality need to be considered in co-design sessions with multiple stakeholders, especially
when including vulnerable groups.

(JMIR Mhealth Uhealth 2021;9(12):628102) doi:10.2196/28102
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Introduction

Background

Health systems are experiencing a progressive imbalance
between available resources and increasing needs. The world
population is growing, and the incidence of chronic diseasesis
rising; however, the funds allocated to health care are limited
[1,2]. The need to provide optimized, individualized, and
person-centered care is growing. Addressing these competing
needs and complex problems requires novel and creative
approachesfor the devel opment of health care solutions. Design
approaches to health care promise to aid the development of
innovative, effective, and person-centered solutions to health
challenges, supporting the realization of afuturefor health care
that is preventative, personalized, and participatory in nature
[3,4]. Different medical disciplines are increasingly applying
human-centered design (HCD) to arange of complex questions,
from process optimization to product design and social
innovation [5-7]. HCD is often described as an iterative,
collaborative, and people-centered approach for designing
products, services, and systems and is argued to be particularly
well-suited for solving complex challenges[8]. In recent years,
a growing number of health care professionals have applied
HCD to develop person-centered health care solutions in
collaboration with patients [9]. For example, the Department
of Obstetrics and Gynecology at Mayo Clinic used HCD to
develop anew prenatal care model designed to demedicalize a
healthy pregnancy experience [10]. By enabling women to
meaningfully participate in the process through the use of
self-measurement tools, their levels of engagement, sense of
control, confidence, and reassurance significantly increased.
Another exampleis the nurse-led quality improvement project
at Kaiser Permanente Northern California. HCD principleswere
used for a patient-centered approach to improve inpatient pain
management. The experiences of frontline nurses, patients, and
managerswere collected, evaluated, and applied toimprovethe
care experience of patients and the work experience of care
providers [11].

However, the application of HCD beyond the design sector and
its adoption in health research is still initsinfancy [4,12]. The
number of HCD studies that describe a full project cycle is
limited, and even fewer publications focus on the eval uation of
research projects that use HCD [13]. A recent scoping review
on the application of HCD in globa health provided a first
overview of itsapplication and health outcomesin public health.
The review concluded that increased methodological rigor in
the application and reporting of HCD is needed to allow for
more acceptance and integration of design practicesinto research
and development [13,14]. However, currently, there is no
integral collection of HCD approaches and methods used in the
development of health innovations. We performed this review
to fill this gap.

HCD evolved from the collaborative design movement and
covers a range of overlapping collaborative processes and
techniques such as, and not limited to, participatory design,
ethnography, cocreation, contextual design, co-design, and
empathic design. These processes share several principles: the
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active involvement of users, an iterative design process, and
the organization of multidisciplinary teamwork [15-17]. The
term HCD, as a collaborative multimethod approach, is often
used interchangeably with terms such as design thinking (DT)
or user-centered design (UCD) because of their similar design
philosophies. DT is an approach that prioritizes developing
empathy for users, working in collaborative multidisciplinary
teams, and using an iterative process with rapid prototyping
techniquesfor potential solutions[18]. Similarly, UCD, athough
deeply rooted in human-computer interactions, is described as
both a philosophy and a set of methods in which end users
actively influence and are involved in the design process [13].
As these principles are akin to those of HCD, this review
includes both DT and UCD as variations that apply HCD
principles to further explore their similarities and differences.

Objective

Inthisreview, we systematically explore the following question:
how is HCD, and the closely related approaches of DT and
UCD, applied in the development of innovations for health
research? We specifically focus on the applied research
methodol ogies and design methods used throughout the study.
We investigate the level of engagement of end users during the
HCD design processes. As aresult, we provide an overview of
the current application practices of HCD in health research and
apractice-oriented collection of the used design methodsto aid
future researchers in their choice of methodol ogy.

Methods

Overview

A total of 2librarians, 1 from medical sciencesand 1 from social
sciences, assisted with the devel opment of a search strategy and
the selection of the appropriate databases. Our research included
health research related to biomedical, nursing, and allied health
and public health sciences. We performed multiple test runsto
optimizethe search strategy beforethefirst searchin July 2019.
A final search was performed in August 2020 to update the
included publications. The protocol for thisreview can befound
in Multimedia Appendix 1.

Search Strategy

We performed electronic searches in the following databases:
PubMed, CINAHL, Embase, Cochrane Library, Web of Science,
PsycINFO, and Sociological Abstracts. Gray literature searches
were not included. We searched for studies in the English
language that were published between 2000 and 2020. For
medical databases, the following terms were used:
Human-centered OR Human-centred OR User-centered OR
User-centred AND Design OR approach OR Design thinking.
For nonmedical databases, the following search terms were
added: Health OR Medic OR Clinic. The exact search algorithms
per database can be found in Multimedia Appendix 2.

Eligibility Criteria

We included health research studies that applied HCD, UCD,
or DT,; focused on the development process of a health
innovation; and provided a detailed description of the design
process, which included the applied process steps or phases,
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the applied design methods per process step or phase, and a
description of the involved design team and end users. We
excluded studiesif they did not focus on the design process and
did not provide a detailed description of the design processes
and the HCD, DT, or UCD methods used in the study. No
specific criteria were formulated related to the end user
popul ation.

We conceptualized a health innovation as it is applied within
the context of health research according to the World Health
Organization concept of “Health innovation identifies new or
improved health policies, systems, products and technologies,
and services and delivery methods that improve people's health
and wellbeing.”

Screening and Data Extraction

We downloaded relevant papers on the Endnote bibliographic
software (Clarivate Analytics) and removed duplicates. Wethen
uploaded the Endnote database with the remaining papers on
Rayyan, aweb application that supportstheinitial screening of
publication titles and abstracts [19]. A total of 2 reviewers
independently screened the titles and abstracts for inclusion
eigibility and subsequently screened the full-text articles
independently for inclusion. We resol ved disagreementsthrough
discussions. To determine the level of agreement, both Cohen
K value and the percentage of agreement were cal culated.

Data Retrieval and Analysis

We conducted a stepwise analysis of the included publications,
focusing on (1) study characteristics, including design phases
and methods, (2) level of end user involvement, and (3) quality
assessment.

Study Characteristics

We extracted the following data from each article: year of
publication, first author, title of the study, aim of the study, end
user of theinnovation, type of innovation, study design, design
approach, design approach reference, design process phases,
applied research and design methods, and the design-based
problem-solving strategy.

For the classification of the applied qualitative and quantitative
research and design methods, research methods were defined
as “methods traditionally used within scientific research,
oriented towards understanding” and design methods were
defined as “methods not traditionally used with scientific
research, oriented towards action or solution creation for defined
problems’ [20,21]. These distinctions were made based on the
discussions between the authors. To define the design-based
problem-solving strategy, we used the categories of
problem-focused strategy (PFS) versus sol ution-focused strategy
(SFS). Studies that use a PFS aim to define or reframe the
problem before formulating possible solutions. Studiesthat use
an SFS approach focus on the development of a predefined
solution, investing little time in defining or reframing the
problem [22].
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Level of I nvolvement of the End User

To define the level of engagement of the end user, we adopted
a modified framework proposed by Druin [23], which was
originally used to categorize the participating role of children
in adesign process. The participating roles were users, testers,
informants, or design partners, with increased levels of
involvement for each role. Users help researchers and designers
understand the problem context and user needs. The role of
testers builds upon this role by including end users as part of
the initial or functional prototype testing. In the role of
informants, end users are involved during various stages of the
design process, and they contribute to idea generation and
providefeedback ontheinitial and functional prototypes. Inthe
role of design partners, end users are considered equal partners
of the design team and are involved at all stages of the design
processand fully included during the decision-making processes.

Quality Assessment

We assessed the quality of reporting and analysis of the study
designs using the Mixed Methods Appraisal Tool (MMAT),
which allows for the appraisal of studies for literature reviews
that include qualitative, quantitative, and mixed methods studies
[24]. As most HCD studies apply a multimethod approach, we
considered this tool fit for purpose. The MMAT contains 2
general screening questionsand 5 study design—specific criteria
for assessing quantitative and qualitative studies. For mixed
methods studies, we applied both sets of criteria, in addition to
5 gpecific mixed methods criteria. The scores per item could
vary between yes (criterion is met), no (criterion is not met),
and can't tell (paper did not report appropriate information to
rate this criterion).

One of the authors first performed the data retrieval and
conducted the stepwise analysis described above. Subsequently,
both authors reviewed and discussed the resullts.

Results

Overview

In the following sections, we have provided an overview of the
literature search results and the study characteristics of the
included studies. Subsequently, severa aspects of the studies
have been highlighted, including the applied design theories,
guidelines, strategies, and design process steps. Furthermore,
we evaluated the applied research and design methods and the
role in which end users were involved throughout the studies.

Our literature search identified 7560 records. Of the 7560 papers,
after the removal of 4072 (53.86%) duplicates and exclusions
on the basis of abstract for 3097 (40.97%) papers and full text
for 309 (4.09%) papers, 82 (1.08%) articles were included in
the final analysis (Figure 1). Interrater agreement on the
inclusion and exclusion of the studies was 96%, with Cohen
k=0.81.
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Figurel. PRISMA (Preferred Reporting Items for Systematic Reviews and Meta-Analyses) flowchart of the screening process.
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. afocus on improving patient care. The most common type of
Study Characteristics study design was a mixed methods strategy (47/82, 57%), that
Of the 82 included papers, 68 (83%) were published between is, a combination of qualitative, quantitative, and design
2015 and 2020. Most studies originated from the United States  methods. Of the 82 studies, 33 (40%) combined only qualitative
(34/82, 41%), the Netherlands (7/82, 9%), the United Kingdom  methodswith design methods. A detailed overview of the study
(6/82, 7%), and Canada (6/82, 7%). Most studies focused on  characteristics is presented in Table 1.
patients as the end users and devel oped health innovations with
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Table 1. Characteristics of the included studies.
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Author Country Title End user population Innovation type Design ap- Study design
proach
Bae et a [25] Korea Development of auser-cen- Patients who experience  Web-based system  User-centered ~ Mixed methods
tered health information depression system develop-
service system for depres- ment
sive symptom management
Birnieeta [26] Canada | CanCope PostOp: user- Children and adolescents  Pain self-manage- ucp? Mixed methods
centered design of asmart-  who haverecently under- ment app
phone-based app for self-  gone any type of day
management of postopera-  surgery
tive pain in children and
adolescents
Brox eta [27] Norway User-centered design of seri-  Seniors Serious game ucb Mixed methods
ous games for older adults
following 3 years of experi-
ence with exergames for se-
niors: astudy design
Carnsetad [28] United King- Rethinkingthefoamcosme- Peoplewith lower limb  Foam cosmesisfor ~ User-centered ~ Mixed methods
dom sis for people with lower absence prosthetic limbs product design
limb absence
Carey-Smithet  United King- A user-centered design pro- Older peoplewith sleep  Sleep improvement UCD Quadlitative
a [29] dom cessto develop technology — or wake pattern distur-  technology
to improve sleep quality in  bance
residential care homes
Caroeta [30] Mexico FroggyBobby: an exergame Childrenwith motor coor- Exergames for chil- UCD Quialitative
to support children with dination problems dren with motor
motor problems practicing problems
motor coordination exercises
during therapeutic interven-
tions
Cataani et al Kenya A clinical decision support  HIV clinical care Clinical shared deci- pcpP Mixed methods
[31] system for integrating tuber-  providers sion support system
culosisand HIV carein
Kenya: a human-centered
design approach
Cawood €t a New Zealand  Creating the optimal Hospital staff Nonclinical HCD Qualitative
[32] workspace for hospital staff workspaces
using human centered de-
sign
Civan-Hartzler  United States  Bringing thefieldintofocus:  Survivors of breast can-  Patient expertiselo- UCD Qualitative
eta [33] user-centered designof a  cer cator for web-based
patient expertise locator health communities
Connelly eta  United States Development of an ecologi- Mexican-American Patient experiences  User-centered, Mixed methods
[34] cal momentary assessment  women assessment app iterative design
mobile app for alow-litera-
¢y, Mexican American pop-
ulation to collect disordered
eating behaviors
Crespinet a Canada Feasibility of adaptingthe  Surgeons and gastroen-  Laparoscopic ucb Mixed methods
[35] fundamentals of laparoscop-  terologists surgery training box
ic surgery trainer box to en-
doscopic skillstraining tool
Curtiseta [36] United King- Targeting parentsfor child- Parents of children with Healthy eatingapp UCD Mixed methods
dom hood weight management:  weight management
development of atheory- problems
driven and user-centered
healthy eating app
DabbsdeVito  United States  User-centered design and Patients with alung Personal hedlth ucb Mixed methods
eta [37] interactive health technolo-  transplant tracking app

giesfor patients
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Author Country Title End user population Innovation type Design ap- Study design
proach
Das and Norway Human-centered methodsin  Petients undergoing eHealth solution for HCD Mixed methods
Svanaes [38] the design of an eHealth so-  weight loss treatment weight loss treat-
lution for patients undergo- ment
ing weight loss treatment
Davieset a United King-  Recommendationsfor devel- - pegp|e with COPD® Mobile app for User-centered,  Mixed methods
[39] dom oping support tools with COPD self-manage- iterative design
people suffering from ment
chronic obstructive pul-
monary disease: co-design
and pilot testing of amobile
health prototype
Dijkstraet a The Nether- Development of ehome,a  Homecarenurses, gener- e-home solution for HCD Mixed methods
[40] lands mobileinstrument for report- @ practitioners, and monitoring and con-
ing, monitoring, and consult-  pharmacists sulting
ing drug-related problemsin
home care: human-centered
design study
Eberhart et al United States Usingahuman-centeredde- Parentsand childrenwho Physical decison-  HCD Qualitative
[41] sign approach for collabora-  are dealing with asthma  making aids
tivedecison-makinginpedi- management in alower
atric asthmacare income environment
Erol Barkana  Turkey Improvement of design of a Surgeonswho perform  Eye-tracking device UCD Qualitative
and Agik [42] surgical interfaceusingan  kidney tumor cryoabla-
eye tracking device tions
Erwinetal [43] United States Development of aframe- Patientsreceiving prena-  Conversationframe- HCD Qualitative
work and tool to facilitate ~ tal care work
cost-of-care conversations
with patients during prenatal
care
Ettinger et a South Africa Building quality mHealthd Community healthcare  mHedthapptoin-  HCD Mixed methods
[44] for low resource settings workers form clinical deci-
sion-making
Fabri et al [45] United King- Usingdesignthinkingtoen-  Students with autism Web-based toolkit ~ pe Mixed methods
dom gage autistic studentsin
participatory design of an
online toolkit to help with
transition into higher educa-
tion
Farinangoeta Colombia Human-centered design of  Individuals at risk for Personal health HCD Mixed methods
[46] apersonal health record metabolic syndrome record system
system for metabolic syn-
drome management based
on the |SO 9241-210:2010
standard
Ferrisand Shep-  United States  Thedesign of neonatal incu-  Infants, medical practi-  Neonatal incubators HCD Qualitative
ley [47] bators: a systems-oriented,  tioners, and family mem-
human-centered approach  bers
Foley et a [48] United States  Primary care women's Women receiving health  Health screening HCD Qualitative
health screening: a case screeningin primary care  tool
study of acommunity en-
gaged human centered de-
sign approach to enhancing
the screening process
Fortuna et al United States  Adapting apsychosocial in- Middle-aged and older ~ Mobileapp for med- UCD Qualitative
[49] tervention for smartphone  adults with serious men- ical and psychiatric

delivery to middle-aged and
older adults with serious
mental illness

tal illnesses

self-management
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Author Country Title End user population Innovation type Design ap- Study design
proach
Furberg et a United States A digital decision support ~ People diagnosed with  Tablet-based deci-  UCD Qualitative
[50] tool to enhance decisional  fragile X syndromeand  sion support tool
capacity for clinical trial clinicians
consent: design and develop-
ment
Gacnik et a Slovenia User-centered appdesignfor - Children with speech- App for speech ucb Mixed methods
[51] speech sound disordersinter- - language pathology sound disorder thera-
ventionswith tablet comput- py
ers
Garvelink etal  Canada Development of adecision  Older adultsand theirin- Decision guide ucb Mixed methods
[52] guide to support the elderly  formal caregivers (physical)
in decision making about
location of care; an iterative,
user-centered design
Garvelink etal  Canada Deciding how to stay inde-  Seniorswith lossof au-  Interactive website  UCD Qualitative
[53] pendent at home in later tonomy
years. development and ac-
ceptability testing of aninfor-
mative web-based module
Garvinet a United States  Descriptive usability study  Clinicians caring for pa=  Clinical decisonand UCD Mixed methods
[54] of CirrODS: clinical deci-  tientswith cirrhosis workflow support
sion and workflow support tool (digital)
tool for management of pa-
tients with cirrhosis
Garzoeta [55] France Design and development of  People with Parkinson  Gait training app ucb Mixed methods
agait training system for disease
Parkinson's disease
Gaynor et a United States A user-centered, learning People with asthma Mobileappfor asth- UCD Qualitative
[56] asthma smartphone applica- maself-management
tion for patients and
providers
Gill et d [57] Canada Feasibility and acceptability Women who underwent  Web-basedinterven- UCD Mixed methods
of amobiletechnology inter- an abortion tion for postabortion
vention to support post care support
abortion care (The FACTS'
study phasell) after surgical
abortion: user-centered de-
sign
Giunti etal [58] Spain More stamina, agamified ~ Young adultswho have  mHealth solution ucb Qualitative
mHealth solution for per- been diagnosed with
sonswithmultiplesclerosis:  multiple sclerosis
research through design
Godinho et a Portugal Improving accessibility of ~ Motor-disabled persons ~ Text-entry method ~ User-centered ~ Mixed methods
[59] mobile deviceswith Easy-  who experiencetext-en-  for mobile devices  approach
Write try difficulties when us-
ing mobile devices
Gouldetal [60] United States Development and refine- Older veterans Educational material  UCD Mixed methods
ment of educational materi- for mobile mental
astohelp older veteransuse health apps
VAY mental health mobile
apps
Greeneta [61] United States Tracking careintheemer-  Emergency department  Emergency depart- UCD Qualitative
gency department physicians ment tracking board
Griffineta United States  Creatingan mHealthappfor Peopleat risk for colorec- mHealth screening  UCD Mixed methods
[62] colorectal cancer screening:  tal cancer aged =50 years  solution

user-centered design ap-
proach
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Author Country Title End user population Innovation type Design ap- Study design
proach
Grossmaneta United States  Leveraging patient-reported  Patientswith heart failure  Datavisualization ~ UCD Mixed methods
[63] outcomes using datavisual- and health careproviders
ization for patients with heart
failure
Hafizetal [64] Denmark Theinternet-based cognitive  Patients with unipolar Web-based cogni- ucb Mixed methods
assessment tool: system de- and bipolar disorder tive assessment tool
sign and feasibility study
Hardy et al [65] United King- How inclusive, user-cen- People who fear harm Digital solutionfor UCD Qualitative
dom tered design research can from others psychological thera-
improve psychological ther- py
apiesfor psychosis. develop-
ment of SlowMo
Harte, R. [66]  Ireland Human-centered design Older adultswithfall risk Mobileapp for fall HCD Mixed methods
study: enhancing the usabili- risk detection
ty of amobile phone appin
anintegrated fallsrisk detec-
tion system for use by older
adult users
Hartlzer et a United States  Design and feasibility of in-  Patients following Patient dashboard HCD Mixed methods
[67] tegrating persondlized pPRO"M  prostate cancer treatment
dashboards into prostate
cancer care
Herschmanetal Canada Development of a smart- Adolescentswith lupus  Maobile app for ado- UCD N/AT
[68] phone app for adolescents lescents
with lupus: a collaborative
meeting-based methodology
inclusive of awide range of
stakeholders
Horsky and United States  Development of acognitive Clinicians Patient record sum- UCD Quialitative
Ramelson [69] framework of patient record mary review
summary review in the for-
mative phase of user-cen-
tered design
Huberty et al United States  Development and design of ~ Pregnant women SMStext messaging UCD Mixed methods
[70] an intervention to improve
physical activity in pregnant
women using Text4baby
Isenberg et a United States An advance care plan deci- Patientswho are prepar- Advance careplan- HCD Mixed methods
[71] sion support video before  ing for major surgery ning decision sup-
major surgery: apatient- and port video
family-centered approach
Johnston et & United States  Designing and testing a Older adultswith COPD Web-based interface  UCD Mixed methods
[72] web-based interface for self- for self-monitoring
monitoring of exercise and of exercise
symptoms for older adults
with COPD
LanHing Ting France Examining usage to ensure  Older adultswithfall risk Balance assessment HCD Mixed methods
eta [73] utility: co-design of atool tool
for fall prevention
Lunaeta [74] Argentina User-centered design im- Physicians Drug—drug interac- UCD Mixed methods
provestheusability of drug- tion aert system
drug interaction aerts: exper-
imental comparison of inter-
faces
Ma, Wu and Taiwan A new design approach of ~ Patientswith strokeand Persona assistive ucb Qualitative
Chang [75] user-centered designona  hemiplegia bathing device

personal assistive bathing
device for hemiplegia

https:.//mhealth.jmir.org/2021/12/28102

RenderX

JMIR Mhealth Uhealth 2021 | vol. 9 | iss. 12 [e28102 | p.167
(page number not for citation purposes)


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

JMIR MHEALTH AND UHEALTH

Gottgens & Oertelt-Prigione

Author Country Title End user population Innovation type Design ap- Study design
proach

Madrigal-Ca-=  Colombia Design and development of  Peoplewithvisua impair- Mobile app for drug UCD Qualitative
david et a [76] amobile app of drug infor-  ment information

mation for peoplewith visu-

a impairment
Marker and United States  Iterative development of a  Parents of children with  Web-basedinterven- UCD Mixed methods
Monzon [77] web-based intervention for  type 1 diabetes tion

families of young children

with type 1 diabetes: DI PPer

academy
Marko-Holguin  United States A two-way interactivetext  Patientswithlowincome Interactive SMStext DT Mixed methods
eta [78] messaging application for  and chronic medical con- messaging app

low-income patients with ditions

chronic medical conditions:

design-thinking develop-

ment approach
Martin et a Ireland A qualitative study adopting People with braininjury  Brain-computerinte- UCD Quadlitative
[79] a user-centered approach to face

design and validate abrain

computer interfacefor cogni-

tiverehabilitation for people

with brain injury
McGinn et a Ireland A human-oriented frame- People with disabilities ~ Assistive service HCD Qualitative
[80] work for developing assis- robot

tive service robots
McMulleneta United States  Designing for impact: identi-  Patients who recover Web-based educa= UCD Qualitative
[81] fying stakeholder-drivenin-  from major cancer tional platform for

terventionsto support recov-  surgery patients

ery after major cancer

surgery
Melnick et a United States  Patient-centered decision Emergency department  Electronic clinical ucb Mixed methods
[82] support: formative usability physicians decision support

evaluation of integrated

clinical decision support

with a patient decision aid

for minor head injury in the

emergency department
Nunez-Navaet Colombia Human-centered develop-  People with metabolic ~ Web-based social HCD Mixed methods
a [83] ment of an online social syndrome network

network for metabolic syn-

drome management
Person et a Tanzania Community co-designed School-aged children Interventiontore-  HCD Qualitative
[84] schistosomiasiscontrol inter- duce schistosomiasis

ventions for school-aged transmission

children in Zanzibar
Petersen, and Denmark Development and testing of  People with newly diag- Mobileappfor new- DT Qualitative
Hempler [85] amobile applicationto sup- nosed type 2 diabetes ly diagnosed patients

port diabetes self-manage- with type 2 diabetes

ment for people with newly

diagnosed type 2 diabetes: a

design thinking case study
Ragouzeoseta United States Am| OK? using human Patient with rheumatoid Dashboard to dis- HCD Qualitative
[86] centered designto empower  arthritis play PROs

rheumatoid arthritis patients

through patient reported

outcomes
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Author Country Title End user population Innovation type Design ap- Study design
proach
Ray et a [87] United States  Computerized clinical deci- Emergency department ~ Computerized clini- UCD Qualitative
sion support system for physicians cal decision support
emergency department—initi- system
ated buprenorphine for opi-
oid use disorder: user-cen-
tered design
Rothgangel etal  The Nether- Design and development of ~ Patients with phantom Tele-rehabilitation  UCD Mixed methods
[88] lands atelerehabilitation platform  limb pain platform
for patients with phantom
limb pain: a user-centered
approach
Salmon et a Congo Alternative ultrasound gel  Local clinicianswho use  Alternative ultra- HCD Mixed methods
[89] for asustainable ultrasound  point of care ultrasound  sound gel
program: application of hu-
man centered design
Schildetal [90] Germany A digital cognitiveaid for ~ Anesthesiologists Digital cognitiveaid UCD Mixed methods
anesthesiato support intraop- for intraoperative
erative crisis management: crisis management
results of the user-centered
design process
Sedimayreta  Germany User-centered designof a ~ Peoplewho use medica-  Mobile interfacefor UCD Mixed methods
[91] mobile medication manage- tion medication manage-
ment ment
Seeber et al Germany A design thinking approach  Parents and babies Effective vaccine DT Qualitative
[92] to effective vaccine safety safety communica-
communication tion
Sonney et a United States  Applying human-centered  School-aged childrenand Asthmaessential kit HCD Qualitative
[93] design to the development  their parents who deal
of an asthmaessentialskit  with asthmamanagement
for school aged children and
their parents
Srinivas et al United States  Context-sensitive ecologic ~ Middle-aged womenwith  Patients’ experi- ucb Mixed methods
[94] momentary assessment: ap- obesity ences assessment
plication of user-centered app
design for improving user
satisfaction and engagement
during self-report
Stevenset a The Nether-  The development of a pa- Physiotherapistsand pa= A new method for ~ UCD Qualitative
[95] lands tient-specific method for tients goal setting
physiotherapy goal setting:
auser-centered design
Tayloretal [96] United States  User-centered development  Parents of preschool - Web-based vision ucb Mixed methods
of aweb-based preschool aged childrenwithambly-  screening tool
vision screening tool opia
Timmermanet  TheNether-  cocreation of an ICT-sup-  Hedlthcareprofessionals  1CT-supported can-  UCD Mixed methods
a [97] lands ported cancer rehabilitation and survivors of lung cer rehabilitation
application for resected lung ~ CANCer program
cancer survivors. design and
evaluation
Tucker Ed- United States  Creation of adecision sup-  Prospective parents Decision support ucb N/A

mondset al [98]

port tool for expectant par-
ents facing threatened
periviable delivery: applica
tion of a user-centered de-
sign approach

tool
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Author Country Title End user population Innovation type Design ap- Study design
proach

vander Weegen The Nether-  The development of amo-  People with chronic diss  Mobile monitoring  UCD Qualitative
et a [99] lands bile monitoring and feed- ease and feedback tool

back tool to stimulate physi-

cal activity of peoplewith a

chronic disease in primary

care: auser-centered design
Vechakul etad  United States Human-centered designas  Citizens of Castlemont ~ Novel programsto  HCD Qualitative
[100Q] an approach for place-based neighborhood reduce inequitiesin

innovation in public health: infant mortality rates

a case study from Oakland,

California
Vermeulenetal The Nether-  User-centered development  Older adults Mobileinterfacefor User-centered  Mixed methods
[101] lands and testing of a monitoring amonitoring system  development

system that provides feed- process

back regarding physical

functioning to elderly people
Vilardagaeta  United States  User-centered design of Peoplewith seriousmen-  Smoking cessation  UCD Mixed methods
[102] learnto quit, asmoking ces- tal illnesseswho smoke  app

sation smartphone app for

people with serious mental

illness
Wachtleretal  Australia Development of amobile  People with depressive  App for improve- ucb Qualitative
[103] clinical prediction tool to symptoms ment of treatment

estimate future depression alocation for depres-

severity and guide treatment sion

in primary care: user-cen-

tered design
Willard et al The Nether- Development and testing of  Frail older adults Web-based commu- UCD Mixed methods
[104] lands an online community care nity platform

platform for frail older

adultsin The Netherlands: a

user-centered design
Woodardetal  United States  The Pathways fertility Women survivorsof can- Decisonaidwebsite  UCD Mixed methods
[105] preservation decision aid cer for young women

website for women with with cancer

cancer: development and

field testing
Wysocki et al United States A web-based coping inter-  Parentsof young children Web-based coping  UCD Qualitative
[106] vention by and for parents  with type 1 diabetes resource

of very young children with
type 1 diabetes: user-cen-
tered design

3JCD: user-centered design.
PHCD: human-centered design.

SCOPD: chronic obstructive pulmonary disease.

YmHealth: mobile health.
DT: design thinking.

fFACTS: factors affecting combination trial success.

OVA: veterans affairs.
PPRO: patient-reported outcome.
'N/A: not applicable.

I|CT: information and communication technology.

Design Theoriesand M ethodologies

This review explores the various applications of HCD
approaches, including HCD, UCD, and DT. Of the 82 studies,
HCD was used in 21 (26%) studies, whereas 4 (4%) studies
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applied a DT approach. Most (57/82, 70%) used a UCD
approach. All approaches prioritized the users’ needs and the
participatory and iterative nature of the design process. Some
HCD definitions included a focus on a multiple stakehol der or
system perspective, whereas some UCD definitions aimed at
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increasing usability or user friendliness of the solution. These
design approaches are generally characterized by the use of
different standards or models.

A total of 3 standards or models were frequently mentioned in
the studies and used as references. These models overlap in
their attempt to classify the distinct phases of the design process
but operationalize the steps differently. The UCD 1SO Standard
9241-210for HCD of interactive systems encompasses a 5-phase
design process including (1) understanding and specifying the
context of use, (2) specifying user requirements, (3) producing

Gottgens & Oertelt-Prigione

design solutions, (4) evaluating design against requirements,
and (5) delivering design solutionsthat meet user requirements.
The HCD IDEO Field Guide to Human-Centered Design and
the Hasso Plattner Institute (HPI) School of Design Thinking
models are characterized by different versions of a similar
3-phase design process. (1) inspiration, (2) ideation, and (3)
implementation. Studies that applied DT worked with a
multiphase approach that included versions of the following
phases: (1) empathizing with stakeholders, (2) defining the
problem, (3) generating ideas for solutions, (4) prototyping the
solutions, and (5) testing the solutions. In Figure 2, we have

Figure 2. Illustration of human-centered design processes. HCD: human-centered design; HPI: Hasso Plattner Institute; UCD: user-centered design.

UCD ISO Standard
9241-210

HCD IDEO Field
Guide to Human-
Centred Design

HPI School
of Design
Thinking

illustrated how the different approaches to the HCD process
align.

Of the 82 articlesidentified, 57 (70%) applied aUCD approach,
21 (26%) used HCD, and 4 (5%) used DT. In 17% (14/82) of
the studies, the concepts of HCD and UCD were referred to
interchangeably; of these 14 studies, 9 (64%) studies referred
to the use of the 1SO 9241-210 standard. In the 5% (4/82) of
studies that applied DT, the concept was used interchangeably
with HCD in all cases. These studiesreferred to the IDEO Field
Guide to Human-Centered Design or the HPI School of Design
Thinking Guide as standards. For clarity, we have continued to
report the results of the HCD and DT studies and UCD studies
separately in this review.

Design Strategies and Methods

Of the 82 studies, 74 (90%) applied an SFS versus 8 (10%)
applied a PFS to drive the design process. Thus, most design
studies focused on directly generating solutions or developing
a gpecific predefined solution. Only a minority used

https://mhealth.jmir.org/2021/12/e28102
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design-based methods to define the problem and selectively
gather information before proceeding to solution devel opment.
Of the 74 studies that applied an SFS, 55 (74%) applied the
UCD approach. Of the 8 studies that applied a PFS, 6 (75%)
applied an HCD and DT approach. Overal, HCD and DT
appears to be the preferred approach for problem-driven
strategies, whereas UCD isgenerally applied for solution-driven
strategies.

The design processes comprised several design cycles during
which multiple qualitative and quantitative methods were used
in combination with specific design methods. Of the 82 studies,
47 (57%) applied a mixed methods approach, and 33 (40%)
applied qualitative methodology. A synthesis of the methods
used in the different phases of the included studiesis presented
in Table 2 (details about the described design methods can be
found in Multimedia Appendix 3). The first design
phase—understanding the context—was often characterized by
the use of alimited range of design-based methods. During the
second and third phases—problem specification and idea
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generation—a broader range of design methods was used in
different studies. In the fourth phase—testing of solutions—the
range of design methods was reduced again. Some design-based
methods were applied in multiple phases of the process, for
example, personas, intervention mapping, or the Wizard of Oz
technique; however, most were uniquely used in asingle phase.

Overdll, qualitative methods or mixed methods were mostly
used in the first and last phases of the design process to

https:.//mhealth.jmir.org/2021/12/28102
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understand user needs or to evaluate user experiences. In the
first phase of the process, qualitative methods such asinterviews
and observations as well as literature reviews were commonly
used to understand the problem context. In later stages, the use
of methods diverges based on the type of foreseen solution, for
example, digital or nondigital solutions. Quantitative methods
were used to either support qualitative findings during the first
phase of the process or as an evaluation instrument in the later
design phases.
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Table 2. Meta-analysis of applied research and design methods.

Gottgens & Oertelt-Prigione

Design phase Qualitative methods Quantitative methods Design methods

Understanding the context « Literaturereview Surveys (not specified) «  Storytelling
o  Observations o  Metaphors
«  Expert meetings o  Personas

o Delphi technique
« Diary studies

Specify theproblemoruserneed «  Focusgroups
« Interviews
o  Delphi technique
«  Contextua inquiry
o  Observations

«  Critical incident technique

Generateideasand designsolutions «  Observations
o Interviews
«  Focusgroups
o Literature review

Test solutions o Interviews
o  Observations
«  Focusgroups

*  EMA®

o  Context assessments
«  Needs assessments
o Surveys (not specified)

o Usahility surveys
« Feasiility surveys
o Surveys (not specified)

«  Usability surveys

«  Feasibility surveys

« Viability assessments
. EMA

«  Surveys (not specified)

«  Experience mapping

o  Participatory workshop
. Personas

o  Usecase scenarios

. Decision matrix

*  MoSCoW?method

o  Houseof quality analysis

«  Goal, question, metric approach
« Roleplay

«  User journey mapping

« Intervention mapping

«  System mapping

«  Low functional prototype

« Usecasediagram

«  Brainstorm
« Round Robin Concept Ideation

« Voting
« Round table discussions
«  Sketching

«  Visual mind maps

« ldeaor concept voting

.  Storyboarding

e User narratives

o Usecase scenarios

«  Low functional prototyping
«  Highfunctional prototyping
« Intervention mapping

«  Heuristic evaluation

o« Taskanaysis

*  swoTtPor competitor anaysis
o Userjourney map

e Wizard of Oz method

«  Card sorting

o« Weekly sprints

«  Think-aloud techniques

«  Low functional prototyping
« Highfunctional prototyping
« Roleplay

o  Story boarding

« Card sorting

e Simulations

« Intervention mapping

«  Cognitive walkthrough

«  Brainstorm (general)

e Heuristic evauation

o Workflow evaluation

«  Participatory workshop

e Wizard of Oz method

«  Value versus effort matrix

«  Think-aloud techniques

3\ 0SCoW: must have, should have, could have, won't have.
bswor: strengths, weaknesses, opportunities, and threats.
®EMA: ecological momentary assessment.
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End User I nvolvement

In 6 studies (UCD 5/6, 83%; HCD and DT 1/6, 17%), the end
users were actively involved as users, that is, as information
sources but not as active participants in the design process. In
27 (UCD 21/27, 78%; HCD and DT 6/27, 22%) studies, theend
users participated as testers; that is, they were involved in the
first and last phases of the design process as testers of the
developed solutions. In 28 (UCD 22/28, 79%; HCT and DT
6/28, 21%) studies, the end users were involved as informants.

Gottgens & Oertelt-Prigione

Here, end users were involved in various phases of the process
and asked for input on the design prototypes, such as sketches
and low-fidelity prototypes. Participation as design partners,
that is, as contributors to all phases and being involved in the
decision-making process, wasidentified in 21 (UCD 9/21, 43%;
HCD and DT 12/21, 57%) studies (Figure 3). Although UCD
approaches involved end users primarily in the role of tester
(2157, 37%) and informant (22/57, 39%), HCD and DT
approachesinvolved end users asdesign partnersin 48% (12/57)
of the studies.

Figure 3. Levelsof end user involvement during human-centered design processes.

Design partner (n=21)
End users are considered key stakeholders in the design process.
End-users are involved in all design phases, including feedback, idea generation

and decision-making.

Informant (n=28)

End users are considered informants to the design process. /
. End users are involved in various stages, providing ideas for and feedback
N on initial and functional prototypes.

Tester (n=27)
End users are considered testers of prototypes.
End users provide feedback on initial or functional
prototypes.

Increasing levels of end-user involvement

Quality Assessment of the Studies

Using the MMAT, 16% (13/82) of the included studies met >1
MMAT reporting criteria, based on the study type. The
remaining studies had to be rated as unclear on al MMAT
reporting criteria. An overview of the quality assessment results
can be found in Multimedia Appendix 4 [25-106]. The biggest
limitation to the quality assessment was the lack of uniformity
in reporting and the broad extent of the design studies that
needed to be captured in limited words for publication. In fact,
most studies used multiple research and design cycles and
generally offered limited detail s about the applied methodol ogy.

Discussion

Principal Findings

In this review, we explored how different HCD approaches,
including DT and UCD, were applied for the development of
innovations in health research. Overall, the concepts of HCD
and DT, and HCD and UCD, were used interchangeably in 22%
(18/82) of the included studies. This applied to al studies that
referred to HCD and DT; however, UCD was defined as a
standalone entity in 84% (48/57) of the papers that used this
approach. Most of the studies using HCD and UCD

https:.//mhealth.jmir.org/2021/12/28102

User (n=6)

End users help
researchers or designers
understand user needs and
context for design.

interchangeably referred to the 1SO 9241-210 standard. This
aligns with the theoretical framework pursued by the studies,
that is, a problem-driven versus a solution-driven strategy. DT-
and HCD-based studies commonly engaged in understanding
the underlying problem and focused on abroad range of health,
social, or medical topics. They oftenincluded afocuson human
values and a multistakeholder or systems perspective. Instead,
UCD-based approaches focused primarily on the direct
identification of a solution and were mostly used in health
technology innovation. They often focused on human factors
toincrease the usability or user friendliness of the solution. The
limitations of this functional approach in promoting human
interests have been previously described as a potential
shortcoming of UCD [107].

It has been reported that designers who use a problem-driven
design strategy produce sol utions with the best balance between
quality and creativity [22]. However, inthisreview, 90% (74/82)
of theincluded studies used asolution-driven strategy. Although
the evaluation of solutions can be used to further define the
design problem, thiswas not an objective of theincluded studies.
Their solution-driven approach generally focused on generating
alarge number of ideas and solutions, potentially leaving the
initial design problemill-defined and ignoring the relationships
between various stakeholders. However, health care innovation
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could significantly benefit from problem-driven design
processes, especialy from the perspective of resource efficiency.
Innovation in health care is characterized by a development or
implementation cost trade-off. Therefore, it is critical that the
most impactful innovations be prioritized based on a critical
understanding of the underlying problem [108].

HCD in health research is often perceived as a single unitary
method, as emphasized by the reference to asingle practitioner
guideline in the included studies. However, in this review, we
found that the application of HCD entailsawide array of design
methods and techniques that can be used selectively and that
are dependent on the specific design case. Design methods
diverge from the traditional methods of academic research as
they are primarily oriented toward action or solution of defined
problems rather than toward theory and hypotheses building.
To date, little is known about their effectiveness according to
evidence-based medical standards. The creation of a new
product, system, or service to improve health might be
considered an outcome from a design perspective but would
not be considered a health outcome from a scientific perspective
[13,14]. In the literature, a scientific method is described as a
strategy to understand the nature of a phenomenon, whereas a
design method isastrategy to invent things of value. According
tothisdistinction, scienceisanaytical and designisconstructive
and it istherefore difficult to assess both methods according to
the same standard [20]. However, according to Frey and Dym
[109], many of the validation techniques found in medicine can
be used for the validation of design methods. For example,
where medicine uses animal models and clinical trials to test
medical treatments, detailed simulations and controlled field
experiments of design methods could be developed for the
explicit purpose of evaluating design methodologies [109].

Thislogical, empirical approach toward the eval uation of design
methods fits well with, for example, the field of engineering
design, which is based on mathematical modeling, asit is most
appropriatefor closed, objective problemsthat can lead to binary
(yes or no) answers. However, HCD approaches often address
open, complex problems that involve both objective and
subjective elements without asingle correct answer. For design
methods addressing open, complex problems, a relativist
validation approach that gradually builds confidence in the
usefulness of the methods can be considered amore appropriate
paradigm [110]. A relativist approach to design claims no
absol ute objectivity for methods or models; however, it assumes
that a valid method or model is only one of the many possible
ways of measuring or describing areal situation. In arelativist
approach to design methods, validity becomes a matter of
practical use and contextual functionality rather than formal
and universal accuracy. Thevalidity of design methods becomes
a contextual, semiformal, and conversational process, because
establishing models of usefulness is a conversational matter
[111]. It isimportant to note that a relativist approach toward
the eval uation of design methods does not antagonizethelogical,
empirical approach toward the evaluation of scientific research
methods used in HCD processes.

There is an ongoing demand for the development of a design
science with systematic and formalized design methods that
adhere to the values of the empirical scientific method:
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objectivity, rationality, and universalism [112,113]. Scientific
design methods have been developed in engineering and
computer science; however, there is limited evidence that the
systematic use of design practices leads to measurable and
reproducibleresultsin health research [112]. Design researchers
themselves still debate whether design conformsto a scientific
activity or represents an academic discipline with a rigorous
culture of its own [20,113]. As aresult, critical appraisal and
best practice selections of design methods in health research
remain challenging.

In this review, the diverse reporting formats challenged our
ability to assess the quality of the studies from an
evidence-based perspective. Although initial guidelines have
been proposed to improve the reporting of design studies in
health research, thisis still an areathat isin development [14].
The guidelines by Bazzano et al [14] represent thefirst detailed
overview of reporting items for health research that includes
design approaches. Although we acknowledgethat thisreporting
guideline is an important first step toward improving
transparency, evaluability, and wider dissemination of design
approachesin health research, it is, however, debatable whether
the application of these guidelinesis feasible in the context of
health research manuscripts. Thelevel of detail that the Bazzano
[14] guidelines propose implies that the design research
component should be reported as a standal one article, separate
from the connected empirical studies. Most of the design studies
included in this review offered limited details about their
multimethod design cycles, possibly because of theword count
limits that most scientific journals apply. It would be almost
impossibleto describe amultimethod design processin adequate
detail and also effectively report on the research and design
outcomes in a single manuscript. Applying the Bazzano [14]
guidelines with rigor is likely to result in the reporting of
Separate design cycles across multiple manuscripts, and essential
findings for the design process might appear fragmented or be
lost among reports that are published separately.

However, it could be argued that the separate publication of
multiplewaves of datacollectionin designresearchispreferable
for both researchers and reviewers to support the validity,
reliability, and reproducibility of design-based health research.
Rather than aiming for complex integrated manuscripts, multiple
publications would allow researchers to report in more detail
on both their methods and findings and also allow for easier
critical appraisal and quality assessment by reviewers. In
addition to traditional research articles, innovative publication
formats such asregistered reports could be used to submit design
research protocols and results that are judged on their
methodological robustness rather than the potential novelty of
the findings [114]. We recommend registering the design
research protocolsin aresearch registry to address the issue of
potential fragmented data publication. This would allow for
systematic referencing to previous design activities, even when
their results have not been published.

The active engagement of stakeholders is one of the key
principles of the HCD approach. Stakeholders can be defined
as“individuals, organizations or communitiesthat have adirect
interest in the process and outcomes of a project, research or
policy endeavor” [115]. In health care innovation, the
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engagement of diverse stakeholders is essential to the
development of a shared agendafor responsible innovation and
for the cocreation of social value [116]. However, a
multistakeholder innovation process brings about several
challenges. HCD practitioners acknowledge the challenge of
equitably including the experience and expertise of all
participants in the design process. Although the importance of
creative interdisciplinary collaborations between various
disciplinesin health careisincreasing, it isstill arelatively new
and complex phenomenon [117]. Each stakeholder bringstheir
own motivations, attitudes, priorities, and incentives to the
process, and such differenceswill influence the cocreative space
and interpersonal interactions. HCD practitioners should
critically reflect on the participatory methods that they intend
to apply, considering the possible contribution of each
participant in the design process to facilitate the effective use
of their expertise and experiences [16]. This is particularly
important when working with vulnerable patient groups or health
care professionals with limited time to participate in co-design
sessions[118].

An earlier study suggested that HCD processes can rely too
much on anecdotal evidence of key stakehol ders who might not
fully understand what they want and need [31]. However, a
more strategic application of HCD aimsto identify themes that
describe people’s deeper needs and values rather than their
wishes and desires and uses those themesto inform the creation
of innovative strategies and solutions [119]. Field studies with
the use of qualitative methods, such as observations, to study
key stakeholders and their activitiesin their own environments
could offer avalid alternative [120].

In addition, it is essential for HCD practitioners to take power
dimensions and the agency of different stakeholders into
account, especially during co-design sessions. To achieve
inclusive design processes, intersectional aspects should be
considered for stakeholder engagement and methodological
choices, such as gender identity, class, sexuality, geography,
age, and disability and ability [121,122]. Reflective project
planning aids and frameworks for involving patients and the
public in research and design projects should be used to
guarantee meaningful engagement of stakeholdersand facilitate
democratic design processes [123,124].

Study Limitations

At present, MMAT is the most comprehensive tool available
for appraising multimethod studies[125]. Althoughthe MM AT
isatool that allows for the critical appraisal of most common
types of study designs, thetool seemslessappropriatefor HCD,
DT, and UCD because of theinclusion of multiple research and
design cycles and the often-limited word space to describe the
applied methodologies and methodological choices in detail.
To our knowledge, there is no appropriate tool available for the
critical appraisal of design studiesin health research.

In this review, we have only reviewed articles that described
the complete development processes of a health innovation.
This criterion might have limited the inclusion of studies that
describe the complete process through multiple publications.
For example, in a few studies, the authors referred to future
studies in which they expressed the intention to test a designed
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solution in a randomized controlled trial. Those studies were
not included in this review. Furthermore, no selection criteria
for the end user populations were applied. This might have
influenced the choice for the use of particular design methods,
as design researchers need to take intersectional aspects into
account, as mentioned in the Discussion. Although thiswas not
the main objective of this review, future research could focus
on the application of design methods and their suitability for
specific stakeholder populationsin health care.

In addition, our search strategy was limited to scientific
databases related to biomedical, nursing, and alied health and
public health sciences, and gray literature was not included.
Disciplinesthat publish design research related to health systems
outside this scope were not considered in our searches. Finally,
the existence of different design methods and models with
principles related to HCD and the interchangeabl e use of these
termsin theliterature madeit challenging to scope and perform
afully systematic search.

Conclusions

A wide variety of design practices and methods such as HCD,
DT, and UCD areincreasingly being applied in health research.
Inour analysis, HCD- and DT-based projectstended to primarily
follow integrated and problem-driven approaches, whereas
UCD-based projects engaged in more functional and
solution-driven approaches. Most of these design studies used
mixed methods approaches, combined qualitative and
guantitative research with design methods, and frequently
referred to the following 3 design guides: the IDEO Field Guide
to Human-Centered Design, the HPI School of Design Thinking
Guide, and the SO Standard 9241-210.

The increasing use of design-based approaches such as HCD
and DT and UCD in health research subjectsthem to evaluation
according to traditional biomedical standards. However, the
analytic approach of the scientific method versus the
constructive approach of the design method impedes the
assessment of both methods according to the same standard. To
addressthe validation of design methods, arédlativist validation
approach that gradually builds confidence in the usefulness of
methods could be considered a more appropriate paradigm for
design methods, particularly those that are concerned with
subjective elements of the design process.

Specific standards for reporting HCD practices in health and
biomedical research have been developed in recent years.
However, these reporting standards remain challenging to apply
for single design research papers because of the extensiveness
of multimethod design processesin combination with customary
word limits in biomedical publications. Separate publications
detailing the multiple waves of datacollectionin design research
might be preferablefor both researchersand reviewersto support
the validity, reliability, and reproducibility of design-based
health research. In addition, innovative publication formats such
as registered reports could be used to submit design research
protocols and results that are judged on their methodological
robustness rather than the potential novelty of the findings.
Furthermore, future research on HCD approaches in health
should focus on the development of an HCD practitioner
guideline for stakeholder engagement that takes stakeholder
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roles, experiences, expertise, agency, and power dimensions into account.
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Abstract

Background: Physica and menta health benefits can be attained from persistent, long-term performance of mindfulness
meditation with a mobile meditation app, but in general, few mobile health app users persistently engage at alevel necessary to
attain the corresponding health benefits. Anchoring or pairing meditation with a mobile app to an existing daily routine can
establish an unconscioudly initiated meditation routine that may improve meditation persistence.

Objective: The purpose of this study was to test the use of either personalized anchors or fixed anchors for establishing a
persistent meditation app routine with the maobile app, Calm.

Methods: We conducted a randomized controlled trial and randomly assigned participants to one of 3 study groups. (1) a
personalized anchor (PA) group, (2) fixed anchor (FA) group, or (3) control group that did not use the anchoring strategy. All
participants received app-delivered reminder messagesto meditate for at least 10 minutes aday using the Calm app for an 8-week
intervention period, and app usage data continued to be collected for an additional 8-week follow-up period to measure meditation
persistence. Baseline, week 8, and week 16 surveyswere administered to assess demographics, socioeconomic status, and changes
in self-reported habit strength.

Results: A total of 101 participants across the 3 study groups were included in the final analysis: (1) PA (n=56), (2) FA (n=49),
and (3) control group (n=62). Participants were predominantly White (83/101, 82.2%), female (77/101, 76.2%), and college
educated (ie, bachelor’s or graduate degree; 82/101, 81.2%). The FA group had a significantly higher average odds of daily
meditation during the intervention (1.14 odds ratio [OR]; 95% CI 1.02-1.33; P=.04), and al participants experienced a linear
declinein their odds of daily meditation during the 8-week intervention (0.96 OR; 95% CI 0.95-0.96; P<.001). Importantly, the
FA group showed asignificantly smaller declinein the linear trend of their odds of daily meditation during the 8-week follow-up
(their daily trend increased by 1.04 OR from their trend during the intervention; 95% CI 1.01-1.06; P=.03). Additionally, those
who more frequently adhered to their anchoring strategy during the intervention typically used anchors that occurred in the
morning and showed a significantly smaller decline in their odds of daily meditation during the 8-week follow-up period (1.13
OR; 95% CI 1.02-1.35; P=.007).

Conclusions: The FA group had more persistent meditation with the app, but participants in the FA or PA groups who more
frequently adhered to their anchoring strategy during the intervention had the most persistent meditation routines, and almost all
of these high anchorers used morning anchors. These findings suggest that the anchoring strategy can create persistent meditation
routines with amobile app. However, future studies should combine anchoring with additional intervention tools (eg, incentives)
to help more participants successfully establish an anchored meditation routine.

Trial Registration: Clinical Trials.gov NCT04378530; https://clinicaltrials.gov/ct2/show/NCT04378530

(IMIR Mhealth Uhealth 2021;9(12):€32794) doi:10.2196/32794
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Introduction

Mindfulness meditation is an evidence-based health behavior
regimen that can produce a wide range of physical and mental
health benefits, such as reduced blood pressure and decreased
symptoms of anxiety, depression, and insomnia[1-3]. However,
similar to other health behaviors, such as physical activity, the
benefits of mindfulness meditation are primarily experienced
after persistent, long-term performance [4-7]. Research has
shown that increases in meditation frequency, duration, and
long-term performance are all associated with greater health
benefits among both clinical and general populations of adults
[8-10]. Additionally, many of the proposed mechanismsfor the
benefits of meditation include biological changes, such as
altering brain morphology, which happen over time through
persistent meditation performance [11,12].

A diverse set of barriers exist to persistently performing
mindfulness meditation, including structura (eg, financial and
access-related)-, social (eg, stigma and peer-support)-, and
individual (eg, impatience and motivation)-level factors. These
multifaceted barriers have been shown to inhibit persistent
mindful ness meditation practices and the persistent performance
of other health-promoting behaviors [13-16], and thus novel
behavioral interventions are still needed to help individuals
attain the benefits from the long-term performance of healthy
behaviors.

Mindfulness meditation has been successfully adapted for
mobile phone apps, which helps to address severa of the
common structural and social barriersto persistent meditation.
Mindfulness meditation apps are easily accessible, scalable,
and cost-effective, improving individuals' access to meditation
instruction and education [17,18]. Numerous commercial
meditation apps are available to the public, and to date, the 2
leading apps are Headspace and Calm with 65 and 200 million
downloads, respectively [3,19,20]. Although access to these
popular apps is not free (roughly US $70 for an annua
subscription), the cost is significantly lower than that of
in-person, guided meditations. Additionally, employers are
increasingly providing free access to meditation apps to their
employees to help them improve their mental health and
workplace productivity [18].

Interventions using commercial meditation apps have proven
to be feasible and have demonstrated small- to medium-sized
effects in reducing symptoms of depression and anxiety and
increasing life satisfaction and positive affect [17,21]. Despite
the accessibility and popularity of commercial meditation apps,
app-based meditation persistence rates are low [22-24]. For
example, a recent review found that adherence to app-based
meditation interventions can be as low as 24% [25], and in the
real world (ie, not in a research study), only 2% of health app
users persistently engage at a level necessary to attain the
corresponding health benefits [25-27].

https://mhealth.jmir.org/2021/12/€32794

Although mindfulness meditation apps have addressed severa
important structural and social barriers, the low persistence
among app users might result from alack of successful strategies
for overcoming common individual-level barriers (eg,
impati ence and motivation) to persistent meditation. Behavioral
economics and psychology research has demonstrated that
individual-level barriers are significant determinants of
nonpersistent (ie, only short-term) health behavior change, even
after structural and sociad barriers have been overcome
[13,28-30]. Thishasalso been documented in the mobile health
app literature: despite the popularity and ability of meditation
apps to improve mental health, sustained engagement among
mobile health app subscribers is low [4,24,25,31]. Moreover,
arecent systematic review and meta-analysis of mental health
app interventions reported app participation consistently
decreased over time [4]. Therefore, novel strategies are needed
to addressindividual-level barriersand help individualsincrease
and maintain their use of mindfulness meditation apps.

One strategy for overcoming individua-level barriers to
mindful ness meditation app use may be the development of a
meditation routine. Psychology research has shown that
behaviors consistently performed in response to the same
contextual (or environmental) cue become routinized, meaning
they are completed with little or no cognitive effort [32,33].
One successful strategy for establishing a new routine is
anchoring or pairing the new behavior to an existing routine
that is already executed with very little cognitive effort [ 34-36].
For example, one might pair his or her daily meditation with
their existing routine of an afternoon walk in order to routinize
an afternoon meditation practice. Existing anchoring
interventions have successfully established these reflexive or
automatic routines for smoking cessation [37] and medication
adherence [38,39]. However, the success of anchoring
interventions has so far been limited to simple behaviors, such
asdrinking water or taking medications. Additionally, anchoring
has largely only been effective for participantswith high initial
intrinsic motivation [40-44], so it is still unknown whether
anchoring can help an individual successfully establish a
persistent meditation app routine.

Furthermore, there are important design considerations in
anchoring interventions that have not been rigoroudly tested in
the literature, such as how to optimally select a participant’s
anchor. Research has shown that personalization isan important
component to many other health interventions[45-51]; however,
thetheory of contextually cued routinesis new for most people,
so it may be difficult for participants to identify their own (ie,
personalized) existing routine that can serve as an effective
anchor for a new meditation routine. It has aso been shown
that daily routines most frequently occur in the morning [44,52],
and recent research on circadian rhythms has suggested that
routinization may be easier in the morning [53]. Thus, the
purpose of this study was to test the efficacy of using a
personalized anchor versus having an anchor assigned in the
morning (ie, fixed) for successfully establishing a persistent
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meditation app routine using the mobile app Calm. These 2
intervention groups (ie, personalized vsfixed anchors) received
app-delivered reminder messages of their anchoring strategy
for an 8-week period, and the persistence of the meditation
routine over the subsequent 8 weeks was compared between
these 2 groups and acontrol group that did not use the anchoring
strategy for dailly meditation. We hypothesized that the
personalized anchor group would be the most persistent over
the 8-week follow-up period and that both intervention groups
would have significantly greater meditation persistencerelative
to the control group.

Methods

Recruitment

A randomized controlled trial was conducted between July 2020
and March 2021 with an 8-week intervention period, an 8-week
follow-up period, and survey assessments at baseline, week 8,
and week 16. The Ingtitutional Review Board at Arizona State
University approved this study (STUDY00011788), and all
participants provided consent electronically prior to participating
in the survey. This study design was preregistered on
Clinica Trials.gov (NCT04378530) and was funded by Arizona
State University. The CONSORT fileisavailablein Multimedia
Appendix 1.

Textbox 1. Eligibility criteria.

Stecher et al

Study recruitment took place from July 2020 to August 2020.
Participants were paying subscribersto the Calm app who were
identified as not having already formed a daily meditation
routine. Specifically, subscribers were dligible if they had
subscribed to the Calm app after January 2020, had not
completed ameditation session with the app in the past 30 days,
and did not report practicing meditation with or without the app
for more than 60 minutes in 1 month over the past 6 months.
Additionally, new subscribers were eligible if they could read
and understand English, were willing to be randomized, and
were between 18 and 60 years old (see Textbox 1 for afull list
of study eligibility criteria). Eligible subscriberswereidentified
by Calm and invited to participate in the study via email. The
email contained a brief overview of the study and alink to a
short eligibility survey, and Qualtrics software was used to
verify that participants satisfied all remaining study eligibility
criteria. Eligible participants were then automatically directed
to read and electronically sign an informed consent document
in Qualtrics. Consenting participants were then contacted by
the research team via email to complete the baseline
guestionnaire in Qualtrics. Once they completed the
guestionnaire, participants were randomized to 1 of 3 study
groups using a predetermined allocation list generated on
Randomizer.org by aresearcher not involved in the participant
assignment. Participants were then assigned to a study group
based on the allocation list and the order in which they were
enrolled in the study.

Inclusion criteria

« 18-60 years of age

* Purchased Calm after January 2020

« Inactive: have not used app in the past 30 days
* Own an iOS/Android smartphone

* Own home internet or unlimited data plan

* Able to read and understand English

« Willing to be randomized

Exclusion criteria

* Any meditation sessions with app in the past last 30 days
« Currently reside outside the USA

« Report practicing mindfulness meditation >60 min in 1 month within the last 6 months

Intervention

Participants were randomized into a personalized anchor (PA)
group, fixed anchor (FA) group, or control group (CG).
Participantsin this study used their own paid Calm accountsto
access the app during the study. After completing the baseline
survey, participants were sent a link to watch an instructional
video that provided information about the benefits of meditating
10 minutes per day and study group—specific instructions on
how to participate in the study. For those in the PA group, the
video instructed participants to select an existing routine to
which they would anchor their 10 minutes of daily meditation
practice. The PA group’s instructional video emphasized the

https://mhealth.jmir.org/2021/12/€32794

importance of selecting a consistently occurring daily routine
that could reliably be followed by 10 or more minutes of
meditation and provided clear examples of such existing routines
(eg, “After | finish my coffeein the afternoon” or “After | finish
breakfast in the morning”). For those in the FA group,
participants were instructed to use a fixed anchor provided by
the research team to which they would anchor their 10 minutes
of daily meditation practice. The anchor provided was the
following: “After | finish in the bathroom (brushing teeth,
removing mouth guard, etc.) in the morning, | will meditate for
at least 10 minutes” Participants in the CG were given
information about the mental health benefits of meditating for
at least 10 minutes per day and instructed to complete 10
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minutes of daily meditation but were not given any instruction
on how or when to meditate. Participants were blinded to the
other intervention protocol s and did not know what intervention
component was the focus of this study. To verify participants
comprehension of their study group—specific instructions,
participants completed a 3-question comprehension quiz in
Qualtrics and were given unlimited chances to answer each
question correctly. Once all questionswere correctly answered,
participantswere emailed with astart date for their intervention
and they were provided with a written copy of the study
instructions.

During the 8-week intervention period, all participants received
adaily app—delivered reminder message (ie, push notification)
to either meditate for at least 10 minutes or to meditate for at
least 10 minutes using their anchor. Messages were randomly
delivered at either 8 AM, 1 PM, or 6 PM (ie, a 33.3% chance
of receiving the daily message at 1 of the 3 possibletimes), with
adjustments made for participants time zone. The message
content was also randomized with a 50% chance of receiving
1 of 2 message types. The first message type included study
group—specific remindersreinforcing participants’ use of either
their personalized or fixed anchors, or reminding the control
group to meditate. The second message type was evenly
randomized between reminders to use 3 motivationa tools in
the Calm app: mood check-ins, the meditation activity tracker,
or the in-app daily reminder tool. The success of each type,
timing, and sequence of daily supports was evaluated based on
both participants' daily app usage data and ecological
momentary assessments collected via SM S text messages once
per evening (8 PM) during the 8-week intervention. The results
from thismicrorandomized trial on the effectiveness of different
daily reminder messages are not reported in this paper, and it
isimportant to note that this microrandomized trial study design
meant that each message type, timing, and sequence were
randomly delivered across all study groups; thus, the sequence
of messages would not bias our analysis of the overall study
group differences in meditation persistence during this study.

Participants were initially instructed to use their anchors (PA
and FA groups) and meditate for 10 minutes per day (all groups)
for 8 weeks. After 8 weeks, participants were emailed a
postintervention survey to complete and were encouraged to
continue meditating but were not given further instructions.
Participants were emailed again at the end of the 8-week
follow-up period and given afinal questionnaire to complete.

Surveys

The baseline, postintervention, and final questionnaires were
all completed in Qualtrics. Participants were asked to respond
using “A little bit,” “Neutral,” “Quite a bit,” or “A lot” to the
following 3 questions about the COVID-19 pandemic: “To what
extent do you feel the COVID-19 pandemic has affected your
mental health?’, “To what extent do you feel the COVID-19
pandemic has affected your physical health?’, and “To what
extent do you feel the COVID-19 pandemic has affected your
stress?’ Participants also completed the Self-Report Behavioral
Automaticity Index (SRBAI) on each survey to assess the
strength of their meditation habit (ie, self-reported habit strength)
[54]. The SRBAI contains 4 items scored on a 5-point Likert
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scale from 1 “Strongly disagree” to 5 “Strongly agree” in
response to statementslike “ Daily meditation is something | do
automatically,” where a higher sum of item scores indicates a
stronger habit. The SRBAI hasa Cronbach’sa of >.81 and was
designed using discriminant content validity while preserving
strong predictive validity [54]. Each survey also asked
participants to rate their overall health as either “Poor,” “Fair,’
“Good,” “Very Good,” or “Excellent.” On the baseline survey,
participants answered questions on their demographic and
socioeconomic characteristics.

Outcomes

The primary outcome measure for this study was a binary
measure of any daily meditation over the 16-week study, which
was derived from participants’ Calm app usage data provided
by the Calm analytics team. Specifically, we used minute-level
dataon the time of day and duration of meditation sessionswith
the Calm app to construct an indicator variable equal to 1 if a
participant completed any minutes of meditation on a given
day, and O otherwise. To study how our intervention impacted
meditation persistence, we examined how the odds of
performing any daily meditation changed over time both during
and after the intervention. The app usage data were also used
to construct an indicator variable equal to 1 if a participant
completed any minutes of meditation within 1 hour of thetypical
time that their personalized anchor was reported to occur (this
typical time was collected when the PA group selected their
anchor) or when the fixed anchor was expected to occur (8 AM).
This measure of temporally consistent meditation was used to
study participants adherenceto their anchoring strategy during
and after the intervention. The secondary outcome of interest
was the change in SRBAI between the study groups.

Statistical Analysis

A total sample size of 150 participants (study group sizes of
50) was targeted based on our available resources, and our
expected statistical power was informed by prior interventions
usng the Cadm app [35556]. Assuming a
small-to-medium-effect size of 0.20, study group sizes of 50
yielded astatistical power of 13 =.76 for detecting study group
x day—evel differences in linear models of our repeated daily
outcome (any meditation minutes) over the 16-week study at
0=.05 (calculated using GLIMMPSE [57]).

Participants demographic, socioeconomic, and heath
characteristics were compared across the 3 study groups to
confirm that the randomization was effective using the
Kruskal-Wallis nonparametric tests of equality (Table 1).

The primary outcome measuring the odds of any daily
meditation was analyzed using panel logistic regression models
with participant-level random effects. Aggregate study group
differences in the primary outcome were estimated using
separate indicator variables for the PA and FA groups, where
the CG was the omitted reference group, and differencesin the
primary outcome over time were estimated using interaction
terms between each study group indicator variable and a daily
time trend. Two modeling approaches for the daily time trend
were used: (1) asingle linear time trend over the full 16-week
study and (2) a piecewise linear trend with a breakpoint after
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the 8-week intervention (ie, daily reminder messages) being
withdrawn. The same panel logistic model with random effects
was estimated for an outcome variable indicating whether
participants performed any minutes of meditation within 1 hour

Table 1. Participant characteristics by study group.

Stecher et al

of the expected time of their anchor (referred to as “anchored
meditations’). These model swere estimated asintention-to-treat
analysesthat used daily Calm app datafor all participants who
were retained in the study.

Characteristic Control, n (%) Fixed anchor, n (%) Personalized anchor, n (%) Two-sided P value®
(N=37) (N=27) (N=37)
Black 0 (0.00) 1(3.70) 3(8.12) 21
Asian/Arab 2(5.41) 1(3.70) 1(2.70) 84
White 33(89.19) 22(81.48) 28 (75.68) 32
Bi- or multiracial 0(0.00) 1(3.70) 1(2.70) 54
Race: nonresponse 2(541) 0 (0.00) 2(541) 47
Male 8(21.62) 6(22.22) 4(10.81) 38
Female 28 (75.68) 19(70.37) 30(81.08) 61
L ess than 20 k? 0(0.00) 1(3.70) 3(8.11) 20
21-40 kP 2(5.41) 1(3.70) 6 (16.22) 15
21-60 kP 5(13.51) 5(18.52) 7(18.92) .80
61-80 kP 2 (5.41) 2(7.41) 1(2.70) .69
81-100 kP 8(21.62) 8(29.63) 1(2.70) .01
More than 100 kP 19 (51.35) 10 (37.04) 17 (45.95) 53
Married 26 (70.27) 12 (44.44) 17 (45.95) .05
Partnered 2(5.41) 6(22.22) 3(8.11) .08
Single/divorced/widowed 9(24.32) 9(33.33) 17 (45.95) A5
Graduate degree 24 (64.86) 15 (55.56) 15 (40.54) 11
Bachelor's degree 6(16.22) 10 (37.04) 12 (32.43) 14
Less than abachelor's 7(18.92) 2(7.41) 10 (27.03) 14
Poor health 0 (0.00) 4(14.81) 1(2.70) 02
Fair health 7(18.92) 6(22.22) 9(24.32) 85
Good hedlth 12 (32.43) 10 (37.04) 13(35.14) .93
Very good health 13 (35.14) 4(14.81) 12 (32.43) A7
Excellent health 4(10.81) 3(11.11) 0 (0.00) 12
Currently with depression 11 (29.73) 9(33.33) 11 (29.73) .94
COVID-19 stress 30(83.33) 20 (74.07) 27 (77.14) .66
COVID-19 mental health 24 (66.67) 21(77.78) 24 (68.57) 61
COVID-19 physical hedlth 15 (41.67) 12 (44.44) 12 (34.29) .69

#Two-sided P values are presented for Kruskal-Wallis nonparametric tests of equality for each measure of participants’ characteristics across the 3 study

groups.
Bincomein US$.

In subgroup analyses, participants were split into high- and
low-meditation subgroups based on their total number of days
with any meditation during the 8-week intervention. The
high-meditation subgroup was defined as those participantswho
meditated on 14 (the median number of days) or more of the
intervention days. All other participants were placed in the
low-meditation subgroup. These subgroupswere created to test
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whether the success of the anchoring strategy differed based on
the total number of meditations performed during the
intervention. Participants in the PA and FA groups were also
split according to the number of intervention days that they
potentially meditated with the Calm app using their anchor
during the intervention. Participantsfrom the PA and FA groups
were classified as high anchorers if they completed 12 (the
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median number of days using one’sanchor) or more meditations
within 1 hour of the expected time of their anchor. All other
participants in the PA and FA groups were considered low
anchorers, and the CG did not use the anchoring strategy and
so were not classified as either high or low anchorers. These
additional subgroups were created to examine how the success
of the anchoring strategy varied based on the number of
anchored meditations during the intervention.

Study group differencesinthe SRBAI between the baselineand
postintervention survey were analyzed using analysis of variance
(ANOVA), and pairwise comparisons between the PA and FA
groups and the CG used were analyzed with thet test. All

Figure 1. Study flow diagram of participant enrollment and randomization.
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statistical analyseswere performed using Stata/M P (StataCorp)
16.1 for Windows. (Microsoft Corp).

Results

A total of 2217 Cam subscribers were emailed to participate
in this study. Among those who compl eted the eligibility survey
and wereidentified aseligible, 167 provided informed consent,
completed the baseline survey, and were randomized into 1 of
the 3 study groups: (1) the PA group (n=56), (2) the FA group
(n=49), or the CG (n=62). Figure 1isaflow diagram outlining
participant enrollment, randomization, and retention.

Contacted via email by
Calm(n=2217)

Did not get randomized:
Did not complete eligibility

survey (n=913)
Ineligible (n=914)
No baselinesurvey (n=222)

l Began study (n=167) ‘

Declined to participate (n=1)

‘ Personalized Anchor (n=56) ‘

‘ Fixed Anchor (n=49) ‘

‘ Control Group (n=62) ‘

Withdrew (n=1) }—

l Withdrew (n=0) }7

l Withdrew (n=2) ]7

Did not complete a

I Did not complete a
postintervention survey (n=18)

postintervention survey (n=22)

Did notcomplete a

postintervention survey (n=23)

‘ Completed full study (n=37) ‘

‘ Completed full study (n=27) ‘

‘ Completed full study (n=37)

After afew participants asked to withdraw (n=3), atotal of 101
participants completed at least 1 postintervention survey (either
week 8 or week 16) and wereincluded in thefinal analysis. Due
to the different attrition rates across study groups, the fina
analytical sample was not balanced in size across groups,
limiting the statistical power of our analyses. However, Table
1 shows that the study groups were still balanced on most of
the observed participant characteristics. Participants were
predominantly White (83/101, 82.2%), female (77/101, 76.2%),
college educated (ie, bachelor’'s or graduate degree; 82/101,
81.2%), and earned $81,000 per year and above (63/101, 62.4%).
Additionally, only 26.7% (27/101) of participants reported
“Poor” or “Fair" health, 76.2% (77/101) reported that
COVID-19 has affected their stress either “Quite a bit” or “A
lot,” and 68.3% (69/101) reported that COVID-19 has affected
their mental health either “ Quite abit” or “A lot.” Importantly,
therewere few statistically significant differences between study
groupsat baseline (see Table 1). The only observable differences
between study groups were in terms of marital status and the
percent reporting “poor” health, where the 2 treatment groups
(PA and FA) were less likely to be married and more likely to
report poor health than was the control group. Given these
differences across study groups, weincluded covariatesfor each
of these characteristicsin additional regression models presented
in Multimedia Appendix 2.

https://mhealth.jmir.org/2021/12/€32794

Table 2 displays the study group differences in the daily odds
of any meditation (our primary outcome). Specifically, Table
2 shows the exponentiated coefficients from panel logistic
regression models estimated with participant-level random
effects predicting the primary outcome among the full sample
(column 1) and separately estimated among the high-meditation
subgroup (column 2). The FA group had a significantly higher
average odds of daily meditation during the intervention (1.14
oddsratio [OR]; 95% CI 1.02-1.33; P=.04), and all participants
experienced a significant linear decline in their odds of daily
meditation during the 8-week intervention (0.96 OR; 95% ClI
0.95-0.96; P<.001). Additionally, the FA group showed a
significantly smaller declinein the linear trend of their odds of
daily meditation during the 8-week follow-up period (their daily
trend increased by 1.04 OR from their trend during the
intervention; 95% Cl 1.01-1.06; P=.03 during the follow-up).
A separate model was estimated that a so included measures of
participants race, gender, education, marital status, health status,
and an identifier for self-reporting being depressed, and these
results are presented in Multimedia Appendix 2 and do not
significantly differ from the model without these additional
participant characteristics. To visualize these study group
differencesin our primary outcome, Figure 2 displays both the
raw and predicted daily probability of any minutes of meditation
for each study group based on the coefficient estimates from
the full analytic sample shown in column 1 of Table 2.
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Table 2. Treatment effects on the odds of daily meditation.
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Independent variables:

All participants,
OR?(95% Cl)

High-meditation subgroup,

OR (95% Cl)

Fixed anchor

Personalized anchor
Daysin study

Fixed anchor x days

Personalized anchor x days

Days postintervention

1.139 (1.019-1.326)""
1.012 (0.270-3.860)

0.960 (0.956-0.964)"
0.989 (0.977-1.000)

0.993 (0.976-1.002)

0.992 (0.978-1.006)

1.081 (1.021-1.310)""
1.062 (0.884-1.276)

0.964 (0.957-0.970)""
1.001 (0.999-1.003)

0.987 (0.974-1.000) *

Fixed anchor x postintervention days

Personalized anchor x postintervention days

0.985 (0.969-1.000) *

1.035 (1.013-1.057) " 1.005 (0.978-1.032)

1.013 (0.990-1.036)

0.985 (0.975-1.000)"

Participant-day observations, nP 11,312 5712
Participants, nP 101 51
80R: odds ratio.

bDatain this row are expressed as integers and not odds ratio and Cl.
"P<.10.
" P<.05.

*kk

P<.01.

Figure 2. Daily percent of participants who performed any minutes of meditation.

Percent meditating per day

End of reminders

50
Days in study

100

| — Control  ----- Personalized Anchor  — — - Fixed Anchor |

To examine if the anchoring strategy was more successful for
more frequent meditators, the raw and predicted daily probability
of any minutes of meditation among the high-meditation
subgroup (n=51) in each study group was determined (Figure
3). The corresponding regression results in Table 2 show that
among the high-meditation subgroup, the FA group still had a
significantly higher average odds of daily meditation during the

https://mhealth.jmir.org/2021/12/€32794

RenderX

intervention (1.08 OR; 95% CI 1.02-1.31; P=.03), and all
participants experienced asignificant linear declinein their odds
of daily meditation during the 8-week intervention (0.96 OR,;
95% Cl 0.96-0.97; P<.001). However, therewas no statistically
significant difference between study groups in the decline of
daily odds of meditation during the 8-week follow-up among
the high-meditation subgroup.
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Figure 3. Daily percent of participantsin the high-meditation subgroup who performed any minutes of meditation.

Percent meditating per day

End of reminders
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Days in study

100

Control

Personalized Anchor ———— Fixed Anchor'

To visualize how the anchoring strategy impacted meditation
persistence, Figure 4 plots the average daily percent of
participants who completed any minutes of meditation within
1 hour of the expected time of their anchor (ie, anchored
meditations) among the high anchorers (n=19) and separately
among the low anchorers (n=45). The high-anchorer subgroup
was composed of 13 participants from the FA group and 6
participantsfrom the PA group, which demonstratestherelative
success of using the fixed morning anchor versus allowing

participants to select their own anchor. Additionally, 4 out of
the 6 high anchorers from the PA group selected a morning
anchor that occurred between 7 AM and 9 AM, which further
suggests that morning anchors are the most likely to be
successful. The trends in Figure 4 show that most participants
(ie, the low anchorers) did not use their anchoring strategy
beyond the first 4 weeks of the intervention but that anchored
meditations remained fairly persistent among the high anchorers.

Figure 4. Daily percent of participants who performed any minutes of anchored meditation.
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The stronger persistence in anchored meditations among the
high anchorers was tested empirically and is shown in Table 3,
which displaysthe panel logistic regression resultsfrom models
predicting the odds of any minutes of meditation for the low
anchorers and those in the CG or the odds of any anchored
meditations among the high anchorers. This split outcome
variable provided a more conservative test of the differencesin
meditation persistence between the high anchorers versus the
low anchorers or the CG because all nonanchored meditations
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RenderX

were not considered as evidence of meditation persistence for
the high anchorers. The high anchorers had asignificantly higher
average odds of daily meditation during the intervention (34.68
OR; 95% CI 5.70-210.80; P=.008), and all participants
experienced a significant linear decline in their odds of daily
meditation during the 8-week intervention (0.96 OR; 95% ClI
0.96-0.97; P<.001). Importantly, the high anchorers showed a
significantly smaller decline in the linear trend of their odds of
daily meditation during the 8-week follow-up period (their daily
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trend increased by 1.13 OR from their trend during the
intervention; 95% CI 1.02-1.35; P=.007 during the follow-up).
A separate model was estimated for this split outcome that also
included measures of participants’ race, gender, education,
marital status, health status, and an identifier for self-reporting

Table 3. Effect of successfully anchoring on the odds of daily meditation.

Stecher et al

being depressed, and these results are presented in Multimedia
Appendix 2 and do not significantly differ from the model
without these additional participant characteristics. Figure 5
displaystheraw and predicted probability of this split outcome
for high anchorers, low anchorers, and the CG.

Independent variables Linear time trend, OR? (95% Cl) Piecewiselinear trend, OR (95% Cl)
<12 anchored meditations 0.613 (0.206-1.824) 0.793 (0.264-2.388)

212 anchored meditations 28.079 (4.773-165.201) " 34.675 (5.704-210.796)""
Daysin study 0.960 (0.956-0.964)" " 0.964 (0.957-0.971)"""

<12 anchored meditations x days 0.998 (0.993-1.004) 0.987 (0.977-1.002)

>12 anchored meditations x days 1.002 (0.994-1.010) 0.994 (0.979-1.009)

Days postintervention _b 0.992 (0.978-1.006)

<12 anchored meditations x postintervention days —

=12 anchored meditations x postintervention days —

1.067 (0.990-1.145)

1.129 (1.019-1.351)""

Participant-day observations, n° 11,312 11,312
Participants, n° 101 101
80R: odds ratio.

PNot included in the model.

CDataiin this row are expressed as integers and not odds ratio and CI.
"P<.10.

" P<.05.

*kk

P<.01.

Figure5. Daily percent of participants who performed any minutes of meditation or any minutes of anchored meditations.
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Figure 6 displays the average self-reported meditation habit
strength, our secondary outcome, among the 3 study groupson
the baseline and week 8 surveys. There was no statistically
significant difference in self-reported habit strength between
the study groups at baseline. Participants in the FA group
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RenderX

reported a significantly higher increase in self-reported habit
strength between baseline and week 8 than did the CG (4.56
greater SRBAI increase; 95% CI 1.46-7.66; P<.001), whilethe
differences between the FA and PA groups and PA and CG
were not statistically significant.
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Figure 6. Average Self-Reported Behavioral Automaticity Index. SRBAI: Self-Reported Behavioral Automaticity Index.
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Discussion

Principal Findings

This study tested the efficacy of using either PAs or FAs for
establishing a persistent meditation app routine with the mobile
app, Calm. Although the results found that all study groups (ie,
PA, FA, and CG) experienced an egqual decline in their daily
odds of performing any minutes of meditation with the Calm
app during the 8-week intervention, the FA group was
significantly more persistent (ie, smaller daily decline in the
odds of any meditation) during the 8-week follow-up period.
Subgroup analyses reveal ed that performing alarger number of
meditations during the intervention was not sufficient for
displaying meditation persistence. | nstead, the participants who
were high anchorers during the intervention (ie, equal to or
above the median number of meditations performed within 1
hour of the expected time of their anchor) showed the most
persistent meditation routines during the follow-up period. These
findingsindicate that the anchoring strategy can create persistent
meditation routines for some participants but that additional
intervention tools are likely needed to help more participants
successfully adhere to their anchored meditation routine.

Theresultsin Table 2 and Figure 3 show that simply performing
meditation on more days of the intervention was not associated
with higher meditation persistence among any of the 3 study
groups. Specifically, Figure 3 showsthat despite high meditators
(ie, participants who meditated on 14—the median number of
days—or more of theintervention days) having an average daily
probability of meditating roughly equal to 80% at the start of
the study, the average high meditator in any of the 3 study
groups displayed a steady decline in their daily probability of
meditating. This observation standsin contrast to the expected
rolethat high behavioral performance should have on behavioral
persistence according to standard microeconomic theory of habit
formation [58,59]. As high-meditators’ level of meditation
performance did not sufficiently increase their marginal utility
for continuing their meditation behavior, the results suggest that
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meditation needs to be performed for alonger duration of time
(ie, more dayswith any meditation) in order to form apersistent
routine or that alternative theories of habit formation may be
more appropriate for understanding persistent meditation
routines.

Additionally, the results show that high anchorers were
significantly more persistent in their daily meditation, and these
findings were estimated using only the anchored meditations
to measure persistence among the high-anchorer subgroup. In
other words, high anchorerswere not just morelikely to meditate
at any time of day, but this subgroup was morelikely to meditate
at atimethat corresponded to their anchor than the control group
or the low anchorers were to meditate at any time of day. This
observation supports the theory that contextually cueing
behaviors is one method for creating a persistent meditation
routine [32,33]. As fewer than half (19/64, 30%) of the
participantsin either the FA or PA groupswere high anchorers,
these results al so suggest that setting an anchoring strategy and
receiving app-delivered reminder messages are not sufficient
for helping all participants adhere to their anchoring strategy.
Importantly, almost all of the high anchorers were participants
who either selected a morning anchor or were given the fixed
morning anchor, which indicates that meditating in the morning
might be an important strategy for establishing persistent
meditation routines and warrants further research.

The results from the SRBAI (ie, self-reported habit strength)
show that those in the FA group experienced the largest increase
in habit strength. However, therewasanincreasein self-reported
habit strength among all study groups, including the CG.
Additionally, self-reported habit strength increased on average
for al study groups despitethe clear declinein daily meditation
performance observed in the objective app usage data. These
trends highlight a potentia limitation of this self-report habit
strength measure: since habitual behaviors are theorized to be
unconsciously initiated, individual s should not be able to recall
their experience performing the behavior (in this case
meditation). Thus, this measure may be capturing participants’
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perceived self-efficacy or fluency for meditation [60], which
suggests that simply being involved in a study and receiving
information on the benefits of meditating daily for 10 or more
minutes might have boosted participants' feeling of behavioral
competence or self-efficacy for meditation. Therefore, although
this self-reported habit strength was significantly greater among
the FA participants who anchored meditation in the morning,
these results should be interpreted with caution.

Prior Work

Thisstudy contributesto the existing literature testing anchoring
interventions for health behaviors, which has aready
demonstrated the success of anchoring for establishing persistent
smoking cessation routines [37,61] and medication adherence
routines [38,39]. However, the anchoring approach has been
less effective in other settings, such as demonstrating limited
efficacy for improving diets[40,62,63], which suggeststhat the
success of anchoring may vary depending on the behavioral
complexity of the targeted new routine. Our study shows that
anchoring can help to improve the persistence of meditation
with a mobile app for some participants, but the success of
anchoring was not universally experienced by all participants,
and further research is needed to determine whether anchoring
can be more effectively implemented to establish persistent
meditation routines with a mobile app.

It is important to note that our design of the anchoring
intervention was targeted toward establishing “instigation”
habits as opposed to “execution” habits for daily meditation
[64]. In other words, the suggested anchors were all chosen to
help initiate meditation with the Calm app as opposed to hel ping
participants continue to perform a given meditation session.
This was because we hypothesized that continuing to perform
a given meditation session is a relatively easier action since
meditation is generally a passive behavior and most of the
meditations with the app are timed, so users do not need to
self-monitor the clock and their time meditating. Future studies
should test the efficacy of anchoring interventions that target
the execution component of daily meditation, which may help
us understand how anchoring can be successfully applied to
complex behaviors like daily meditation.

Finally, this study demonstrates that an 8-week intervention
was not sufficiently long for even the high anchorersto form a
meditation routine. Existing research has suggested that it takes
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anywhere from 18 to 254 days to successfully form a new
routine [65], so our results help to increase the lower bound on
thisrange for meditation routines. Additional researchisneeded
to generate a more precise estimate of the average number of
days of behavioral performance for successfully routinizing
meditation with a mobile app.

Limitations

Although this was the first study to use personalized or fixed
anchorsfor establishing a persistent meditation app routine with
aconsumer-based app (ie, Cam) and there were no unexpected
events, there were still anumber of limitations. First, we had a
homogeneous, small sample size limiting the generalizability
of our findings, particularly to other racial groups and people
of different socioeconomic status. Second, our study targeted
dormant users of Calm who had paid for an annual subscription
but had not recently used the app, which again limits the
generdizability of our resultsfor other types of app users. Third,
the daily app—delivered reminder messages appeared to be an
ineffective method of boosting most participants’ attention to
and use of the anchoring strategy, so it is difficult to know
whether a longer duration of intervention or increased
intervention supports are necessary to increase adherenceto the
anchoring strategy and more rigorously test the efficacy of this
intervention approach for establishing behavioral routines.
Finaly, a significant degree of study attrition from either
withdrawals or missing survey data occurred during the
intervention, which limited the statistical power of our analyses.

Conclusions

This study tested the efficacy of using either personalized or
fixed anchorsfor establishing apersistent meditation app routine
with the mobile app Cam. Participants given the FA of
meditating in the morning were dlightly more persistent during
the 8-week follow-up period. Additionally, the participantswho
more frequently used their anchor during the intervention
showed the most persistent meditation routines during the
follow-up period, and almost all of these high anchorers were
using morning anchors. Our findings suggest that using the
anchoring strategy can create persistent morning meditation
routines. However, future studies should combine anchoring
with additional intervention tools (eg, incentives) to help more
participants successfully establish an anchored meditation
routine.
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Abstract

Background: Obesity is a major public health issue. Combining exercise training, nutrition, and therapeutic education in
metabolic rehabilitation (MR) isrecommended for obesity management. However, evidence from randomized controlled studies
islacking. In addition, MR is associated with poor patient adherence. Mobile health devicesimprove accessto MR components.

Objective: Theaim of this study is to compare the changes in body composition, anthropometric parameters, exercise capacity,
and quality of life (QOL) within 12 weeks of patients in the telerehabilitation (TR) program to those of usual care patients with
obesity.

Methods: This was a paralel-design randomized controlled study. In total, 50 patients with obesity (BMI1>30 kg/m?) were
included in a TR group (TRG) or a usua care group (UCG) for 12 weeks. Patients underwent biometric impedance analyses,
metabolic exercise tests, actimetry, and QOL and satisfaction questionnaires. The primary outcome was the change in fat mass
at 12 weeks from baseline. Secondary outcomes were changes in body weight, metabolic parameters, exercise capacity, QOL,
patients' adhesion, and satisfaction.

Results. A total of 49 patients completed the study. No significant group x timeinteraction was found for fat mass (TRG: mean
1.7kg, SD 2.6 kg; UCG: mean 1.2 kg, SD 2.4 kg; P=.48). Compared with the UCG, TRG patientstended to significantly improve
their waist to hip ratios (TRG: —0.01 kg, SD 0.04; UCG: +0.01 kg, SD 0.06; P=.07) and improved QOL physical impact (TRG:
+21.8, SD 43.6; UCG: -1.2, SD 15.4; P=.005). Significant time effects were observed for body composition, 6-minute walk test
distance, exercise metabolism, sedentary time, and QOL. Adherence (95%) and satisfaction in the TRG were good.

Conclusions: In adults with obesity, the TR program was not superior to usual care for improving body composition. However,
TR was able to deliver full multidisciplinary rehabilitation to patients with obesity and improve some health outcomes. Given
the patients’ adherence and satisfaction, pragmatic programs should consider mobile health devices to improve access to MR.
Further studies are warranted to further establish the benefits that TR has over usual care.
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Introduction

Background

Obesity is achronic disease defined by aBMI of >30 kg/n? in
the context of increased fat mass (FM). It is currently a highly
prevalent disorder and a major public headlth issue [1]. It is
associated with increased morbidity and mortality [2], including
metabolic comorbidities, disabilities, and impaired quality of
life (QOL). The metabolic risk isworst in cases of FM increase
and when abdominal visceral fat predominates[3]. Thus, waist
circumference (WC)—amarker of intraabdominal fat [4]—and
thewaist to hip ratio (WHR) better predict metabolic (ie, insulin
sensitivity and lipid profile) and cardiovascular complications
than BMI [5].

Obesity results in an imbalance between energy intake and
energy expenditure [6,7]. Creating a negative energy balance
can induce or maintain weight lossin patients with obesity [8].
Thus, physical activity (PA) and nutrition interventions are the
cornerstones of obesity treatment, improving weight, WC, FM,
and health outcomes [9]. Aerobic training alone induces
significant weight lossin individual swith obesity. Specifically,
light to moderate intensity corresponding to the intensity of the
maximum lipid oxidation (LIPOXmax) individually determined
in patients [10] has demonstrated significant weight, WC and
FM reduction [8], aswell as benefits on body composition and
biological parameters (cholesterol and blood glucose) [11].
However, the most efficient strategy in obesity combines
exercise training with nutrition interventions and therapeutic
education [12,13] in amultidimensional metabolic rehabilitation
(MR) for at least 12 weeks[14,15]. Although scientific societies
recommend MR for patients with obesity [16], the benefits of
such interventions remain to be compared with usual care alone.

However, the delivery of MR in the clinical field is a complex
issue, and population-based trials have shown poor patient
adherence (large dropout rates [17] and poor attendance [18]).
This large underutilization of MR [19] is also because of the
financial cost of such programs[20]. In the field of pulmonary
rehabilitation, awidely developed domain, such barrierslimiting
the access to and delivery of rehabilitation have been
well-described [21]. Thus, trial stesting the effects of MR versus
usual care—even if positive—would have limited clinical
relevance becauseit is poorly applicablein patientswith obesity.

The barriers of access to MR can be waived by recent
technological innovationsin the field of mobile devices. Mobile
health (mHealth) facilities (smartphone-based educationa apps,
web-based tools, SM Stext messaging, PDA physiological status
monitoring, and connected captors) improved the delivery of
the components of rehabilitation when taken individualy [22].
In patientswith obesity, a 10-week web-based exercise program
has shown asignificant effect on patients' FM [23]. In addition,

https:.//mhealth.jmir.org/2021/12/e28242

mHealth nutrition management or therapeutic education had
significant effects on body weight (BW) and BMI in obesity
[24,25]. Thus, because mHealth facilities deliver full MR, a
telerehabilitation (TR) program could be more efficient than
usual care in patients with obesity. In addition, this pragmatic
research approach based on affordable tools could provide
evidence for rea-world MR.

Objectives

Therefore, we developed amobile TR solution for patientswith
obesity and used it in ablended multidisciplinary MR combining
exercise training a LIPOXmax intensity, nutritional
intervention, and educational tools. Theaim of thisrandomized
controlled study isto compare the changesin body composition,
anthropometric parameters, exercise capacity, and QOL within
12 weeks of the TR program versus usua care in patients with
obesity. In addition, feasibility, patients’ adherence satisfaction,
and effects of this TR were assessed in the TR group (TRG).

Methods

Study Population

Adults aged 25-65 yearswith aBMI of >30 kg/m? were eligible
for participation. The main exclusion criteriawere participants
with a contraindication for exercise training (such as unstable
cardiovascular disease or musculoskeletal problems).

Study Design

This was a 12-week, prospective, parallel-group, randomized
controlled trial. Individuals were recruited from consultations
of the Physiology Department of the University Hospital of
Montpellier (France) and from the general population with
media advertisements. After a screening period of 12 months,
interested patients were contacted by email or phone and were
registered on the Aviitam health platform. They were scheduled
for half-day baseline assessments. All participants provided
written informed consent. The study was conducted in
accordance with the CONSORT (Consolidated Standards of
Reporting Trials) ethical guidelines and the CONSORT of
Electronic and mHealth Applications and Online Telehealth
checklist [26]. The study was approved by the ethics committee
(CPP Nord-Ouest IV, France; ClinicalTriads.gov identifier:
NCT03396666).

Patients were admitted to the Physiology Department of the
University Hospital of Montpellier (France) between January
2018 and November 2018. Baseline assessments included
physical examination, bioimpedance, blood test, effort
caorimetry, 6-minute wak test (6MWT), and
self-questionnaires. Once baseline assessments were compl eted,
participants were randomized to either a 12-week TR program
or usual care. The randomization seguence was
computer-generated using random blocks in an order unknown
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to investigators. The list was established by a statistician and
wasonly accessible by the personnel in charge of randomization.
Although participants could not be blinded to their treatment,
both programs were presented as active interventions.

All tests and evaluations of the study were performed at the
same place for each group under the same conditions and with
the same devices. All assessments made at baseline were
realized at the end of follow-up by technicians blinded to group
allocation.

Intervention and Control Groups

Patients from both groups had a specialized medical consultation
with cardiopulmonary exercise testing and prescription of an
adapted PA program at an intensity that elicited maximal lipid
oxidation (called LIPOXmax). The patients in the usual care
group (UCG) were advised to carry out their sessions
independently, focusing on endurance PA sessions such as brisk
walking, cycling, or swimming. Moreover, these patients
received a booklet with different exercises and tips on PA and
nutrition management. All patients were registered on the
Aviitam website before and during thetrial. Aviitam isahighly
secure health record that allows the centralization, protection,
and sharing of medical data with doctors. No restrictive diet
was prescribed in either group.

The TR program is amulticomponent intervention available on
smartphones (Figure 1) and the website (Figure 2). Patients
received a package containing a smartphone (Archos with
Android operating system) on which the TR Telemouv app was

Figure 1. Telerehabilitation mobile app.

Bughin et a

installed. A pedometer (Care Trackfit) and a heart rate monitor
(Polar H7) were connected to the smartphone via Bluetooth.
The patients received secure access codes for the app and
website. They were trained in the use of the program and
connected objects by a technician and received an instruction
booklet to guide their first stepsin the TR program. Telemouv
solution contains 3 components: PA, nutritional, and educational
programs. After 1 week, a PA teacher went to the patients
homes to install a connected bicycle ergometer (Care Fitness)
and performed thefirst supervised session. The exercisetraining
program included endurance sessions, muscle reinforcement,
and posture and balance exercises. Regarding endurance
exercises, patients were advised to increase the volume and
intensity of the sessionsto reach theweekly goal of 150 minutes,
with aminimum of 3 sessions per week, which could combine
sessions on the connected cycloergometer and walking ons.
Wearing a connected heart rate monitor was recommended
during endurance sessions to reach the target heart rate
(corresponding to LIPOXmax). For muscle strengthening,
balance, and posture exercises, patients had access to video
sessions and were sent to the mobile solution throughout the
program. Moreover, patients could track their daily step counts
toreach their individualized goals. Nutrition management tools
included hunger and satiety questionnaires and a 24-hour food
intake questionnaire. Moreover, patients received daily
educational content about illness, nutrition, and the benefits of
PA. Patients with TRG had 2 teleconsultations at 1 and 2
months. In addition, doctors also had accessto a secure website
with access to patient data from the TRG.
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Figure 2. Telerehabilitation website.
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Outcomes

The primary outcome was the modification of the amount of
FM, expressed in kilograms between baseline and 12-week
follow-up in the TRG versus those in the UCG.

The main secondary outcomes were changes from baseline in
body composition indexes (fat-free mass[FFM], muscular mass,
and mass muscular index), anthropometric parameters (weight,
BMI, WC, and WHR), and metabolism during exercise
(maximal fat oxidation [MFO] and power at LIPOXmax and at
crossover). Other outcomes were changes from baseline in PA
and sedentary levels, exercise capacity, biological parameters,
and self-assessment QOL questionnaires. The usability of the
solution and satisfaction with the TR program were also
assessed.

M easures

Body composition; weight; height; and waist, hip, and neck
circumferences were measured after 12 hours of fasting.
Bioelectrical | mpedance Analyses

Participants’ body composition was assessed by bioimpedance
analysis with a 6 termina impedance plethysmograph
(Biacorpus RX4000 software, BodyComp 8.4). This device
measures the total resistance of the body to an alternating
electric current of 50 kHz [27,28]. Body FM and FFM were
calculated for each segment of the body according to the

https://mhealth.jmir.org/2021/12/e28242

RenderX

manufacturer’s database-derived disclosed equations and total
water with published equations using the classical cylindrical
model and Hanai mixturetheory [29]. FM, FFM, and muscular
mass were expressed in kilograms and as a percentage of total
body mass. Muscle mass index was calculated as muscular
mass/height? and expressed in kg/mz.

Anthropometric Parameters

Height was measured to the nearest 0.5 cm using astandardized
height gauge. BMI was calculated as weight (kg)/height? (m).
Neck, chest, waist, and hip circumference measurements were
obtained using standardized procedures. WHR was then
calculated.

Metabolic Exercise Test

The participants performed an exercise test on an
electromagnetically braked cycle ergometer (Ergoline Bosch
500, Ergoline) connected to a breath-by-breath device
(COSMED Quark cardiopulmonary exercisetesting, COSMED)
for gas exchange measurements. The theoretica maximal
aerobic power (W, th) was calculated for all patients using
Wasserman equations [30]. After afasting period of 12 hours,
participants underwent a standardized submaximal exercise test
[31] consisting of five 6-minute submaximal steady-state
workloads (set at 30%, 40%, 50%, and 60% of W, th), with
acalculation of carbohydrate and lipid oxidation ratesfrom gas
exchange measurements at steady state at the 5th to 6th minute
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of every step according to the nonprotein respiratory quotient
technique [32]. Fat oxidation rates were calculated using the
following equation:

Fat (mg/min) = -1.7012 x VCO, + 1.6946 x VO,
(gas volume expressed in mL/min)
where, VCO, is carbon dioxide output and VO, is oxygen
uptake.

After smoothing the curves, we calculated 2 parameters
representative of the balance between fat and carbohydrate
oxidation: the crossover point, which is the point at which
carbohydrate becomes the predominant fuel representing more
than 70% of the total energy [33] and the LIPOXmax point,
where lipid oxidation reaches a maximum. The MFO rate is
defined as the highest observed use of fat as an energy source
during oxidative metabolism and is expressed in mg/min.

6MWT Overview

The 6BMWT was performed at the hospital on a plane surface
in a30-m-ong covered corridor marked every 2 minutes. The
tests were conducted according to the recommendations of the
American Thoracic Society [34]. Heart rate and oxyhemoglobin
saturation were recorded every minute, and dyspnea scoreswere
measured on a Borg scale at the end of the test. The total
distance was then recorded.

Questionnaires

QOL was assessed with a questionnaire for the general
population (36-item short form survey, SF-36) and one specific
to the population of patients with obesity (echelle qualité de
vie, obésité et diététique[EQVOD]). The PA level was assessed
using the Voorrips questionnaire (modified Baecke
guestionnaire). The questionnaire scored the past year's
household activities, sportsactivities, and other physically active
leisure time activities and gave an overall PA score. The
participants were asked to describe the type of activity, hours
per week spent on it, and the period of the year in which the
activity was normally performed. All activities were classified
according to posture and movement. This questionnaire provides
areliable and valid method for classifying the activity level of
older participants as high, medium, or low. With this method,
normal participants with scores <9.4 are classified as having
low PA.

The SF-36 is a generic self-reported measure of health-related
QOL comprising 36 questions across 8 domains (physical
functioning, role-physical, bodily pain, general health, vitality,
social functioning, role-emotional, and mental health). Answers
to each question are rated on a Likert-type scale and summed
to produce araw scorethat istransformed to ascale of 0to 100,
with higher scoresindicating abetter QOL [35]. SF-36 subscales
were computed to generate 2 summary measures:. the physical
component summary and the mental component summary.
EQVOD isaFrench, validated scale specific to obesity, derived
from the Impact of Weight on QOL questionnaire and its short
version Impact of Weight on QOL-Lite [36]. The EQVOD
guestionnaire was adapted to the sociocultural factors of obesity
and itsdietetic treatment in France. It is easy to self-administer.
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Usahility was evaluated with the System Usability Scale (SUS)
[37]. It is a 10-item questionnaire with 5 response options for
the respondents. An SUS score of >68 would be considered
above average, and anything <68 is below average.

Blood Test

A venous blood sample was obtained in the fasting state to
measure the lipid profile, plasma glucose, insulinemia, and
C-reactive protein.

Actigraphy

Participants wore a GT3X accelerometer (ActiGraph) on the
nondominant wrist, programmed to collect datafrom the vertical
axis in 15-second epochs and initialized using a normal filter
(AGNorm). Accelerometers were worn for 7 days during all
waking hours and removed for sleeping and during water-based
activities. The minimum wearing criteriawas >4 days, with >8
hours of wearing time each day [38]. In addition to the daily
steps, daily sedentary time in minutes and daily time spent in
moderateto very vigorous activity were extracted from actimetry
according to the manufacturer’'s specifications using the
Freedson cutoff and the software (Actilife) provided by the
company.

Power Calculationsand Statistical Analysis

The calculation of the number needed to treat is based on a
hypothesis supported by the literature [8]. We expect a
difference between the 2 arms of 1 kg of fat losswith acommon
SD of 1 kg. For ana threshold of .05 and astudy power of 90%,
the study included 22 patients in each group. Considering a
possible 10% dropout rate, the study will need to include 25
patients by randomized arm to demonstrate an effect.

The baseline characteristics of the 2 groups were compared
using the independent 1-tailed t test or Mann-Whitney U test
according to the data distribution. The intra- and intergroup
kinetics of changes for the variables under intervention were
analyzed with linear mixed effects models including a time
effect, agroup effect, and the interaction between these effects
as afixed factor and a subject effect as a random factor, using
the nmle package in R. In case of significant interaction effect,
false discovery rate-adjusted post hoc tests were performed.
Linear mixed effects assumptions were tested before each test.
Per-group analysis of the effect of the intervention was
performed inthe TRG group using paired t tests. The effect size
was also calculated using Cohen d. Spearman rank order or
Pearson correlations, depending on the data distribution, were
used to determine associations between continuous variables.
The datawere analyzed using R software (R 4.0.3; R Foundation
for Statistical Computing) and plotted using Prism Software.
Statistical significance was set at P<.05.

Results

Patients

Of the 140 screened patients, 50 were included in the study and
underwent randomization. A total of 49 patients completed the
study (Figure 3). One patient in the TRG discontinued the trial
before the endpoint without a postbaseline assessment. The
baseline characteristics of both groups were not statistically
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different for any of the parameters assessed (Table 1). All
severities were represented, as class I, Il, and 11l obesity
represented 44% (22/50), 36% (18/50), and 20% (10/50) of
patients, respectively. A total of 90% (45/50) of patients had a

Figure 3. Study participant flowchart.

Patients assessed
N=140

Patients randomized
N=50

Telerehabilitation Group

Bughin et a

low PA level, as defined by a Voorrips score of <9.4. None of
the patientswere currently medically treated for obesity. A total
of 8 patients had diabetes, and 7 were treated for dydlipidemia.

90 excluded

26 noncompliant with
study criteria

7 lacks of time for study
8 refusals

49 unanswered

Usual Care Group

n=25 n=25

1 consent withdrawal

ﬂ.s h.OUf'S- after consent

signing

Analysed Analyzed
n=24 n=25
Table 1. Characteristics of participants.

Characteristic Intervention group (n=25) Control group (n=25) P value
Male, n (%) 11 (44) 12 (48) 78
Age (years), mean (SD) 51.2 (10.8) 53.3(11.3) A7
Active smoker, n (%) 5(20) 1(4) .23
\oorrips score, mean (SD) 5.7 (3.0) 6.4 (3.0) .37
Total blood cholesterol (mmol/L), mean (SD) 52(11) 51(1.1) .16
Fasting blood glucose (mmol/L), mean (SD) 7.3(3.0) 59(1.1) .26
Fat mass (kg), mean (SD) 44.8 (10.6) 43.6(18.1) 51
Body weight (kg), mean (SD) 105.7 (18.1) 104.4 (14.9) .78
BMI (kg/m?), mean (SD) 36.2 (4.2) 36.82 (5.0) 74
Waist circumference (cm), mean (SD) 120.1 (11.5) 120.4 (14.1) 21
Waist to hip ratio, mean (SD) 0.96 (0.07) 0.97 (0.10) .05
6-minute walk test distance (m), mean (SD) 511 (69.6) 514.8 (69.9) a7
LIPOXmax® (W), mean (SD) 34.9 (11.6) 36.04 (10.39) 87

3 |POX max: maximum lipid oxidation.

Effectsof TR on Primary and Secondary Outcomes

No significant group or group X time interaction was found for
the FM (Figure 2; Table 2). However, there was a significant
time effect (P<.001), meaning that although not different
between groups, an improvement in FM occurred in both study
groups. An FM decrease was observed in the TRG (-1.7 kg,
SD 2.6 kg; —4%, SD 6.2%) and in thein the UCG (-1.2 kg, SD
2.4kg; —3%, SD 6.6%), with 48% (12/25) of patientsimproving
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the FM of >5% of initia values (Figure 4). Similarly, significant
time effects, with no group x time interactions were observed
for the FFM (%), muscle mass, 6BMWT distance, crossover
point, and power at the LIPOXmax and psychosocial component
of the EQVOD (Table 2). Significant differences for a group x
timeinteraction were found for the WHR (P=.07; Figure5) and
for the physical impact component of the EQVOD (P=.005;
Figure 6), which was significantly increased in the TRG.
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Table 2. Changesin primary and secondary outcomes between baseline and 12-week follow-up.

Outcome Intervention group Control group P vaue (between group)
Baseline, mean  Follow-up, Baseline, mean  Follow-up, Group Time Interaction
(SD) mean (SD) (SD) mean (SD)

Fat mass (kg) 4480 (1056)  4318(1079)2 4356(1219) 4318(13187 94 <001 .48
Fat mass (%) 4480 (1056) 4111 (7502 4188(846) 41 (g.78) 86 <001 4
Fat-free mass (kg) 60.92 (13.35)  62.09(14.08) 60.85(11.75) 61.77(12.03) .95 .05 45
Fat-free mass (%) 5752 (7.17)  5879(7.52)  58.12(8.46)  59(8.79) 84 <.001 52
Muscle mass (kg) 26.99(7.78)  28.23(8.12)  27.33(7.07)  27.98(7.07) 85 .02 18
Muscle mass index (kg/m?) 9.10 (1.72) 049 (1702  949(1.83) 9.75 (1.95) 39 .02 26
Body weight (kg) 105.72 (18.06)  105.26 (19) 104.41 (14.86) 104.89 (16.69) .89 84 4
BMI (kg/m?) 36.22 (4.15) 36.02 (4.40) 36.82 (5.00) 36.98 (5.72) 54 .82 A1
Waist to hip ratio 0.96 (0.07) 0.95 (0.08) 0.97 (0.10) 0.99 (0.11) 28 56 .07
6-minute walk test distance(m)  511(70) 526 (71) 515 (70) 526 (67) .90 .03 75
Crossover point 63.96 (20.69)  72.96(22.60) 66.48(23.97) 71.16(21.73) .91 .002 33
Power at crossover (W) 4400 (17.16) 49.21(16.52) 46.48(14.21) 50.88(18.10) .67 <.001 64
Power at LIPOXmax? (W) 3492 (11.59) 36.88(1151) 36.04(10.33) 38.12(13.31) .75 .02 .90
MFO® (mg/min) 2705(953)  2984(8l15)  3015(109.1) 3039(1020) .46 14 20
MFO (mg/minvkg FEMY) 10.61(408)  11.21(311)  11.23(364)  1120(345 .70 52 A7
SF-36° mental component 44.44(12.43)  4829(10.06)  43.74(11.97) 43.71(12.89) .48 92 13
SF-36 physical component 47.92(731)  4590(8.46)  43.96(9.23)  4549(10.18) .26 .08 34
EQVOD' physical impact 64 (17) 72 (16)2 72 (16) 72 (16) 46 .004 .005
EQVOD psychosocial 68 (19) 75 (21) 64 (21) 66 (22) 18 01 17

8p<.05 between baseline and follow-up (within group).
BL1POX max: maximum lipid oxidation.

°MFO: maximal fat oxidation.

9FFM: fat-free mass.

€SF-36: 36-item short form survey.

fEQVOD: echelle qualité de vie, obésité et diététique.
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Figure 4. Relative changein fat mass after 12 weeks. TRG: telerehabilitation group; UCG: usua care group.

20+
10- 0 o
Q %o
&)
0 o o Oon
= | N ®]

Fat mass relative change after 12 weeks (%)

o0
-10- Co
OO
-20_
O
&

[
1
|
|
o ﬁ
o)
|
[
[
[
[
|
o
Q
[
I ]
IS

Figure5. Waist to hip ratio change after 12 weeks (absolute). TRG: telerehabilitation group; UCG: usual care group.
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Figure 6. EQVOD scale scores for physical impact changes after 12 weeks (absolute). EQVOD: echelle qualité de vie, obésité et diététique; TRG:

telerehabilitation group; UCG: usual care group.
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Effect and Feasibility of the TR in Users

TR patientswho completed the 12-week intervention performed
an average of 30.5 (SD 16.7) sessions of PA and connected
283.5 (SD 193.4) times to the app and the website throughout
the study. The SUS score averaged 65.3 (SD 15.02). A score
of >68, indicating good usability of the system, was found in

https://mhealth.jmir.org/2021/12/e28242
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Group*time interaction : P=.005

46% (11/24) of patients. Only 1 patient found the program with
poor usability, with an SUS score of <39. Inthe TRG, per-group
analyses showed an improvement in body composition, exercise
metabolism, and health-related QOL after theintervention. The
FM (-1.7 kg, SD 2.6 kg; P=.004), FFM (+1.2%, SD 1.9%;
P=.005), muscle mass (+0.9 kg, SD 2.0 kg; P=.03), crossover
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point (+8.6, SD 14.0; P=.006), power at the crossover point and
LIPOXmax (+5.8 W, SD 9.4 W, P=.006 and +2.48, SD 5.2 W,
P=.03, respectively), SF-36 mental component (+3.53, SD 7.19;
P=.04), and EQVOD physical and psychosocial components

Bughin et a

(+9.4, SD 14.1, P=.005 and +6.4, SD 11.7, P=.02, respectively)
showed dtatistically significant improvements. Effect sizes
ranged from small to moderate according to Cohen d (Table 3).

Table 3. Changesin parametersin the telerehabilitation group (paired t test and Cohen d).

Parameter TO (n=25), T12 (n=25), Difference (n=25), P value Effect size Magnitude
mean (SD) mean (SD) mean (SD) (Cohen d)

Fat mass (kg) 44.80 (10.56) 43.17 (10.79) -1.70 (2.60) .004 -0.65 Small

Fat mass (%) 4248(7.17) 41.11(750) -1.31(1.94) .003 -0.67 Moderate
Fat-free mass (kg) 60.92(13.35) 62.09 (14.08) 0.86(2.42) .10 0.35 Moderate
Fat-free mass (%) 57.52(7.17) 5879(7.52) 1.21(1.89) .005 0.64 Moderate
Muscle mass (kg) 26.99(7.78) 2823(8.12) 0.94(1.97) .03 0.48 Small
Muscle mass index (kg/m?) 910(1.71)  9.49(1L70)  0.30(0.61) .03 0.49 Small
Body weight (kg) 105.72(18.06) 105.26(19.00) -0.85(2.82) .16 -0.30 Small
BMI (kg/m?) 36.22(4.15) 36.02(4.40) -0.31(1.02) 15 -0.31 Small
Waist to hip ratio 0.96 (0.07) 0.95 (0.08) -0.01 (0.04) .25 -0.24 Small
6-minute walk test distance (m) 511.00(69.58) 526.46(70.79) 13.88 (36.44) .08 0.38 Small
Crossover point 63.96 (20.69) 72.96 (22.60) 8.58 (14.02) .006 0.61 Moderate
Power at crossover point (W) 44,00 (17.16) 49.21(16.52) 5.79(9.43) .006 0.61 Moderate
Power at LIPOXmax? (W) 34.92(11.59) 36.88(11.51) 2.38(5.15) .03 0.46 Small
Maximal fat oxidation (mg/min) 270.48(95.25) 298.38(81.45) 25.88(73.12) 10 0.35 Small
SF-36° mental component 44.44(12.43) 4829 (10.06) 3.53(7.19) .04 0.49 Small
SF-36 physical component 4792 (7.31) 4590(8.46) -—1.44(6.76) .36 -0.21 Small
EQVOD® physical impact 63.70 (17.45) 72.25(16.11) 9.44(14.12) .005 0.67 Moderate
EQVOD psychosocial 67.94(19.32) 75.28(21.30) 6.35 (11.66) .02 0.54 Moderate

3_1POX max: maximum lipid oxidation.
bSF-36: 36-item short form survey.
CEQVOD: echelle qualité de vie, obésité et diététique.

Baseline and Intervention-Induced Change
Correlationsin Parameters

At baseline, univariate correlations between parameters were
found in all patientswith obesity. FM was correlated with BMI
(r=0.850; P<.001). FFM and muscle masswere correlated with
the crossover point (r=0.509, P<.001 and r=0.507, P<.001,
respectively), LIPOXmax (r=0.495, P<.001 and r=0.469,
P<.001, respectively), and MFO (r=0.365, P=.009 and r=0.34,
P=.02, respectively). The BMWT distance was correlated with
muscle mass (r=0.316; P=.03), LIPOXmax (r=0.275; P=.05),
and the SF-36 physical impact (r=0.301; P=.05). EQVOD’s
psychosocial score was correlated with FM (r=-0.338; P=.02)
and WHR (r=0.281; P=.05). In addition, at the end of the
12-week trial, the change in BW was correlated with relative
changesin FM (%) and FFM (%) in the TRG and UCG (TRG:
r=0.598, P<.001 and r=0.670, P<.001, respectively; UCG:
r=0.616, P=.01 and r=0.426, P=.04, respectively). Inthewhole
population (N=49), BW change was inversely correlated with
the BMWT distance (r=—0.281; P=.05). In contrast, the number
of training sessions and changes in WHR or FM (P=.56 and
P=.26, respectively) and the number of connections and changes
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in WHR or FM (P=.86 and P=.69, respectively) were not
significantly correlated.

Discussion

Principal Findings

This study was one of the first to propose the use of a mobile
TR program using mHealth devices to deliver full MR in
patients with obesity. Although our study did not show
significant additional benefits versus usual care regarding the
primary outcome (FM), there was a significant advantage
regarding the domain of QOL and tendency for the WHR. In
addition, per-group analysis indicated that the significant time
effects on body composition, exercise capacity, PA behavior,
and QOL were mainly because of the TRG. These effects
occurred while the TR solution’s adherence and usability were
good during the 12-week trial duration.

Comparison of the Effects of TR VersusUsual Care
in Patients With Obesity

Scientific societies have recommended that patientswith obesity
should benefit from a multidisciplinary program including
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exercise, diet, and cognitive behavioral therapy [16]. However,
this recommendation was not based on randomized controlled
trial evidence, except for one study [39]. In patientswith obesity,
rehabilitation improvements in BW, exercise capacity, and
comorbidities have not been compared with those of a control
group [40-42]. Thus, our randomized controlled trial fillsagap
in scientific knowledge regarding obesity treatment. Although
our study did not show significant improvement in FM—the
primary outcome of the study—with TR versus usual care,
numerous observations have to be underlined. Among the
secondary outcomes, we observed a significant time x group
effect for the physical impact domain of the EQVOD. This
result isin line with the improvement of SF-36—assessed QOL
previously reported in patients with obesity by MR [43],
particularly after 12 weeks [44]. There was also atendency for
the WHR in favor of the TRG versus UCG (P=.07), which is
consistent with previous reports of the effect on WC induced
by multidisciplinary rehabilitation [45] or 12-week exercise
training [46]. Thiseffect of the TR would be clinically relevant,
given the critical role of the visceral fat accumulation in the
patients comorbidities [3,47]. As power calculation was
performed on the basis of expected changein FM, further studies
arerequired to confirm the effect of the TR on these secondary
outcomes. Nonetheless, the mixed model showed significant
time effects for most of the secondary outcomes (FM [kg, %],
FFM [%], muscle mass [kg], muscle mass index, 6MWT
distance [m], crossover point, intensity at the LIPOXmax,
sedentary time [%], SF-36, and EQVOD), which requires
per-group analyses to complete the interpretation.

Effectsin the UCG

Detailed, structured PA counseling in daily life was provided
to the UCG patientsin line with the guidelines for obesity [48].
Theintensity of the endurance exerciseswas set at LIPOXmax,
an individua intensity determined on the metabolic exercise
test, but there was no supervision. Therefore, UCG patientsdid
not benefit from the metabolic effects reported after 8-12 weeks
of supervisedtraining at LIPOXmax intensity [8,49]. Similarly,
patients also benefited from nutrition counseling through the
Aviitam platform registration, but the nutritional intervention
was not supervised. Thus, the metabolic effects were logically
not significant and close to those reported in previous UCGsin
obesity [50]. Altogether, this means that although optimized
standard care with specific assessments, prescription, and
counseling was provided to the UCG patients, its short-term
impact on the patients’ metabolism was limited.

Effectsin the TRG

In contrast, patients in the TRG showed significant
improvements in body composition (FM), exercise capacity
(BMWT distance), exercise metabolism (intensity at the
crossover point and LIPOXmax), health-related QOL (SF-36
and EQVOD), biological parameters (total and low-density
lipoprotein cholesterol), and sedentary time in each group
analysis (MultimediaAppendices 1 and 2). All these parameters
congtitute classical outcomes that are improved by
multidisciplinary MR. The results showed interna validity
because physiological correlations were found between study
parameters at baseline (FFM and exercise metabolism, 6 MWT
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distance and muscle mass, LIPOXmax, and SF-36), and after
12 weeks. The magnitude of the BW loss after 3 monthsin the
TRG (-2.82%, SD 2.81%) appeared to be limited. However,
this is in line with the 6% BW loss after 12 months of
nonsurgical clinical obesity services[17,39]. In addition, clinical
benefits have been reported in randomized controlled trials
reporting weight loss of <3%, when mediated by physical
exercise [51], particularly regarding body composition [52].
Training combined with diet induced a 5.1% reduction in FM
[53], and the 4% (SD 6%) FM decrease in our TRG was
consistent with previous studies. The effect size for FM loss
was medium (Cohen d>0.50) and reached 5% or more in 48%
(12/25) of patients in the TRG. These effects appear to be
particularly relevant, as FM loss appearsto be the best predictor
of physical functioning improvement during weight loss in
patients with obesity [13]. In addition, FM loss has been
associated with theimprovement of systemicinflammation and
lipid profiles [47,54]. The decrease in total and low-density
lipoprotein cholesterol (Multimedia Appendix 2) in the TRG
supports the clinical relevance of FM loss in the TRG. The
absolute and relative increase in intensity at the crossover point
was +17% (SD 27%), less than previously reported [49], but
Cohen d was 0.644, which indicates a medium improvement
exercise metabolism in patients with obesity. In addition, given
that the minimally clinically important difference has been
estimated from 2 to 4 points of the SF-36 physical component
summary or mental component summary [55,56], 25% to 35%
and 5% to 10% of the patients with obesity in the TRG
experienced clinically significant improvementsin the physical
and mental components of QOL, respectively. Altogether, results
in patients with obesity of the TRG support mild to medium
effects of multidisciplinary TR, with benefits being clinically
in asignificant, relevant proportion of patients.

mHealth to Foster Adherenceto MR in Patients With
Obesity

TR has been studied in several conditions such as stroke [57],
chronic obstructive pulmonary disease [58], cardiac diseases
[59,60], diabetes [61], or neurodegenerative diseases [62]. To
the best of our knowledge, this study is the first to test a TR
solution in a population of patients with obesity. Current
mHealth interventions for obesity have been limited to
sdlf-management, self-monitoring, PA, or nutrition or education
alone [63]. A meta-analysis of mHealth in obesity has shown
heterogeneous evidence of health outcomes [25]. However,
establishing the impact of mHealth-based MR was not the aim
of our study. In accordance with previous studies, our strategy
was to develop an mHealth device to improve accessto MR in
patients with obesity. Attendance and dropout represent acritical
issuein rehabilitation because previous studies have shown that
the highest clinical benefitswere seen in participants or patients
with obesity with the highest attendance [64,65]. Accordingly,
we found that the adherence of the 12-week program reached
95% in the TRG, with only 1 dropout. Thisislargely above the
dropout rate reported in mHealth studies [66]. Dropout rates
usualy range from 43% to 62% over 6-24 months during
multidisciplinary rehabilitation for patients with obesity [17].
Thishigh attendancein the TRG wasin linewith the SUS score
showing that the solution was acceptable to the patients. Thus,
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our study showed that our TR solution succeeded in overcoming
some of the barriersto face-to-face rehabilitation and appeared
to be arelevant tool to deliver MR in patients with obesity.

Study Limitations

One limitation of the study was the lack of sufficient objective
monitoring of theintervention in the TRG. Patients experienced
difficulties, mainly secondary to connectivity defects with
Bluetooth, to use heart rate monitors, pedometers, and cycle
ergometers. Therefore, too few data were collected to monitor
the intervention correctly. However, our study was a pragmatic
trial, and all analyses were intention-to-treat analyses, which
means that the impact of these missing data on the results was
limited. Nonetheless, monitoring the intervention would have
allowed for a better understanding of the effects of the TRG in
patients with obesity, particularly in terms of the patients
phenotype in response to the intervention. In addition, the
information technology firm that codeveloped the TR solution
with our team did not have the opportunity to implement push
notifications and provide pertinent feedback to patients. Finally,
it is probable that patients need a longer and more stimulant
intervention. Therefore, long-term intervention and the addition
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of human support, for example via videoconferencing, could
address these limitations and improve the outcomes of TR
programs. Altogether, the development of a TR solution remains
an issue that must be addressed from the global perspective of
our mHealth project.

Conclusions

In adults with obesity, our TR program was able to deliver full
MR but did not demonstrate superiority to the usual care on
body composition. Over aperiod of 12 weeks, it induced effects
on most rehabilitation outcomes in patients with obesity (body
composition, total cholesterol, and lipid oxidation during
exercise). These effects were not significantly superior to those
induced in our UCG. However, the excellent patient adherence
to the TR constitutes an answer to the challenge of patient
adherence to face-to-face rehabilitation programs. Pragmatic
MR programs should consider mHealth devices to deliver
interventions. In parallel to the continuous development of
technological solutions, large-scale and long-term studies are
needed to translate these technological promises into fully
efficient interventions in the clinical field.
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Abstract

Background: Completion rates among adolescents who initiate the human papillomavirus (HPV) vaccine 3-dose series are
low. SM S text message vaccine reminders are effective, but lessis known about the best types for HPV series completion or the
ability to assess and target vaccine decision-making stage.

Objective: Theaim of this study isto compare the effectiveness of HPV vaccine series completion in minority adolescents who
received precision and educational versus conventional SM S text message reminders.

Methods: Enrolled parentsof adolescentsaged 9-17 yearswho received thefirst HPV vaccine dose at 1 of the 4 academic-affiliated
community health clinicsin New York City were randomized 1:1 to 1 of the 2 parallel, unblinded arms: precision SMS text
messages (which included stage-targeted educational information, next dose due date, and site-specific walk-in hours) or
conventional SM S text messages without educational information. Randomization was stratified according to gender, age, and
language. The primary outcome was series completion within 12 months. In post hoc analysis, enrollees were compared with
concurrent nonenrollees and historical controls.

Results. Overall, 956 parents were enrolled in the study. The precision (475 families) and conventional (481 families) SMS
text message arms had similarly high series completion rates (344/475, 72.4% vs 364/481, 75.7%). A total of 42 days after the
first dose, two-thirds of families, not initially in the preparation stage, moved to preparation or vaccinated stage. Those in either
SMS text message arm had significantly higher completion rates than nonenrollees (708/1503, 47.1% vs 679/1503, 45.17%,;
P<.001). Even after removing those needing only 2 HPV doses, adolescents receiving any SMS text messages had higher
completion rates than historical controls (337/2823, 11.93% vs 981/2823, 34.75%; P<.001). A population-wide effect was seen
from 2014 to 2016, above historical trends.

Conclusions: SMStext message remindersled to timely HPV vaccine series completion in alow-income, urban, minority study
population and also led to population-wide effects. Educational information did not provide an added benefit to this popul ation.

Trial Registration: Clinical Trials.gov NCT02236273; https://clinicaltrials.gov/ct2/show/NCT02236273

(JMIR Mhealth Uhealth 2021;9(12):€26356) doi:10.2196/26356
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Introduction

Methods

Background

Adolescents, particularly minority adolescents, are not
adequately protected against human papillomavirus (HPV) and
its potential sequelae, including cancer and genital warts.
Despite the highly efficacious vaccine being recommended for
all adolescents, completion rates among those who initiate the
seriesarelow [1]. Nationwide, only 71.5% of adolescents aged
13-17 years initiate the HPV vaccine series, and half (54.2%)
have received all needed doses [1]. Adherence to the
recommended HPV vaccine dosing scheduleisalso exceedingly
low; one study found that of 9- to-16-year-oldswho had initiated
HPV vaccination, only 28% completed the then-recommended
3-dose series within 1 year [2]. Caregiver-decided vaccination
delays can significantly contribute to the spread of infectious
diseases in adolescents [3]. Thisis aparticularly salient factor
to counter for HPV vaccination, as HPV infection not only
carries short-term infection risk but also long-term chronic
disease risk.

Health information technology interventions that link
communication technol ogies, such as SM Stext messaging, with
electronic health record data offer low-cost, scalable
opportunities to foster vaccination and other preventive care
behaviors [4]. Currently, there is a growing body of work
supporting the feasibility, acceptability, and efficacy of eHealth
and mobile health (mHealth) technologies [5,6], particularly
within the realm of adolescent and child health promotion [7,8].

Studies have demonstrated the effectiveness of mHealth SMS
text message interventions on vaccination coverage and
timelinessat levelsin linewith other forms of reminder or recall,
particularly in low-income populations for whom other forms
of reminder recall have been less successful [9-13]. SMS text
message reminders have been found to increase HPV vaccine
uptake in various populations, particularly in the adolescent
cohort [11,14-21]. However, their effect has not been as robust
as needed. One potential advantage of SMS text message
interventions, which has not been well investigated, isthe ability
to provide precision messages. Such tailored messages may
promote increased engagement with SMS text message
reminders and, in turn, positively impact HPV vaccination
completion rates.

Objectives

In this study, we compare the impact of precision SMS text
message on HPV vaccine series completion (tailored vaccine
health literacy—promoting information targeted to the family’s
stage of vaccine decision-making) with conventional SM S text
message reminders in a pragmatic randomized trial. The

transtheoretical model of behavior change guided the tailoring
of SMS text messages.

https://mhealth.jmir.org/2021/12/e26356

Overview

Thistria was conducted in 4 community health clinics affiliated
with the New York-Presbyterian Hospital Ambulatory Care
Network and Columbia University between December 2014
and December 2017. These practices provide carefor primarily
publicly insured Latino patients. The Vaccines for Children
program provides free vaccinesfor nearly all the patients at the
study sites, and all the study sitesallow walk-insfor second and
third HPV vaccine doses without an appointment. All
vaccinations given at the study sitesare documented in the New
York-Presbyterian Hospital immunization registry, which
extracts information about vaccinations directly from the
provider order entry module of the electronic health record,
making dataaccurate for HPV vaccinesadministered at clinical
sites. The registry also synchronizes data with the New York
Citywide Immunization Registry (CIR), which is a
population-based registry. The New York City Public Health
Law requires documentation for all vaccinations administered
to those aged <18 years old be submitted to CIR [22], which
captures >85% of vaccines administered in New York City and
93% of vaccines from the Vaccines for Children program.

Recruitment followed a 2-pronged enrollment process. First,
nurses at the study sites provided families with a recruitment
card and information sheet. Families interested in being
contacted could put acell phone number on the card, which was
then left for the research assistants. Those who did not want to
be contacted could also indicate this as such. Of the 547 families
from whom a recruitment card was collected, only 9 (1.6%)
indicated that they wished not to be contacted. Permission was
received to contact the families of all adolescents who received
their first HPV vaccine dose at one of the study sites during the
enrollment period for whom a card was not left or for whom
the nurse did not have time to give a card to assess eligibility
and interest.

Parents or legal guardiansinvolved in the study had to meet the
following eligibility criteria: (1) have a child aged between 9
and 17 years who received their first HPV vaccine at study
clinics, (2) own acell phonewith SM Stext message capabilities,
(3) have English or Spanish literacy, (4) planto remainin New
York City for the next 12 months, and (5) have not been
previously contacted to enroll with a different child. Children
downto 9 yearswereincluded asthe vaccinewas licensed down
tothose aged 9 years. There was no compensation for enrollment
in the study.

After each enrollment, the project coordinator used an adaptive
electronic randomization algorithm to parallel randomize all
participants with a 1:1 allocation ratio stratified by (1) clinic
site, (2) adolescent’s gender, (3) adolescent age group (9-14
years vs 15-17 years), and (4) parental language. The scheme
was adaptive in that the assignment of each family was to the
arm that would keep the allocation ratios in the 4 strata the
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family belonged to (site, sex, age, and language) closer to 1:1.
The statistician and analyst were blinded to the arm assignments.

We designed the messages (precision and conventional) using
information gathered during our previous studies, the relevant
literature, and expertise in SMS text messaging, HPV
vaccination, adolescent medicine, health literacy, and the
community. Messages were then pretested with 20 parents
iteratively until no new message changes were made. Parents

Wynn et al

participating in this pretest received around trip New York City
Metrocard.

For families receiving precision SM S text message reminders,
an automated, in-house SM S text messaging software program
first used a short cascade of questions based on the
transtheoretical model to assess the family’s stage of
decision-making regarding vaccination (Figure 1).

Figure 1. Transtheoretical model stage allocation in the day 21 message. HPV: human papillomavirus.

This is the Audubon Clinic: Please reply 1 or 2:
Do you know that Jose needs another HPV
vaccine dose? 1: yes 2: no.

Reply 1

Reply 2

This is the Audubon Clinic: Please reply 1
or 2: will Jose definitely come in for his
second dose? 1: yes 2: no or unsure

Precontemplation

Reply 1’/\‘

Preparation

This was sent on day 21 after administration of the first HPV
vaccine dose. On the basis of the person’sresponse, the platform
automatically placed them into the correct stage and proceeded
to send educational information targeted at that stage of
decision-making. Parents who were in the precontemplation
stage were unaware that their adolescents needed a second
vaccination or when it was due. Those in contemplation knew
their child or adolescent needed a dose but might still have had
questions such as vaccine efficacy, side effects, and safety.
Finaly, those in preparation were planning to have their
adolescents continue the vaccination series but might not have
known where or when to access care. The program was
monitored by the project coordinator.

Parents in each stage received different messages (Figure 2).
For example, messages for parents in precontemplation first

https://mhealth.jmir.org/2021/12/e26356

Reply 2

Contemplation

notified them that their adol escents werein need of subsegquent
doses and why those doses were needed, whereas messages for
parentsin the contemplation stage provided information needed
to answer any remaining questions they might have had
regarding vaccination. For some messages were responsive to
user input, such that parents were able to self-tailor the content
by texting back indicators for which items they wanted more
information about. For those in the preparation stage, the
messages provided information regarding where and when to
walk-in for vaccination. Parents in the other 2 stages also
received information regarding where and when to walk-in for
vaccination. Families also had 2 additiona instances, on days
33 and 40, where their current stage was assessed, if they were
not already in the preparation stage. On the basis of responses
to these messages, families could switch into a different stage
track of messages.
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Figure 2. Precision and conventional arm SM S text message examples. HPV: human papillomavirus.

Example of SMS text message for parent in precontemplation stape
Lisa needs toreceive 3 HPV shots to fully protect her from HPV infection and diseases like
cancer and genital warts.

Example of SMS text message for parent in contemplation stage
Lisaneeds her 2nd HPV shot in 4 weeks. Reply 1.2.3.or 4 for info about: 1=protecting her;
2=why need 3 doses; 3=side effects; 4=it is safe

For example, iftext back “17, will be sent a message “The HPV vaccine protects against certam
types of cancer and genital warts. Most HPV-related cancers could be prevented by gettmg the 3

Wynn et al

vaccine doses.”

Example of SMS text message for parent in contemplation stape

Broadway clinic: Lisahas gotten her 1st HPV vaccine dose. Her next dose is due in four weeks.

Example of SMS text message for parent in preparation stage

calendar. She needs it to be fully protected.

Remember, Lisa 1s due for her 2nd HPV shot in four weeks! Please place the date on your

Conventional SM S Text M essage Reminders

Parents not randomized to the precision text message arm
received conventional text reminders notifying them when the
next dose was due. These messages did not include vaccine
health literacy—promoting information and were similar to those
used in our previous adolescent studies (Figure 2).

M essage Frequency

Informational messages for both arms began on day 28. This
was designed so that, if a family reacted to the message and
came in to be vaccinated, it would not be before the 28-day
minimal required interval between the first and second dose;
theintervention began before the HPV recommendation changed
from 3 to 2 doses for younger populations [23]. Subsequent
messages were sent on days 35, 42, 49, and 56 post vaccination
for both study arms. These dates were chosen because of their
proximity to the initial vaccination date; the second dose was
due on day 56 (counting from the day the first dose was
administered). We selected reminder message send dates at the
timethey were due and included an additional 1 week (63 days),
2 weeks (70 days), 4 weeks (84 days), and 6 weeks (98 days)
overdue reminders. This series of 5 messages (days 28, 35, 42,
49, and 56) was selected based on the protocol from our previous
trial in which amedian of 5 messages was needed for afamily
to bring a child in for vaccination and was well tolerated by
parentswith very few stop requests[10]. Booster messageswere
also sent on days 63, 70, 84, and 98 post vaccination. Once or
if an adolescent received the second dose, parents began
receiving their next set of messages 28 days before the due date
of the next dose, and then followed the same timing as with the
second dose messages (days 28, 21, 14, 7, and O before the third
dose).

Messages were sent in English or Spanish, based on parent
preference. On the basis of our previous study [24], which
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identified parental preferences, messages were designed to
include the child's name and stating that it was being sent on
behalf of the clinic. The recipient of the messages was the
parent, rather than the child, based on previous preferences
elicited in this popul ation. Families stopped receiving messages
ontheir original schedulewhen the required dose was abstracted
from the hospital’s immunization registry, which included
synchronized data from the CIR, as described earlier.

In October 2016, the Centersfor Disease Control and Prevention
(CDC) Advisory Committee on Immunization Practices
recommended a change to 2 doses of the HPV vaccine series
(0 and 6 months) for those children or adolescents who start the
series under the age of 15 years. There was no change in those
who started the series when they were aged =15 years. In
response, the following alterations were made: parents of
adolescents <15 years when first vaccinated, who were already
enrolled, and had not yet received their second dose, received
an SMS text message update informing them that their child
now only needed 2 doses 6 months apart and that we would text
them when the second dose was due. These parentsthen received
an updated series of messages consistent with the new 2-dose
recommendation in terms of both phrasing and timing. Parents
of adolescents who either initiated the series (1) at the age of
>15yearsor (2) at <than 15 yearsbut had aready received their
second dose less than 6 months after the first, stayed on the
original protocol because the adolescent was till in need of 3
doses. Any parents of already-enrolled adolescents who were
aged <15 yearswhen first vaccinated and received their second
dose at least 5 months after their first were considered to have
completed the series under the new recommendations. These
parents received an SM 'S text message |etting them know that,
because their child's second shot was at least 5 months after
thefirst, they had now completed the series.
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Measures and Analysis

On the basis of previous baseline data, 50.9% (245/481) of
patients in the conventional group were expected to receive 3
doses in 12 months. With a sample size of 956, we were
powered at 80% to detect a 9% difference in completion rate
(the primary outcome) between arms to be statistically
significant at P=.05. The primary outcome measure wastimely
HPV vaccine series completion within 12 months
(operationalized asthe receipt of 2 or 3 doses, based on age and
enrollment date, and accounting for the 2016 CDC guideline
change). Vaccine completion was extracted from local vaccine
SOurces.

HPV vaccine completion rateswere compared for all adolescents
of participant parents at the end of a 12-month observation
period starting at the receipt of their first HPV vaccine dose.
All primary analyses were conducted on an intention-to-treat
basis. Completion rates in the 2 randomized groups were
compared using 2-tailed chi-squared tests at asignificancelevel
of P<.05. Multiplelogistic regressions were performed to assess
any potential differencesin receipt among demographic groups.

Chi-sguare tests were conducted as a post hoc analysis to
compare both intervention arms with concurrent nonenrollees
(n=1503) who received their first vaccine dose during the study
period, as well as with historical controls (n=2823; first dose
administered 2011-2013). Intervention-arm adolescents who
received 2 doses per the new guideline were removed to achieve
comparability for the historical analysis. This study was

Figure 3. Study enrollment.
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approved by the Columbia University Irving Medical Center
Institutional Review Board. Personalized Reminders for
Immunization Using Short Messaging is registered with
Clinical Trials.gov with identifier NCT02236273.

Role of the Funding Source

The Agency for Healthcare Research and Quality funder of the
study had no role in the study design, data collection, data
analysis, data interpretation, or writing of the report.

Results

Overview

In total, we screened 1593 adol escents who received their first
HPV vaccine dose at the study sites. The majority (1454/1593,
91.3%) were able to be contacted. Of the contacted patients,
only 2% (29/1454) of families did not have a cell phone with
SMS text messaging, and 11.1% (161/1454) of were excluded
based on other exclusion criteria. Of the eligible families, most
(956/1264, 75.63%) were enrolled (Figure 3).

The arms were well-balanced; 481 families were randomized
to the usual care arm and 475 to the intervention arm. Most of
the adolescents in the enrolled families were aged <14 years
(880/956, 92.1%). Half of them (478/956, 50%) were female,
and most of them (903/956, 94.5%) were publicly insured.
Two-thirds (614/956, 64.2%) of parents/caregivers were
primarily Spanish speaking, and 59.9% (573/956) had a high
school education or less (Table 1).

| 1593 Children eligible by age and site criteria |

1454 Able to contact (91.3%) |

190 Excluded:
104 Already contacted for sibling
29 No cell phone or text messaging
18 Moved away from New York City
17 Does not speak English or Spanish
9 Legal guardians not available
6 Cannot read
7 Other

1264 Eligible

956 Enrolled (75.6%)

475 481
Precision

message arm

Conventional
message arm

https://mhealth.jmir.org/2021/12/e26356

JMIR Mhealth Uhealth 2021 | vol. 9| iss. 12 |e26356 | p.218
(page number not for citation purposes)


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

JMIR MHEALTH AND UHEALTH Wynn et al
Table 1. Characteristics of the study participants.
Characteristics Total (n=956), n (%) Precision message arm Conventional message arm P vaue
(n=475), n (%) (n=481), n (%)

Age (years) 95
<14 880 (92) 437 (92) 443 (92.1)
15-17 76 (8) 38(8) 38(7.9)

Sex .56
Female 478 (50) 242 (51) 236 (49.1)

Language .88
Spanish 614 (64.2) 304 (64) 310 (64.5)

Site .90
Clinic1 238 (24.9) 121 (25.5) 117 (24.3)
Clinic 2 239 (25) 114 (24) 125 (26)
Clinic3 296 (31) 147 (30.9) 149 (31)
Clinic4 183 (19.1) 93 (19.6) 90 (18.7)

Insurance .30
Public 903 (94.5) 445 (93.7) 458 (95.2)

Parental education 64
<High school 219 (22.9) 114 (24) 105 (21.9)
Finished high school 354 (37.1) 170 (35.8) 184 (38.3)
>High school 382 (40) 191 (40.2) 191 (39.8)

Movement Through Stages

Overall, 12,000 messages were sent. Of those randomized to
the intervention arm, 1 family received their second dose early,
and therefore, did not receive second dose messages; a second
family requested to stop the program before the messages
started. This left 473 of the 475 families randomized to the
intervention arm eligible to receive messages. Most families
(428/473, 90.5%) in the precision reminder arm received the
day 21 message. There were technical issues for 45 families
(45/473, 9.5%), as some messages were undelivered because
of user servicedisruption. Of those who received the messages,
two-thirds (288/428, 67.3%) of families responded to
stage-assessment messages. 52.6% (225/428) were in
preparation, 10.3% (44/428) contemplation, and 4.4% (19/428)
precontemplation. The remaining familiesincluding the 32.7%
(140/428) who did not respond and 10.5% (45/428) for whom
there were technical difficulties remained in precontemplation.

Onday 33, therewere 215 familiesrandomized to the precision
arm that was either not in preparation or had not yet been
vaccinated. Of those, 60% (129/215) responded to either day
33 or 40 messages, 54.4% (117/215) were automatically
switched to preparation, 3.7% (8/215) remained in
precontemplation, and 1.4% (3/215) moved into contempl ation.
The remaining stayed in the stage they had been in previously.

By day 42, 72.7% (344/473) of the intervention families were
in preparation, with 47.6% (225/473) being there at day 21, and
an additional 25.2% (119/473) who moved there through
prompts. An additional 34 who had not been in preparation at
the beginning of the study had already been vaccinated by day
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42, resulting in 79.7% (377/473) either being in preparation or
already vaccinated by day 42. Overall, 13.5% (64/473) of
families did not respond to the stage questions.

The movement was similar for the third dose. Overall, 336
families randomized to the precision message arm needed a
third dose of the vaccine, including those for whom athird dose
was needed based on the year and age at first dose. We received
repliesfrom half (181/336, 53.9%) of the participants. Of those
who were not in the preparation stage at the beginning of the
third dose cycle, half were able to be moved into preparation
within 2 weeks before the next dose was due.

Receipt of HPV Vaccination

Of those receiving SM Stext messages, Spani sh-speaking parents
(adjusted rate ratio 1.17, 95% CI 1.08-1.27) had an increased
rate of timely completion; =15 years old had a decreased
completion rate (adjusted rate ratio 0.95, 95% Cl 0.93-0.98).
No differences existed in terms of sex, education, or insurance.

Overall, both the precision SM S text message (344/473, 72.7%)
and conventional (364/481, 75.7%) arms had very high timely
series completion rates within 12 months, which did not
significantly differ (P=.25). We found a significant difference
in completion rate for those who responded to the first day 21
i ntervention messages (n=291) versus those who did not respond
(n=153; 219/291, 75.3% vs 100/153, 65.4%; P=.04).

In a post hoc analysis, those in either SM'S text message arm
had asignificantly higher completion rate than the nonenrollees.
In addition, even after removing those who only needed 2 doses
to complete the series, those in the SMS text messaging arms
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had higher ratesthan the historical controls (n=2823). Enrollees
weremore likely to speak Spanish (614/917, 66.9% vs 830/1444,
57.5%; P<.001) and were more likely to have a child aged <15
years (880/956, 92.1% vs 1300/1503, 86.49%; P<.001) than
nonenrollees, but there were no differences in the percentage
of children enrolled who were male (479/956, 50.1% vs
795/1503, 52.9%; P=.19). In the enrollee comparison to

Wynn et al

historical controls, those enrolled versus historical controlswere
less likely to be male (479/956, 50.1% vs 1749/2823, 62%;
P<.001). There was no difference in the percentage of
participants who spoke Spanish (614/917, 66.9% vs 1788/2754,
64.9%; P=.35). Ultimately, a population-wide effect on HPV
vaccination series completion was seen during the years of the
study 2014-2016, above historical trends (Figure 4).

Figure 4. Human papillomavirus vaccine series completion within 12 months of initiation by year of initiation.
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} I SMS text message recipients
70%
S 0% A — I Population coverage
=
g 50% -~ T _'--‘I Concurrent nonenrollees
- ‘..-----(."
;’ 40% = 3 - /“ - I
30% = + *
20%
10%
0%
2011 2012 2013 2014 2015 2016
Discussion interventions have been found to reduce the intention to

Principal Findings

In this study, the addition of educational information in SMS
text messages targeted to the stage of caregiver vaccine
decision-making did not provide additional benefits in this
low-income, urban, minority population. However, those
receiving SMS text message reminders had more timely series
completion than historical controls and nonenrollees. SM Stext
messaging also led to population-level effectsthat far exceeded
historical trends, illustrating the potential impact of such
reminders if implemented. Although ad hoc analyses, the very
large differences in completion between enrollees and
nonenrolleesaswell as historical controls adds further support.
Together, our findings suggest that SM Stext message reminders
could be used to increase the likelihood that caregivers will
follow through with HPV vaccination series completion and
could also be used to combat vaccination delay.

Of those in the intervention group, more individuals who
responded to any message on day 21 received the required doses
than those who did not. However, in this study population,
education information in the SM Stext messages did not provide
additional benefits over conventional SMS text messages
without educational information. Studies have shown that
prolonged exposure to similarly themed messages may lead to
reactance or active resistance against the health behavior the
health message advocates [25,26]. In addition, for parents with
an unfavorable attitude toward vaccines, educationa
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vaccinate [27]. For the subset of our patient population who
faled to interact with the SMS text messages, additional
educational messages may have acted as a menta deterrent to
bringing in their children for subsequent doses. It is possible
that for certain populations, changing to a different modality is
needed. These messages were based on formative work and
pretesting with patients and their families, which is critical in
the development of mHealth interventions [28-31]; however,
future work should also potentially include an intentional
exploration with the target populations of unintended impacts
of messages.

Despite this finding, our study demonstrates how SMS text
message reminders could interrupt a common pathway to
vaccination delay and vaccine seriesincompletion. Vaccination
delay, particularly for HPV vaccination, is often studied as an
active decision by caregivers[32]; however, given the increase
intimelinessand the lack of impact of targeted vaccine-readiness
information shows that delay is often not an active decision but
rather a circumstantial effect based on other factors (eg,
forgetfulness) that can be mitigated with timely reminders. SMS
text message reminderswork asacall to action and help prompt
caregivers that would otherwise vaccinate their children but
may fail to bring their child back for vaccination because of
other factors. Further research could be conducted to explore
the benefit of this technology for direct youth use, as an
increasing number of health interventions are targeted at
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adolescent self-use to encourage increases in their health
autonomy [33].

In this study, we also demonstrated the ability to use SM S text
messages to assess afamily’s stage of vaccine decision-making
and move them along the stages of the transtheoretical model.
Most families (409/473, 86.5%) responded to at least 1 message
prompt, and two-thirds of familieswho were not in preparation
at the first assessment were either in preparation or vaccinated
by 42 days after the first dose. Similarly, half of the families of
adolescents who needed 3 doses who were not in preparation
at the first assessment for that dose were either in preparation
or vaccinated by the time the third dose was due. Although
ultimately such anin-depth, precision intervention may not have
been needed for this population, it does lay the foundation for
using SMS text messaging both to assess a person’s stage of
decision-making and to intervene to move them through to a
possible behavior change. Severa SMS text messaging
interventions that have targeted stages of change have been
tested and found to be effective in encouraging health behavior
change, namely with physical activity [34-36], smoking
cessation [37,38], and diabetes care management [ 39]. However,
many of these studieswere conducted internationally, and none
have addressed HPV vaccine uptake. Our study contributes to
the growing body of knowledge on SM Stext messagestargeted
to the stage of change and presents a novel understanding of
SMS text message efficacy in increasing HPV vaccination
completion in adolescents. These findings may be particularly
applicable given the increased levels of vaccine hesitancy in
caregivers in the wake of acute COVID-19 activity. Although
app-based interventions offer anumber of benefits, they require
users to have higher levels of technological literacy than SMS
text message—based interventions. SM Stext messages are preset
on mobile phones and require virtually no instruction for use
when receiving messages outside general literacy. The results
of this study, along with prior vaccine SMS text message
reminder research, underscore the sustained role SMS text
messaging can still play in providing a digital precision SMS
text message health approach to behavioral interventions, even
in the modern maobile use landscape.

During this study, the CDC changed their recommendationsfor
the number of doses of HPV vaccine needed by adolescents
who initiated the series before the age of 15 years. An
unintended benefit of this study was the demonstration of the
ability of SM Stext messagesto facilitate rapid communication
with families to inform them of the CDC schedule changes.
Such ability extends the possibilities for health care providers
to notify familieswhen they need them to either take or not take
acertain action. If sites had to call families to tell them not to
come in, it would have required extensive personnel time.
Conversely, it would have been frustrating to families if they
had not been notified and had showed up too early. This
real-time notification can be beneficial for both health care
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providers and public heath practitioners. Investigating
modalities and best practices of remote pediatric clinic
communication with caregivers is particularly needed as we
rethink health care communication and adolescent care in the
wake of the height of the COVI1D-19 pandemic [40,41].

Limitations

Our study has several limitations. This study took place in a
single medical system that serves a primarily low-income,
L atino, urban community, who may be particularly sensitive to
SMS text message interventions. These findings may not be
generalizableto other settings. Recommendations al so changed
during the intervention period. Most of the study population
received the first dose before the new CDC guidelines were
implemented, when 3 doses were needed. However, these were
accounted for in theanalyses. In addition, vaccine administration
has been underreported. However, al administered vaccines
are documented in the electronic health record, including
synchronization with the New York CIR, which hasan excellent
capturerate. Therefore, underreporting of vaccinationsislikely
low; underreporting would also have affected the intervention
and usual care groups similarly.

Conclusions

Despite these aspects of the study, our findings lend strength
to the growing body of evidence showing that mHealth or
eHealth interventions such as SM S text message reminders can
be used to tangibly promote child and adolescent health [40],
particularly inthe realm of HPV vaccination, in which outcomes
are consistently substandard to national goals. We aso
demonstrate the efficacy of SMS text message remindersin a
low-income, tight knit, and connected minority community,
which helpsanswer the call to improve upon digital approaches
that “address disparities in access to care related to race and
ethnicity, socioeconomic status’ [40]. SMS text message
reminders function as an accessible, easy-to-use, low-cost
remote intervention that can be rapidly deployed, athough
infformation  detailing the economic impact and
cost-effectiveness of these interventions should be evaluated in
future studies.

SM S text message reminders led to timely HPV vaccine series
completion in our study population, which led to
population-wide effects. Although education information did
not provide added benefit in this very responsive population,
we al so demonstrated the feasibility of using SM S text messages
to both identify a family’s stage of vaccine decision-making,
move them further down the pathway to behavior change, and
possibly decrease HPV vaccine delay. In the face of health
information changes, SM S text messages also helped facilitate
real-time and remote communication of these changes to
caregivers, which is needed in our post pandemic clinical
pediatric landscape.
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Abstract

Background: Variouskinds of breast reconstruction (BR) options, including implants and autologous, and surgery techniques,
including traditional and endoscope assisted, can be used to perform surgery. All options have their own advantages and
disadvantages. Women decide on an option depending on the values and preferences they emphasize. Lacking knowledge about
BR or having decision difficulties during the treatment decision process makes women experience more decision regret,
psychological distress, and poor body image. Delivering decision support with a values clarification exercise using eHealth
approaches would be beneficial for patient outcomes.

Objective: This study aims to examine the effects of a decision support app on decision-making quality and psychological
morbidity for women considering BR surgery.

Methods: This randomized controlled tria included women who were over 20 years of age and were newly diagnosed with
breast cancer and candidates for mastectomy. Women having an option for breast conservation were excluded. After being referred
from the outpatient physician, the women provided consent and completed the baseline assessment. Women allocated to the
control group (CG) received usual care and were provided with a pamphlet with information about types of surgery and the
advantages and disadvantages of different surgery types. Women allocated to the intervention group (1G) were given the same
pamphlet and guided to use the Pink Journey app to support their decision. Then they were also prompted to discuss the opinions
with their significant others. Finally, the decision-making process of using the app was printed out for women that they could
take home. Decision conflict, anxiety, and depression were measured at baseline. At 1 week after the intervention (T1) and at 1
month (T2), 8 months (T3), and 12 months (T4) after surgery, the women completed decision conflict, decision regret, anxiety,
depression, and body image scales. An intention-to-treat analysis was performed.

Results: From February 2018 to July 2019, 96 women were randomly assigned to the CG (n=48) or the IG (n=48). Results
revealed that body image distress declined significantly for the IG but increased for the CG. The interaction of time and group
also reached significance, indicating a significant decrease in body image distress from baseline in the |G compared with the CG
after the 12th month (T4) follow-up (B=—2.25, standard error=1.01, P=.027). However, there was no significant difference in
decision conflict (P=.21-.87), decision regret (P=.44-.55), anxiety (P=.26-.33), and depression (P=.20-.75), indicating that the
decrease in these outcomes in the 1G was not greater than those in the CG.

Conclusions:  Although we found no effect on decision conflict, decision regret, anxiety, and depression, a decision aid that
combines surgery information and values clarification can help women reduce their body image distress.
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Introduction

Breast cancer isthe most preval ent cancer typein theworld [1].
It is also the most common cancer among females in Taiwan
[2]. Although breast conservative surgery (BCS) is now a
standard treatment for early stage breast cancer, mastectomy
rates in women eligible for BCS are increasing, with reports
indicating that 35.5%-40% of women with breast cancer undergo
mastectomy [3,4]. For women undergoing mastectomy, the
change in appearance can lead to varioustypes of psychological
adjustment problems, including body image discomfort,
psychological distress, anxiety, and depression [5-7]. Breast
reconstruction (BR) has now become an option for women to
restore their appearance. One cohort study revealed that the
rates of BR increased from 11.6% in 1998 to 36.4% in 2011
(P<.001 for trend) [4].

BR can be performed immediately after amastectomy or delayed
according to each woman's preferred timing after all required
treatments have been completed [8]. Furthermore, variouskinds
of BR options (including implants and autol ogous) and surgical
techniques (including traditional and endoscope assisted) can
be used to perform the surgery [9]. All options have their own
advantages and disadvantages. Women decide on an option
depending on the values and preferences they emphasize [10].
Because of anew diagnosis and the nature of complex medical
treatments involved, women feel stressed when making
decisions related to surgery. Although a recent review study
revealed that women are satisfied with their new breasts and
reported low regret after receiving BR surgery [11], many felt
surprised and perceived the reconstructed breaststo be unnatural,
unreal, and unequal, and that the outcome was different from
their original expectations before surgery [12,13]. Indeed, some
women also reported high levels of decision regret after
undergoing BR [14]. One recent study reported that patients
undergoing BR preferred only a mastectomy that reflected a
discordance with preferences [15]. Other studies documented
the idea that if women lack BR knowledge or have decision
difficulties during their treatment decision process, they
experience more decision regret, psychological distress, and
poor body image [16-18]. Helping women to make appropriate
decision in accordance with their own valueswould be beneficial
for their psychological well-being after surgery.

According to the Ottawa Decision Support Framework (ODSF),
decison support needs to cover the provision of
treatment/disease information, clarification of personal values,
and assessment of support resources [19]. Furthermore, the
decision aid (DA) following ODSF to support a treatment
decision has to be vaidated to be helpful in improving
knowledge, decreasing decision conflict, and increasing the
consistency between the chosen option and personal values[20].
However, studies examining the effects of decision aid on

https:.//mhealth.jmir.org/2021/12/€31092

hel ping women make BR surgery decision remain limited [21].
These studies found that the effect of intervention on decision
conflict may occur within a short period, but the effect on
decision regret may be delayed and occur much longer after an
intervention. The effect of decision aid on other psychological
indicators such as anxiety, depression, and body imagewasrare
and needs to be further explored [21].

Computer-based DAs, including CD-ROM, computerized
multimedia programs, and websites, were validated to perform
better than paper-based DAs due to their potential for wide use
by patients [22]. A recent review also documented that using
electronically delivered decision support with a values
clarification exercise would be beneficial to patient outcomes
[23]. Given that smartphone devices and downloaded apps are
more convenient than other devices with or without an internet
connection [24], the aim of this study is to examine the effects
of a decision support app on decision-related outcomes and
psychological indicatorsincluding body image, depression, and
anxiety for women considering BR surgery.

Methods

Study Design

This 1:1 randomized controlled parallel-arm trial with permuted
block randomization that compares pamphlet + app with
pamphlet alone was performed in Taiwan. The protocol was
registered with ClinicalTrials.gov (NCT04190992), and the
process of app development was published previously [25].
This study was approved by the Ingtitution Review Board of
National Cheng Kung University (B-ER-106-072) and was
performed in accordance with the ethical principles of the
Declaration of Helsinki. None of the data collected contained
identifiable information; data were kept locked in the office of
thefirst author (S-YF).

Participants

Women were eligible for participation if they were (1) 20 years
of age or older, (2) newly diagnosed with breast cancer and
candidates for mastectomy, and (3) able to read and speak
Taiwanese or Mandarin. Women were excluded if they had an
option for BCS, reconstruction following a lumpectomy,
reported active psychiatric illness, or severe cognitive illnesses
that would prevent full participation. They were enrolled from
February 2018 to July 2019 and completed their last follow-up
in February 2021.

Randomization, Blinding, and Procedure

Women were referred to the study by an outpatient physician.
After signing informed consent, women completed the baseline
assessment. Consenting women were randomized using online
automated randomization software (Create a Randomization
List [26]) to determine group allocation. Permutated block
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randomization (allocation ratio 1:1) was performed to maintain
equal samplesizes. Anindependent research assistant generated
the allocation sequence and prepared 136 numbered, opague,
sealed envelopes with assignments to be equally distributed
between the 2 study groups. The researcher (S-YF) opened 1
envel ope for each participant in the order in which shereceived
a message or call from the interviewer (PJ-L) indicating that
the participants were ready for randomization. The participants
were not blinded to their allocation. At 1 week after intervention
(T1) and at 1 month (T2), 8 months (T3), and 12 months (T4)
after surgery, the women completed a follow-up questionnaire
during their routine clinic visits.

Intervention Versus Usual Care

Women allocated to the control group (CG) received usual care
from health care providers. They were also provided with a

Figure 1. Two languages of the education video.

Fang et d

pamphlet with information about types of surgery, including
mastectomy, implant-based BR, and autologous BR, and the
advantages and disadvantages of different surgery types. Women
allocated to the intervention group (IG) were given the same
pamphlet and were further guided to use the Pink Journey app
to support their decision [25]. Women first saw a video that is
compatible with the content of the pamphlet and availablein 2
languages (Chinese and Taiwanese), with selection depending
on participant’s preference (Figure 1). Next, they were coached
on how to use a values calcification exercise that elicited them
to think about 10 possible factors that they were concerned
about and to rank their concerns. They were then also prompted
to discuss the opinionswith their significant others. Finally, the
decision-making process of using the app was printed out for
women that they could take home. Detailed information about
the Pink Journey app was published el sawhere [25].
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Instruments

Baseline data collection (TO) included demographic data and
clinical data from the medical records of the patients. The
following 5 instruments using a paper format were also
administered at TO-T4 (ie, at baseline, 1 week, and 1, 8, and 12
months).

The Decision Conflict Scale (DCS) with 16 items devel oped
by O’ Connor [27] assesses the perception of uncertainty in
information, values, or support for surgery options. The items
were summed, divided by 16, and multiplied by 25. According
to the user manual, scores below 25 were associated with more
certainty of their decision; scores exceeding 37.5 indicated a
greater feeling of uncertainty about their decision. This scale
was also validated for Chinese women with surgery decisions
related to breast cancer [28]. The Cronbach a coefficient for
this scalein this study was .93.

The understanding of medical information was evaluated using
the subscale of Involvement inthe BR Decision-Making Process
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scale. Thissubscale with 6 items assesses perception of medical
information about surgery and provides us information about
women's understanding of BR. The scale uses a 5-point Likert
scale (1=strongly disagree to 5=strongly agree), where the
higher the score, the greater the amount of information women
believed they had obtained. This scale had good construct
validity and good internal and test—retest reliability [18]. The
Cronbach a coefficient for this scale in this study was .88.

The Decision Regret Scale (DRS) contains 5 items that assess
distress or remorse after a surgery decision. The items were
summed, divided by 5, and then multiplied by 25. This scale
was also validated for Chinese women with surgery decisions
related to breast cancer [28]. The Cronbach a coefficient for
this scale in this study was .90.

The Body Image Scale (BIS) with 10 items was developed by
Hopwood et a [29]. The scale usesa4-point Likert scale (O=not
at all to 3=very much), with total scores ranging from 0 to 30.
Higher scores indicate greater body image distress. This scale
has been widely used in numerous countries and in many
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languagesin samples of patientswith cancer [5]. The Cronbach
a coefficient for this scale in this study was .92.

The Hospital Anxiety and Depression Scale (HADS) includes
14 items, of which 7 measure anxiety and 7 measure depression.
All items are scored using a 0-3-point scale, with higher scores
indicating more depressive symptoms. Cut-off scoresare 8 and
11 to categorize the severity of anxiety and depressive
symptoms, respectively. Values of over 8 indicate possible
anxiety and depression, whereas values of 11 or aboveindicate
probable anxiety and depression. The Chinese version of the
scale has been widely used with good reliability and validity
for women with breast cancer [5].

Statistical Analysis

Descriptive statistics were used to describe baseline and
background demographic data. The chi-square test for
categorical variables and independent t test for continuous
variables were used to examine homogeneity between groups
and assess covariates. An intention-to-treat analysis was
conducted using a mixed effects model analysis using SPSS
(version 24; IBM, Inc.) with significance set at P<.05. A mixed
effects model that included the study group, a categorical
indicator of time, and the interaction between groups and times
was generated after controlling for covariates (with asignificant
interaction indicating that compared with the CG, the
intervention effects change over time). An autoregressive
covariance structure analyzed changes among the time points
and residual maximum likelihood to estimate the fixed effects.

https:.//mhealth.jmir.org/2021/12/€31092
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Missing data were not imputed due to low attrition rate 16/96
(17%), but restricted maximum likelihood estimation was used
for data management.

Results

Study Flow and Participant Characteristics

A total of 104 women were referred by a physician and
completed the baseline questionnaires. Eight women dropped
out after the pretest because they were rejected for surgery
(n=1); scheduled for delayed (n=1), prophylactic (n=2),
oncoplastic BR (n=3); or had apsychiatric disease (n=1; Figure
2). The remaining 96 women then were randomly assigned to
either the CG or the IG. At T4, 72 women had provided
complete data for each time point.

Among these women, 25 received neoadjuvant chemotherapy
before surgery. A total of 38/96 (40%) women received
chemotherapy, and 19/96 (20%) received radiotherapy following
surgery. At baseline, there were no between-group differences
interms of demographic (Table 1) and disease-/treatment-rel ated
(Table 2) characteristics except that the women in the |G were
younger than those in the CG (P=.01). In addition, women in
both groups had similar preoperative appearance satisfaction
(P=.15), anxiety (P=.09), and depression (P=.09) scores. Given
the significant difference in age at diagnosis (P=.01) between
women in the 2 groups, age may have played a role in BR
decision and body image concerns, so the mixed effectsanalyses
were adjusted for this variable.
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Figure 2. CONSORT (Consolidated Standards of Reporting Trials) diagram showing the flow of participants through each stage of the randomized
controlled trial.
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Table 1. Demographic characteristics of the participants (N=96).

Characteristic Total (N=96) Intervention group (n=48) Control group (n=48) P value?
Age (years) 011
Mean (SD) 48.81(8.22) 46.71 (8.19) 50.92 (7.77)
Range 27-71 27-71 32-68

Agegroups (years), n (%)

<44 28 (29) 19 (40) 9(19)
45-64 61 (64) 26 (54) 35(73)
265 7(7) 3(6) 4(8)
BMI (kg/m?) 66
Mean (SD) 22.68 (3.27) 22.53 (3.09) 22.83 (3.46)
Range 17.31-36.57 17.31-30.67 18.83-36.57
Education level (years), n (%) 32
<9 17 (18) 5(10) 12 (25)
9-12 26 (27) 12 (25) 14 (29)
=13 53 (55) 31 (65) 22 (46)
Relationship status (% partner), n (%) 71 (74) 33 (69) 38(79) 25
Employment status (% employed), n (%) 66 (69) 34 (71) 32 (66) .66
Monthly household income (US $), n (%) 297
Lower class (<1000) 19 (20) 7 (15) 12 (25)
Middle class (1001-1666) 27 (28) 11 (23) 16 (33)
Middle high (1667-3333) 24 (25) 14 (29) 10 (21)
High (>3333) 18 (19) 12 (25) 6 (13)
Unknown 8(8) 4(8) 4(8)
Private insurance, n (%) 80 (83) 42 (88) 38(79) .27

8statistical significance.
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Table 2. Disease-related characteristics of the participants after surgery (N=96).

Characteristics Total (N=96) Intervention group (n=48) Control group (n=48) P vaue
Tumor size (cm), n (%) .63
<1 11(112) 5(10) 6 (13)
1-3 49 (51) 22 (46) 27 (46)
>3 21(22) 12 (25) 9(19)
Missing 15 (16) 9(19) 6 (13)
Breast cancer stage, n (%) 54
ol 45 (47) 23 (48) 22 (46)
-1 34(35) 15 (31) 19 (40)
Missing 17 (18) 10 (21) 7 (15)
Neoadjuvant chemotherapy, n (%) .96
Yes 25 (26) 12 (25) 13 (27)
No 57 (59) 27 (56) 30 (63)
Missing 14 (15) 9(19) 5(10)
Chemotherapy, n (%) 73
Yes 38 (40) 17 (35) 21 (44)
No 40 (42) 22 (46) 18(38)
Missing 18 (19) 9(19) 9(19)
Radiotherapy, n (%) .80
Yes 19 (20) 10 (21) 9(19)
No 59 (61) 29 (60) 30 (63)
Missing 18 (19) 9(19) 9(19)
Surgical location, n (%) .59
Unilateral 70 (73) 32(67) 38(79)
Bilateral 13 (14) 7(15) 6 (14)
Missing 13 (14) 9(19) 4(8)
Lymphadenectomy, n (%) .55
Sentinel lymph node biopsy 68 (71) 33(69) 35 (73)
Axillary lymph node dissection 15 (16) 6 (13) 9(19)
Missing 13 (14) 9(19) 4(8)
Active therapy 1 month after surgery, n (%)
Chemotherapy 12 (13) 4(8) 8(17) .25
Radiation therapy 4(4) 3(6) 1(2 .29
Active therapy 8 months after surgery, n (%)
Chemotherapy 1(1) 0(0) 1(2 34
Radiation therapy 2(2) 0(0) 24 .16
Activetherapy 12 months after surgery, n (%)
Chemotherapy 2(2) 0(0) 2(4 .16
Radiation therapy 1(2) 0(0) 1(2 32
Self-evaluation on body appearance, mean (SD)
The differencein appearance between reality and ide-  4.22 (2.80) 4.27 (2.89) 4.17 (2.73) .86
ity (range 0-10)
The importance of appearance in life (range 0-10) 5.53 (2.58) 5.35(2.61) 5.71 (2.55) .50
https.//mhealth,jmir.org/2021/12/€31092 JMIR Mhealth Uhealth 2021 | vol. 9 | iss. 12 [e31092 | p.231
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Decision-M aking Quality

Table 3 summarizes the findings of decision-making quality
outcomes. Overall, this sample reported an average of DCS
scorethat was higher than the cut-off of 37.5. However, decision
conflict declined significantly after the 1-week follow-up for
both groups. Furthermore, theinteraction of timeand group did
not reach significance (=—2.79, standard error [SE]=3.72,
P=.46), indicating that the decreasing of DCS score in the |G
was not greater than that in the CG (Table 3).

Fang et d

The amount of medical information related to BR at 1 week
after consultation did not differ between the G and CG (P=.13),
which indicates that women in both groups perceived a similar
understanding level related to medical information, whether
using just a pamphlet or combined with app.

Decision regret did not differ between groups a 1 month
(P=.51), 8 months (P=.66), or 12 months (P=.61), and the
interaction of time and group aso did not reach significance
(P=.44- 55).

Table 3. Between-group differences using the mixed effect model of decision-making quality.

Outcome measure Interventiongroup, Control group, Pvaue B Standard error  95% ClI P value
mean (SD) mean (SD)
TO (Basdline)®
Decision Conflict Scale (0-100)
Total 38.28 (17.22) 42.90 (21.52) 25
Informed 48.26 (21.54) 51.39 (26.71) .53
Values 51.22 (23.19) 56.94 (27.52) 27
Support 25.52 (20.80) 31.25 (24.40) 22
Uncertainty 37.67 (20.56) 41.67 (28.71) 44
Effective decision 31.12 (20.20) 35.68 (25.78) .34
T1 (1-week postconsultation)b
Decision Conflict Scale (0-100)
Total 19.35 (15.68) 20.87 (16.65) .67 279 372 —4.61t010.19 .46
Informed 17.05 (19.44) 21.43 (21.00) 32 179 4.86 -11.44t07.87 .71
Values 20.45 (18.10) 24.80 (24.45) .35 090 545 —-993t011.73 .87
Support 14.39 (18.71) 14.09 (16.20) 94 5.87 5.00 406101580 .24
Uncertainty 26.70 (19.07) 23.81(20.71) .50 6.66 5.22 -3.72t017.04 .21
Effective decision 18.47 (16.34) 20.39 (16.51) .60 259 4.94 722101240 .60
Amount of medical information 20.25 (4.91) 21.76 (4.19) A3
T2 (1 week after consultation)®
Decision Regret Scale (0-100) 19.52 (15.53) 21.95 (18.00) 51
T3 (8 months after surgery)d
Decision Regret Scale (0-100) 21.84 (23.38) 19.63 (20.83) 66 338 5.70 —7841014.60 .55
T4 (12 months after surgery)®
Decision Regret Scale (0-100) 21.63 (23.95) 19.25 (7.45) 61 369 473 5661013.04 .44

=48 in the intervention and control group, respectively.
Pn=44 and 42 in the intervention and control group, respectively.
®n=42 and 41 in the intervention and control group, respectively.
dn=38 and 40 in the intervention and control group, respectively.
€n=40 in the intervention and control group, respectively.

Psychological Indicators

Body I mage and Appearance Satisfaction

Table 4 summarizes the findings of psychological outcomes.
Body image distress declined significantly over time for both
groups. The interaction of time and group aso reached

https:.//mhealth.jmir.org/2021/12/€31092
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significance, indicating a significant decrease in body image
distressfrom the baselinein the |G compared with the CG after
the 12-month (T4) follow-up (f=—2.25, SE=1.01, P=.027).

Therewas aso atendency toward animprovement in appearance
satisfaction over time in both groups. The interaction of time
and group reached significance from T3 (=1.15, SE=0.57,
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P=.045) to T4 (B=1.17, SE=0.54, P=.031), which indicated that
the improvement in appearance satisfaction from baseline in

Fang et d

the |G compared with the CG was significant after the 8-month
follow-up (P=.031-.045).

Table 4. Between-group differences using the mixed effect model of psychological distress.

QOutcome measure Interventiongroup, Control group, Pvaue B Standard error  95% ClI P value
mean (SD) mean (SD)
TO (Basdine)?
HADS? (0-21)
Anxiety 8.38 (4.55) 9.98 (4.66) .09
Depression 6.12 (3.76) 7.48 (3.85) .09
Body satisfaction (0-10) 5.46 (2.16) 6.08 (2.08) 15
T2 (1 month after surgery)®
HADS (0-21)
Anxiety 5.64 (4.33) 5.85 (3.84) 82 123 1.09 -090t0337  .256
Depression 5.64 (3.52) 5.93 (4.08) 74 093 1.04 -111t02.98  .370
Body satisfaction (0-10) 6.64 (1.76) 6.71(2.33) .89 044 058 -070to157  .447
Body Image Distress (0-30) 6.38 (5.55) 6.49 (6.09) .93
T3 (8 months after surgery)d
HADS (0-21)
Anxiety 4.66 (3.68) 4.88(3.72) .80 0.96 0.99 —0.99t0 2.90 334
Depression 5.29 (4.13) 5.03 (3.82) 77 123 096 06610311  .202
Body satisfaction (0-10) 7.08 (1.94) 6.78 (2.38) 54 115 057 0.25t02.27 045 ¢€
Body Image Distress (0-30) 6.08 (6.02) 6.93 (6.15) 54 -091 1.32 —352t01.69  .490
T4 (12 months after :surgery)f
HADS (0-21)
Anxiety 4.25(3.70) 4.88 (3.52) 44 0.86 0.78 -0.68t02.39  .273
Depression 4.03(3.93) 5.03 (3.71) 25 024 0.77 -127t0176  .752
Body satisfaction (0-10) 7.98 (1.46) 7.03 (2.20) 41 117 054 0.11t02.24 031¢
Body Image Distress (0-30) 4.35 (0.69) 7.11(1.12) .05 225 1.01 —424t0-026 .027

%=48 in each group.

PHADS: Hospital Anxiety and Depression Scale.

®n=42 and 41 in the intervention and control group, respectively.
9n=38 and 40 in the intervention and control group, respectively.
Cstatistical significance.

fn=40 and 40 in the intervention and control group, respectively.

Choice of Surgery

Choice of surgery differed between the |G and CG. Overall,
56% (27/48) and 46% (22/48) opted for mastectomy plus
immediate reconstruction in the IG and CG, respectively
(P=.05). Moreover, a mgjority selected implanted-based BR,
which did not differ between groups (Table 5).

Anxiety and Depression

The HADS anxiety scores 1 (P=.82), 8 (P=.80), and 12 months
(P=.44) after surgery did not differ between groups. TheHADS
depression scores 1 (P=.74), 8 (P=.77), and 12 months (P=.25)
after surgery aso did not differ between groups. There was a
tendency toward adecrease in depression and anxiety over time
in both groups. However, the interaction of time and group did
not reach significance (Table 4).
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Table 5. Comparison of surgical decision between groups.
Decision Tota (n=96) Intervention group (n=48) Control group (n=48) P value
Breast reconstruction 0482
Yes, n (%) 49 (51) 27 (56) 22 (46)
No, N (%) 36 (38) 14 (29) 22 (46)
Missing, n (%) 11 (11) 7 (15) 4(8)
Breast reconstruction type .160
Implant based, n/N (%) 46/49 (94) 26/27 (96) 20/22 (91)
Autologous, /N (%) 3/49 (6) 127 (4) 2122 (9)

83tatistical significance.

Discussion

Decision-M aking Quality

This study evaluated the effects of app-based DA on women’s
decision quality and postoperative psychological morbidity
regarding BR. Women who received the app-based DA reported
asimilar declinein decision conflict 1 week after consultation
compared with women only receiving standard care with a
pamphlet. This result is consistent with a study using an
interactive web-based training program [30], but isin contrast
to previous studies that revealed that breast cancer treatment
DA reduced decision conflict to higher levels compared with a
standard booklet after consultation [31-33]. In Luan et a’s study
[33], only postconsultation score was compared, and it was not
clear whether the decreasing level of decision conflict between
baseline and postconsultation was significant. In Sherman et
a’s study [32], decision conflict was measured 1 month after
baseline, so women who completed surgery or not may bias
this outcome. In Lam et a’s study [31], women in the CG only
received standard information without a take-home booklet,
which is different from our study, as we provided a take-home
pamphlet also to the CG. Low statistical power may exist due
to small differences in the treatments designed in our study
compared with those in Lam et al’s study [31]. Manne et a’s
study [30] was similar to our study by providing a pamphlet to
the CG, and it reveal ed no significant changein decision conflict
over ashort period. Theamount of medical information women
received was not significant between groupsin our study, which
suggests that improving knowledge about BR may decrease
women’sdecision conflict over ashort period, but itslong-term
effects should be examined.

There was no difference in decision regret 1, 8, and 12 months
after surgery between the 2 groups. Previous studies have
revealed lower regret in the 1G; however, these studies only
measured 1 period and without a follow-up for over 6 months
[32,33]. Lamet a’ study [31] revealed decreased decision regret
4 and 10 months after surgery. This may be because most
participants in their study also had the option to undergo BCS
[31]. By contrast, in our study, mastectomy was necessary and
there was no option to choose BCS, and this may have
contributed to the nonsignificant result in this study.

https:.//mhealth.jmir.org/2021/12/€31092

Psychological Distress

There was no significant difference in appearance satisfaction
and body image distress 1 month after surgery between the IG
and CG. However, at both 8 and 12 months after surgery,
women in the CG reported significantly better appearance and
lower body image distress. A limited number of studies
examined the effect of DA on body image distress. Using
BREAST-Q assessment, Politi et a [34] found that satisfaction
with breasts scorein the DA group was slightly higher than that
in the CG. Luan et a [33] reported that sum scores of sexual
well-being satisfaction, satisfaction with breasts, outcome, and
care in the DA group were more likely to be higher than those
in the CG; however, no statistical significance was revealed in
the aforesaid studies. These studies evaluated patients’ feedback
only over ashort period, but our study highlightstheimportance
of accessing both short- and long-term impacts of BR surgery
on body image distress. Our study is the first to demonstrate
significantly lower body image distress among women in the
|G compared with the CG 12 months after surgery. Supporting
our hypothesis, adding a values clarification exercise in DA
may have helped women to create more realistic expectations
about outcomes after BR, decreasing the sense of loss and
reducing their body image distress.

Our analysis demonstrated that providing information using a
paper or digital format in combination with values clarification
did not increase anxiety for either group. Thisresult isconsistent
with studies with a similar design that provided a pamphlet to
the CG with short [30] and long follow-ups[33]. No significant
difference between groups regarding depression was aso
consistent with a recent study [33]. Body image distress is
associated with depression. In our study, body image distress
significantly improved in the |G compared with the CG at the
12-month follow-up, suggesting that continuous follow-up to
clarify the effect of DA is necessary.

Given the characteristics of universal national health insurance
and the convenient geographical environment in Taiwan, losing
women to follow-upsis usually because they tend to search for
a second opinion in other hospitals. Although the attrition rate
is not higher (17%), we do acknowledge that this was a pilot
randomized controlled trial and a relatively small sample size
may underestimate the effects of this study. Second, because
breast surgeons are generally familiar with only 1 surgica
technique, inclusion of a single breast surgeon in 1 medical
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center limits this study’s generalization. Lastly, our study used
an amount of medical information to evaluate women's
perception of their understanding of BR knowledge and only
assessed it 1 week after intervention without a preintervention
assessment. This limited us from comparing the changes in
knowledge between groups.

Conclusions

This was the first trial to examine the long-term effects of an
app-based DA on both decision-making quality and
psychologica morbidity for women only having the option for
mastectomy. It demonstrates that DA designed with values
clarification exercises can reduce similar decision conflict and
depression without increasing anxiety over time compared with
only receiving a pamphlet. It also further supports that using
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Abstract

Background: Language barriersin medical encounters pose risks for interactions with patients, their care, and their outcomes.
Because human trandators, the gold standard for mitigating language barriers, can be cost- and time-intensive, mechanical
alternatives such as language translation apps (LTA) have gained in popularity. However, adequate training for physicians in
using LTAsremains elusive.

Objective: A proof-of-concept pilot study was designed to eval uate the use of a speech-to-speech LTA in a specific simulated
physician-patient situation, particularly its perceived usability, hel pfulness, and meaningfulness, and to assess the teaching unit
overall.

Methods: Studentsengaged in a90-min simulation with astandardized patient (SP) and the LTA iTranslate Converse. Thereafter,
they rated the LTA with six items—hel pful, intuitive, informative, accurate, recommendable, and applicable—on a 7-point Likert
scale ranging from 1 (don’t agree at all) to 7 (completely agree) and could provide free-text responses for four items: general
impression of the LTA, the LTA's benefits, the LTA’s risks, and suggestions for improvement. Students also assessed the teaching
unit on a 6-point scale from 1 (excellent) to 6 (insufficient). Data were evaluated quantitatively with mean (SD) values and
qualitatively in thematic content analysis.

Results: Of 111 students in the course, 76 (68.5%) participated (59.2% women, age 20.7 years, SD 3.3 years). Vaues for the
LTA's being helpful (mean 3.45, SD 1.79), recommendable (mean 3.33, SD 1.65) and applicable (mean 3.57, SD 1.85) were
centered around the average of 3.5. The items intuitive (mean 4.57, SD 1.74) and informative (mean 4.53, SD 1.95) were above
average. The only below-average item concerned its accuracy (mean 2.38, SD 1.36). Students rated the teaching unit as being
excellent (mean 1.2, SD 0.54) but wanted practical training with an SP plusasimulated human trand ator first. Free-text responses
revealed several concerns about translation errorsthat could jeopardize diagnostic decisions. Studentsfeared that patient-physician
communication mediated by the LTA could decrease empathy and raised concerns regarding data protection and technical
reliability. Nevertheless, they appreciated the LTA's cost-effectiveness and usefulness as the best option when the gold standard
isunavailable. They also reported wanting more medical-specific vocabulary and imagesto convey al information necessary for
medical communication.
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Conclusions: Thisstudy revealed the feasibility of using a speech-to-speech LTA in an undergraduate medical course. Although
human trandators remain the gold standard, LTAS could be valuable aternatives. Students appreciated the simulated teaching
and recognized the LTA's potential benefits and risks for use in real-world clinical settings. To optimize patients' and health care
professionals experiences with LTAS, future investigations should examine specific design options for training interventions

and consider the legal aspects of human-machine interaction in health care settings.

(JMIR Mhealth Uhealth 2021;9(12):€31559) doi:10.2196/31559

KEYWORDS

undergraduate medical students; translation app; simulation; physician-patient communication; mHealth; mobile applications;
digital health; app development; language transl ation; translation apps

Introduction

Communication with patients ranks among the most important
tasks for physicians and is thus an integral aspect of medical
training [1-3]. Many institutional bodies and national catalogues
of learning objectives have even designated communication
with patients as a core competency [4-8]. However, severa
circumstances (eg, reduced consciousness and high emotionality)
can impair communication with patients [9,10]; of them,
language barriers can especially put timely, sufficient medical
care at risk [11,12]. In nonmedical contexts, internet- and
app-based digital tranglation services have becomewidely used
to overcome such language barriers.

Albeit to a lesser extent than in the genera public, the use of
such tranglation services, particul arly language transl ation apps
(LTA), has gained traction in medical settings. Owing to
increased globalization, migration, and refugee resettlement
during the 21st century, patients often cannot speak the language
spoken where they receive medical treatment and may thus be
at risk of receiving less effective health care [13-15]. In
response, human translators have been shown to benefit health
care delivery in numerous ways, hence, various attempts have
been made to train medical students or physicians to act as
tranglators [16-20]. Although human translators are currently
the gold standard for obtaining information from patients,
obtaining their informed consent, and delivering negative news
to them [10,21,22], such services may not always be available
owing to timing and financial limitations. In such cases, digital
technology such as LTAs seem to offer the second-best option
[10,23,24]. LTAs generally function in one of three ways: text
to text (ie, translation of aword or sentence from text into new
text), text to speech (ie, trandation of text from a tappable
dictionary into voice output), and speech to speech (ie,
tranglation of spoken sentences into voice output) [25].

In any case, LTAs are doubtlessly preferable to ad hoc
alternatives such as relying on relatives, who may be too
emotionally involved and thus prone to potentialy fatal
trandation errors, or staff members who speak the same
language as the patient, which would violate patient
confidentiality and data security and could precipitate
misunderstandings due to a lack of clinica and medical
knowledge [21,26-29]. Nonetheless, guidelines applicable to
communication via human translators may also be relevant
when using LTAS, including ensuring direct communication,
maintaining eye contact, talking to the person instead of the

https://mhealth.jmir.org/2021/12/e31559

device, and using smple, clear, and sufficiently audible language
[30,31].

In emergency medicine, studies have shown that using LTAS
can overcome language barriers [32,33]. In particular,
participants in those studies reported greater satisfaction with
the more domain-specific app QuickSpeak than the generic
Google Trandlate, although in both cases, they were worried
about theinaccuracy of thetrandations[10,34-40]. Other studies
have involved investigating the use of LTASin clinical settings
and shown their usefulnessin simple communicational situations
[34,41,42].

LTAs designed for clinical application often require the use of
simple sentences. As acasein point, by using a text-to-speech
app that simplified open-ended questions into closed-ended
ones, Narang et a [33] found good user satisfaction and
improvements in communication with patients with limited
English proficiency. At the same time, inaccuracy in machine
translation has been documented in various LTAS [40,42-44]
and could precipitate misdiagnoses, incorrect prescriptions, and
general mistreatment [45,46]. In sum, using LTAs in
physician-patient communication demands caution, and
physicians need to be trained in the adequate professional use
of such apps[34,47].

Against that background, we conducted a proof-of-concept pil ot
study to examine the use of a speech-to-speech LTA in an
undergraduate medical course, particularly its perceived
usability, helpfulness, and meaningfulness in a simulated
specific physician-patient situation, and to assess the teaching
unit overall. Because the setting was simulated, we did not
account for legal aspects (eg, data security) that would apply in
clinical settings.

Methods

Setting and Participants

The proof-of-concept study was conducted in the Medical
Faculty at the University of Tuebingen, Germany, between April
and June 2019 in amedical communication course designed for
the second preclinical year of medical school. Whereas
participation in the course was mandatory, participation in the
study was voluntarily, and 111 medical students were invited
to participate. All participating students gave their written
informed consent to participate, and data were collected
anonymougly.
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Teaching Unit and Study Procedure

Theteaching unit in this study was a 90-min seminar within the
medical communication coursetaught by experienced instructors
a the Depatment of Psychosomatic Medicine and
Psychotherapy. All students had previoudly attended a lecture
on the general aspects of physician-patient communication and
how to inquire into and document a patient’s medical history.
They had also completed a repeat session on specificaly
assessing the history of present illness (HPI) in which they had
practiced with a standardized patient (SP) presenting with
chronic back pain.

The seminar on the LTA began with an introductory lecture on
handling language-nonconcordant patients. Students also
received information on how to work with human translators,
including common pitfalls to avoid, and organizational
background information specific to Tuebingen University
Hospital (eg, how to request and pay human trandators).
Afterward, during the encounter with the SP, one medical

Herrmann-Werner et al

Theinteraction was followed by afeedback session on general
communication strategies and the overall management of the
situation. The session ended with an interactive discussion on
the usage of an LTA in physician-patient communication and
appropriate medical strategiesin the management of this patient
case.

Standardized Patient

The SP was a 20-year-old male from Syria who spoke Arabic,
aforeignlanguage chosen owing to itsrel ative frequency among
patients in German hospitals and the low probability that
participating studentswould understand or speak it. The SPwas
ayoung traveler who had experienced acute-onset nausea and
vertigo hours before, which had worsened when he presented
at the emergency department at 3 AM. Although the patient
could not speak German or English, the attending physician’'s
task was nevertheless to obtain some basic information about
the patient and his HPI using the LTA. Full instructions are
provided in Textboxes 1 and 2.

student per 10-student group acted as the attending physician.

Textbox 1. Instruction for students acting as the attending physician.

Setting:

Emergency department, 3 AM.

You are the attending physician on your 4th night shift this week.
Case:

A 20-year-old male presents with acute-onset vertigo and nausea. The highly experienced on-duty nurse tells you, with slight exasperation, that the
patient can communicate in Arabic only and that all attempts to gather basic information thus far have been futile. More important, the patient isin
obvious distress (e.g. restlessly turning on the stretcher and clutching a kidney dish), and time seems of the essence. Knowing that no other staff on
the ward can translate Arabic, you consider the option to request a professional trandator. However, you are also aware that procuring a translator
won't be easy at 3 a.m. Asan alternative, you remember that one of your colleagues had introduced you to alanguage translation app, and you decide
that now isthetimeto try it. After al, what do you have to |ose?

Task:
Take the patient’s HPI using the app on the iPhone. You have 10 min.

Textbox 2. Instruction for the standardized patients.
Setting:

Emergency department, 3 AM.

You are (insert name), a 20-year-old from Syria who has been travelling across Europe with a friend for several weeks. Although
you do not speak any German or English, you have managed quite well thus far.

This evening, you experienced a sudden onset of nausea and vertigo. You haven’t been drinking alcohol or taken any drugs. The vertigo is rotational,
similar to being on a merry-go-round, not a sailboat, and you feel the constant urge to vomit, even though you have not vomited thus far. Although
lying on your back initially helped, your posture no longer affects your symptoms, and turning your head rapidly especially worsens your vertigo.
You have never experienced a comparable condition, and you are unaware of any family history of vertigo.

You are usually an open-minded, easy-going person who loves to travel. You are in Europe for the first time, and so far, you have had lots of fun and
appreciated al of the impressions made and opportunities encountered on your journey. Currently, however, you feel rather unwell and slightly scared
because you can't judge the seriousness of your situation, and it doesn’t help that you don’t understand what people are saying. On the plus side, you
very much like the young doctor taking care of you. You appreciate their effort to communicate with you on an app and thustry your best to communicate
given the circumstances.

Remember that you speak Arabic exclusively. Only respond to whatever the app translates for you, even if you know that the original question in
German was somewhat different. Please use simple sentences and only respond to what you've been asked (e.g. don’'t add information).

If you're asked any question not listed in these instructions, then please improvise. Remember, the session is part of amedical communication course
in the second year of medical school. The simulation does not focus on the medical content as much as the general communication techniques and
the specific situation of communicating viathe app.

The encounter will last approximately 10 min.
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LTA: iTransate Converse

The app used, iTrandate Converse available for Android,
Windows, and Mac, was chosen for its benefits identified by
Khander et a [48] that we considered important for our
simulation—that is, a wide range of available languages, ease
of navigation and a high score (2.5/2.7) for “application
comprehensiveness.” It has also been shown to produce
tranglations of similar quality to that of human trandators, at
least with simple sentences [35]. Preliminary tests for usability
were also conducted by 2 authors (AHW and SZ).

The LTA was downloaded to an iPhone 7 device from the
faculty’s IT Department; the phone was not connected to the
hospital’s Wi-Fi, had no SIM card but had its languages preset
to German and Arabic. The app was downloaded using Wi-Fi,
accessed with the Apple ID of one author (AHW), and the
connection was terminated immediately afterward because the
LTA can be run offline.

Before students commenced the SP encounter, they were all otted
timeto become familiar with how the LTA worked. To trandlate
speech, the student, either asthe attending physician or patient,
had to tap and hold a button while speaking, and releasing the
button generated an audio trandation. The system recognized
the language spoken and automatically switched between the
2 preset languages.

Questionnaire

We developed a questionnaire with reference to the literature,
models (eg, Unified Theory of Acceptance and Use of
Technology) and ratings by expert panels [10,49-51]. Before
the first seminar, the questionnaire had undergone cognitive
pretesting by using the so-called “think aloud” method, in which
the respondent concurrently verbalizes thoughts when
responding to questionnaireitems[52,53]. Consequently, minor
adaptions to the questionnaire were made, and it was
administered after the teaching unit but before the interactive
discussion. The questionnaire collected demographic
information (ie, age and gender) and ratings of the use of the
LTA, the latter with 6 items on a 7-point Likert scale ranging
from 1 (don't agree at all) to 7 (completely agree). The 6 items
were (1) helpful (ie, able to support the task), (2) intuitive (ie,
easy to use), (3) informative (ie, able to gather all necessary
information), (4) accurate (ie, able to provide correct
trandations), (5) recommendable (ie, advisable for use by
patients and clinical staff), and (6) applicable (ie, likely to be
employed for persona use). Following those items,
complementary free-text responses were requested for four
additional items: (7) general impression of the LTA, (8) the
LTA's benefits, (9) the LTA’s risks, and (10) suggestions for
improvement. These questions were added to obtain a deeper
insight into students’ considerations.

Teaching Unit Evaluation

Students anonymously evaluated the teaching unit on a secure
platform for teaching assessment used by the faculty members
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for al courses at the university’s medical school. The grading
system used in German schools (1=excellent, 6=insufficient)
was employed.

Respondents and Nonrespondents

At the beginning of the study, a questionnaire was placed on
each medica student’s desk. Students who answered and
submitted the questionnaire were considered respondents,
whereasthose who | eft the questionnaire unanswered or did not
submit it were considered nonrespondents.

Statistical Analysis

A sample size calculation was conducted with a 95% ClI,
population proportion of 50%, and a population size of 120,
which resulted in a sample size of 92 respondents. The data
were evaluated both quantitatively and qualitatively.
Quantitative statistical analyses were performed with SPSSfor
Windows (version 25.0) under the assumption that the variables
followed a normal distribution. First, for reliability analysis,
the Cronbach a for internal consistency was computed to assess
the 6itemsin the quantitative part of the questionnaire (ie, Items
1-6). The internal consistency was satisfactory (0=.86), and
reliability could not be improved by deleting items [54].
Corrected item—total correlationsfor all 6itemsranged between
45 and .81, and mean (SD) values were calculated. The final
4 items addressed in free-text responses (ie, Items 7-10) were
evaluated in thematic content analysis using Microsoft Excel
as coding software [55]. Themesin the data set were identified,
analyzed, and documented. During content analysis, the
reviewers familiarized themselves with the data and devel oped
codes. After themes were sought, examined, and specified,
results of the analysis were interpreted.

Ethics

Ethics approval for the study was obtained by the local ethics
committee (No. 443/2018B0O2).

Data Availability Statement

Full data are available on reasonable request by the
corresponding author.

Results

Demogr aphic I nformation

Of the 111 students in the course, 76 (68.5%) participated in
the study. Most were women (n=45, 59.2%), and all were from
17 to 40 years of age (mean 20.66 years, SD 3.26 years).

Rating of the LTA

The mean rating acrossthefirst 6 items (ie, items 1-6) was only
dlightly above average (mean 3.64, SD 1.36). For theindividual
items, ratings for helpful, recommendable, and applicablewere
average. Students rated the LTA's being intuitive and
informative as slightly above average (mean 4.52, SD 1.95) but
its accuracy as rather below average (mean 2.38, SD 1.36).
Table 1 reports the individual ratings of the 6 dimensions.
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Table 1. Itemsregarding features of the language translation app.
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Dimension Rating (1=don’t agree at all, 7=completely agree), mean (SD)
(1) Helpful 3.45 (1.79)
(2) Intuitive 4.57 (1.74)
(3) Informative 4.52 (1.95)
(4) Accurate 2.38(1.36)
(5) Recommendable 3.33(1.65)
(6) Applicable 3.57 (1.85)

Analysis of Free-Text Responses

Regarding items 6-10, most general impressions regarding the
LTA contained largely critical comments about its accuracy.
The students noticed, especially following comments from the
SPand bilingual classmates, the possibility of severetrandation
errors, especialy in trandations from Arabic to German.
Students also reported that the LTA largely failed to compute
long, complex, or open-ended questions, and students instead
suggested using close-ended questions to “get to the point.”
Many students reported worrying that planning and
administering misguided follow-up or unnecessary interventions
owing to linguistic misunderstandings could harm patients.
Students additionally raised concerns about the technical
challenges that LTAs can present (eg, poor connectivity or
updates).

Regarding the LTA's benefits, students considered the app very
useful for emergency situations and other brief conversations.
Beyond that, they envisioned using the LTA more in hospital
contextsthan in ambulatory ones. A particularly positive aspect
mentioned was that the LTA allows creating transcripts of
dialogues, abeit only in its paid upgraded version. Another
advantage was the LTA's cost-effectiveness relative to human
trandators and its potential use in translating uncommon
languages and dialects not always known by hospitals human
translators.

Concerning the LTA's risks, students emphasized not only
concerns about inaccuracy and its consequences but also the
risk of fragmented, ineffective physician-patient communication.
By using the LTA as an intermediary, many students
experienced increased distance between themselves and the SP
and added that the LTA needlessly prolonged the task of taking
the SP'smedical history. Students al so reported worrying about
losing empathy for patients and their symptoms by using the
LTA. In particular, to assess mental distress or psychological
comorbidities, they expressed doubts that the LTA would
transmit the interpersonal information correctly. Furthermore,
students were concerned that they would accidentally make
offensive or politically incorrect statements to patients owing
to the LTA's mistranglation. Other feedback focused on the
extent to which the LTA guaranteed data confidentiality and
whether machines such as LTAs would soon replace human
interpreters.

Finally, regarding suggestions for improving the LTA, students
generaly aligned with their risk assessments by expressing a
desire for more accurate translations. Considering the context
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of application, however, they contemplated the usefulness of
predefined questions as a means to simplify the taking of
medical history. Along similar lines, students wished for
specialized terms adapted to the medical context and a“greater
and more diverse vocabulary” both to prevent misunderstandings
and to plan more preciseinterventions. Other students proposed
adding pictures or predefined snapshots of difficult situations
to improve the LTA's trandation accuracy and ease of use. A
final suggestion was for the LTA to reproduce the voice of the
respective speaker to make taking the medical history more
realistic.

Teaching Unit Evaluation

Analysis of the free-text responses in the evaluation of the
teaching unit revealed that students were interested in the topic
and generally liked the idea of including an app in the course's
instruction. They also appreciated the possibility of practicing
with the LTA with an SP in a controlled environment and
receiving feedback from multiple sources afterward. At the
same time, they underscored the topic’s lack of connection to
other learning content and demanded a better introduction to
the topic, including practice with an SP along with asimulated
human trandator first. On the whole, students quantitatively
rated the teaching unit in the official teaching evaluation system
as excellent (mean 1.2, SD 0.54).

Discussion

Our proof-of-concept pilot study was designed to gain insight
into the use of an LTA in asimulated setting in undergraduate
medical education.

Principal Findings

Tested aspart of an undergraduate medical curriculum, the LTA
was perceived by medical students as being generally useful
for the task of taking a HPI during acute care. Students
appreciated the teaching unit taught in the seminar, even if they
had only general interest in the topic and favored using the gold
standard of human translatorsinstead, which corroborateswith
other published findings [56].

When comparing human variants in trandlation, the role of the
tranglator demands consideration. Ideally, a translator should
act as a“conduit” transferring information neutrally from one
party to the other [57,58]. However, depending on the
circumstances, additional roles—managers, advocates, cultural
mediators, or even co-therapists, to name a fev—may equally
need to be filled [59,60], none of which LTA can. Despite this
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limitation, it does guarantee the basic function demanded of a
translator—pure information exchange—and students should
be made aware of its possibilities.

Although generally appreciative of the teaching unit, students
complained that the challenge of using LTAs can be better
confronted with more training, especially simulated training in
communication with the aid of ahuman trandlator. Such training
could easily be accommodated by the educational approach of
spiral curriculum design [61].

Students’ overall satisfaction with the LTA was high, however,
aspreviousfindings have also shown [47]. In particular, medical
students considered the LTA easy to handle, possibly owing to
its user-friendly interface and the fact that the students' age
group is highly familiar with using mobile apps in their
day-to-day lives. Nevertheless, the results suggest that students
need to be trained in the professional application of LTAS, as
recently stressed [47]. Students al so acknowledged the potential
of acquiring the necessary information with the LTA,
information that they could not have obtained without the app,
or at least not as rapidly, which confirms a known effect of
using LTAs [62]. Even so, the students could readily specify
the potential difficulties and pitfalls of using an LTA in
real-world practice. In general, students feared that using an
LTA to communicate with patients would threaten the
physician’s empathy, which is another known phenomenon of
the replacement of human transators [63]. They were also
concerned that translation errors could result in maltreatment
or misdiagnosis, among other dangerous mistakes, that would
jeopardize the patient’s health and life. Their concern echoes
findings from other research groups[10,27,35,40].

At the same time, our intended meaning of errors needs
clarification. So-called “ noncatastrophic errors’ such asincorrect
grammar or awkward translations may be tolerable, whereas
critical mistranslations may not only cause confusion but also
create the potential for serious harm [40,64]. Students need to
be aware of such problems and need to be equipped with
strategies to minimize them. After al, professional human
translators are asliable to commit trandlation errorsthat become
medical errors [29]. Similarly, an LTA's disadvantage may be
itsinflexibility compared to theflexibility that human interaction
offers. With a human trandlator, at least one person can
understand both languages and may be able to detect mismatches
between speech and reactions and can adapt to cultural
differences and communication-related concerns, whereas
machines can accomplish neither task. Nevertheless, as Freyne
et al [62] have shown, with repeated use of an LTA, health care
professionals cultivate confidence in its translation abilities,
possibly because they adapt their way of speaking to
accommodate the possibilities and limitations of the app’s
functionality. To aid that process, some students wished for
predefined sentences or images as a means to minimize
misunderstandings. On that topic, the choice of Arabic as the
SP’slanguage might have aggravated the problem in our study
because especially rare or non-European languages are prone
to trandation errors [38,65]. Indeed, more specific apps such
as Quick Talk have been shown to be more hel pful in emergency
medicine settings than Google Trandate [10]. Additionally,
when used with native speakers on both ends, LTAs can usually
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produce the correct meaning, even if the trandation is not
completely accurate [10]. An ideal solution might be a mix of
preset questions as options supplemented with images and the
additional function of free-text entry.

The reluctance to trust the LTA's accuracy was also reflected
by the fact that whereas all ratings for the 6 items correlated
with each other, no intercorrelation emerged between the
students’ rating of the LTA's helpfulness and their assessment
of its accuracy, which indicates that the students appreciated
using an LTA for collecting the medical history of
language-nonconcordant patients but were partly deterred by
its technical restrictions.

Limitations

Our study had several limitations. First, it was conducted during
only one semester with medical students from only one faculty
in Germany. Those constraints upon the sample and the study
limit the generalizability of the findings. Second, only one LTA
was used in the study, meaning that the findings might not be
applicable for other LTASs. Third, we tested only one language,
Arabic, chosen as a compromise between a language
encountered often enough amongst patients in hospitals in
Germany and a language with little risk of being known by
many students, which would have jeopardized their learning
experience. Because students participated in the study on a
voluntary basis, we cannot exclude selection bias, however,
given the number of respondents and their age and gender
distribution, the sample can be considered to represent the
student population at Tuebingen Medical Faculty in general.
Finally, the study was designed as a self-report paper-and-pencil
survey with quantitative and open-ended questions. Self-report
surveys are generally open to bias, and responses to the items
were analyzed in accordance with the level of data available.
Consequently, there was no need to compute moderator or
between-group analyses.

Despite those limitations, we strongly believe that the pilot
study offers valuable insight into the use of a speech-to-speech
LTA that offers the possibility of speaking freely, in an
undergraduate medical curriculum. Thoseinitial datashow that
such an LTA can be helpful in obtaining the HPIs of patients
in simulated acute care settings. It remains unclear whether this
app could be reliably integrated into actual patient care where
other additional aspects (eg, data protection and legal liability)
would have to be considered.

Comparison With Prior Work

To the best of our knowledge, this study wasthefirst to examine
an LTA in undergraduate medical education, which offers the
possibility of speaking freely and thus approximates a normal
conversation without language barriers. Findings concerning
the evaluation of the LTA used were primarily in line with
published results. However, they additionally showed that
students need training in the use of LTAS, which confirms the
recently identified need among physicians to be properly
prepared for using LTAS.
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Conclusions

Our proof-of-concept study reveadled that using a
speech-to-speech LTA in an undergraduate medical class is
feasible. Students primarily benefitted from the feedback from
multiple sources as part of the simulation, as well as from
becoming familiar with the general possibilities and potential
drawbacks of using LTAs.

Although human translators remain the gold standard and are
preferred by patientsand health care professionals, LTAs might
pose avaluable aternativeto lessfavorable options (eg, relying
on bystanders and family members) or a valuable addition to
the off-the-cuff approach because they do not present the
obstacles that human translators often do (eg, timing, cost, and
inflexibility) [10,21,26,33,56,66]. Students liked the idea of
studying the topic as part of their simulated teaching. However,
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they also recognized the risks of using such an LTA in clinica
settings with real patients.

The COVID-19 pandemic has altered health care in diverse
ways, including by increasing the acceptability of telemedical
health care solutions. Further investigations should examine
changesin the usage and acceptability of LTAsand how training
interventions can be designed to optimize patients’ and health
care professionals’ experiences with LTAs. At the same time,
legal concerns (eg, data security) need to be addressed in future
LTA training courses because they are essential to consider
when LTAs are intended for use in clinical practice. As a next
step, we propose the devel opment of afull-scaletraining course
for undergraduate medical students that addresses
communi cation with language-nonconcordant patients, including
algorithms and strategiesfor using LTAs and the gold standard:
face-to-face or video-based human trandation.
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Abstract

Background: The ubiquity of smartphones and mobile devicesin the general population presents an unprecedented opportunity
for preventative health. Not surprisingly, the use of electronic health (eHealth) resources accessed through mobile devices in
clinical trials is becoming more prevalent; the selection, screening, and collation of quality eHealth resources is necessary to
clinical trials using these technol ogies. However, the constant creation and turnover of new eHealth resources can make this task
difficult. Although syntheses of eHealth resources are becoming more common, their methodol ogical and reporting quality require
improvement so as to be more accessible to nonexperts. Further, there continues to be significant variation in quality criteria
employed for assessment, with no clear method for devel oping theincluded criteria. Thereiscurrently no single existing framework
that addresses all six dimensions of mobile health app quality identified in Agarwal et a’s recent scoping review (ie, basic
descriptions of the design and usage of the resource; technical features and accessibility; health information quality; usahility;
evidence of impact; and user engagement and behavior change). In instances where highly systematic tactics are not possible
(dueto time constraints, cost, or lack of expertise), there may be value in adopting practical and pragmatic approaches to helping
researchers and clinicians identify and disseminate e-resources.

Objective: The study aimed to create a set of guidelines (ie, a checklist) to aid the members of the Healthy Life Trajectories
Initiative (HeLTI) Canada trial—a preconception randomized controlled clinical trial to prevent child obesity—to assist their
effortsin searching, identifying, screening, and including selected eHealth resources for participant usein the study intervention.

Methods: A framework for searching, screening, and selecting eHealth resources was adapted from the PRISMA (Preferred
Reporting Items for Systematic reviews and Meta-Analyses) checklist for systematic and scoping reviews to optimize the rigor,
clarity, and transparency of the process. Details regarding searching, selecting, extracting, and assessing quality of eHealth
resources are described.

Results: This study resulted in the systematic development of a checklist consisting of 12 guiding principles, organized in a
chronological versus priority sequence to aid researchers in searching, screening, and assessing the quality of various eHealth
resources.

Conclusions: The eHealth Resource Checklist will assist researchers in navigating the eHealth resource space by providing a
mechanism to detail their process of developing inclusion criteria, identifying search location, selecting and reviewing evidence,
extracting information, evaluating the quality of the evidence, and synthesizing the extracted evidence. The overarching goal of
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this checklist isto provide researchers or generalists new to the eHealth field with atool that balances pragmatism with rigor and
that helps standardize the process of searching and critiquing digital material—a particularly important aspect given the recent
explosion of and reliance on eHealth resources. Moreover, this checklist may be useful to other researchers and practitioners

developing similar health interventions.

(JMIR Mhealth Uhealth 2021;9(12):€27533) doi:10.2196/27533

KEYWORDS

eHealth resources; applications; quality assessment; preconception health

Introduction

The ubiquity of smartphones or mobile devices in the general
population represents an unprecedented opportunity to reach
diverse individuals for preventative health. The use of
smartphone apps for the provision of health information,
promotion, and intervention has become widespread [1], even
sparking a new label, “digitized health promotion” [1].
Electronic health (eHealth) interventions or programs use diverse
information and communication technologies (web- or
mobile-based) to improve or facilitate health behaviors. Recent
systematic reviews of trials evaluating eHealth resources in
adolescents and adults observed significant reductionsin BMI
and improvements in dietary behaviors, physical activity, and
self-monitoring [2-4]. In addition, eHealth resources(ie, online
web resources or apps) designed to enhance healthy behaviors
are appealing: they are highly accessible and sustainable [5],
can be tailored to specific populations [6,7], and provide
low-cost scalable opportunities for popul ation-wide promotion
of health behaviors [8]. Although most interventions using
eHealth resources are brief and relatively ssimple, the content
varies greatly and there is alack of standardized methodology
to rigorously evaluate the quality and effectiveness of eHealth
resources. However, the proliferation of appsfor chronic disease
management and prevention poses challenges for clinicians,
policy makers, and patients in understanding which apps are
most likely to provide benefit.

The prevaence of noncommunicable diseases—including
cardiovascular diseases, respiratory diseases, diabetes, and
mental health issues—is on the rise worldwide and preventive
strategies are urgently needed [9]. To address this issue,
the Healthy Life Trajectories Initiative (HeLTI) Canada study
was designed. Thisrandomized controlled trial aimsto evaluate
apreconception to early childhood tel ephone-based public health
intervention with tailored eHealth resources for women and
their partners to optimize growth and development among
children in Canada [10,11]. This clinical trial uses a
Developmental Origins of Health and Disease approach, which
is based on the notion that environmental factors interact with
genes from preconception to early childhood and that this
programming affectsachild’s health into adulthood [12]. HeL Tl
builds upon the diverse clinical trial research capacity in Canada,
while harmonizing the intervention and outcome measures with
three other international HeL Tl trials (in China, India, and South
Africa) to generate evidence that will inform national policy
and decision-making for the improvement of health and
reduction of noncommunicable diseases dtarting in
preconception [13]. The primary objective of HeLTI Canadais

https://mhealth.jmir.org/2021/12/e27533

to determine whether a4-phaseintervention, from preconception
into pregnancy through to infancy and early childhood, can
reduce the rates of child overweight and obesity. Secondary
objectives aim to reduce child Z-score of BMI (zBMI) and
improve zBMI trajectories, cardiometabolic risk factors, health
behaviors (nutrition, physical activity, sedentary behavior, and
deep), and development and school readiness at the age of 5
years. Maternal and paternal health outcomes and parenting
behaviors are further examined to provide a family-level
evaluation.

Inthe HeLTI Canadatrial, participantsin theintervention group
areassigned to an experienced public health nurse who provides
telephone-based collaborative care to support women and their
partnersto improve their health, modify their health behaviors,
or improve their parenting skills. Nurses perform a detailed
telephone assessment to identify preconception risk factors or
parenting concerns, devel op astructured management plan based
on family preference, and conduct scheduled follow-up callsto
assist the participants in meeting their outlined health goals.
Each woman and their partner will be provided with their own
secure login to awebsite that includes personalized web-based
eHealth resources based on their specific goals. This selection
of eHealth resources will be curated and customized for the
participant and will be used by the nurses to provide
individual-based care with resources that are convenient and
readily accessible to help them achieve their goals. Given the
growing popularity of smartphones, tablets, and apps [14],
coupled with the noted shift in how individual s consume health
information [15], the inclusion of eHealth resources in the
HelLTl Canada trial alows the public health nurse and
participant to use evidence-based tools to work collaboratively
to address identified health needs.

Working groups were created to identify, evaluate, and
recommend eHealth resources specific to heath goals (or
behaviors of focus) that could be used in the HeLTI Canada
intervention. These eHealth resources were meant to be easily
accessible on a smartphone, tablet, or computer, and provide
personalized, innovative, and engaging support to participants
with diverse preventive health needs. The selection, screening,
and collation of quality eHealth resources was a necessary
component to develop and enhance the HelL TI Canada trial
intervention. However, the constant creation and turnover of
new apps can make this task difficult and time-consuming.
Although syntheses of eHealth resources are becoming more
common, their methodological and reporting quality require
improvement so as to be more accessible to nonexperts [16].
Further, there continues to be significant variation in quality
criteria employed for assessment, with no clear method for
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developing the included criteria. Per the recent scoping review
by Agarwal and colleagues [16], there is currently no single
existing framework that addresses all six identified dimensions
of mHealth app quality (ie, basic descriptions of the design and
usage of the resource; technical features and accessibility; health
information quality; usability; evidence of impact; and user
engagement and behavior change). In instances where highly
systematic tactics are not possible (dueto time constraints, cost,
or lack of expertise), there is still value in adopting practical
and pragmatic approachesto helping researchersand clinicians
navigate this space. Specifically, guiding principles that
researchers and clinicians could use to select quality eHealth
resources are an identified need [17,18]. As there were no
available guidelines to assist the HeL Tl Canada app working
groups in this task, we aimed to address this gap. As such, we
sought to create a set of guidelines (ie, a checklist) to aid
researchers and clinicians in searching, identifying, screening,
and selecting eHealth resources for use in research or clinical
practice. These guidelines were developed through the
experience of HeLTl Canada researchers as they selected
eHealth resources for the trial intervention.

Methods

Overview

To optimize the rigor, clarity, and transparency of the current
guidelines, the PRISMA (Preferred Reporting Items for
Systematic reviews and Meta-Analyses) checklists for
systematic [19] and scoping [20] reviews were adapted to
provideaframework for screening eHealth resources. Reporting
guidelines outline aminimum set of itemsto includein research
reports and have been shown to increase methodological
transparency, uptake of research findings, and intervention
fidelity [21].

Selection Criteria of eHealth Resources

In this study, eHealth resources were considered for inclusion
if the following conditions were met: (1) targeted children or
parents influencing behavior change in children; (2) was either
a website or app that provided content on health behaviors
(physical activity, sedentary behaviors, screen use, nutrition,
wellness, healthy weights, active play, healthy habits); (3) had
aminimum quality indicator such as arating of >4 starsif the
resource was an iOS app or >10,000 installs if the resources
was an Android app; and (4) was available in English and/or
French.

In addition, eHealth resources were excluded for the following
reasons. (1) they relied solely on data from a paired external
device (ie, wearable technology like a Fitbit, with no option of
manually inputting data; this was to ensure al apps would be
used by all participants without the need to purchase additional
hardware), (2) they were not oriented toward individual users
(ie, if they were directed toward school or gym programs; this
was to ensure open and wide accessto the resource), or (3) they
had content focused primarily on the management of specific
health conditions (ie, heart disease; this exclusion criterion was
included to accommodate a universal and more general
population approach).

https://mhealth.jmir.org/2021/12/e27533
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Information Sources: L ocating eHealth Resour ces

When searching for eHealth resources, multiple information
sourceswere considered, including thefollowing: (1) the Apple
Store (i0S) and the Google Play Store (Android); (2) literature
reviews of eHeadlth articles; (3) consultations with eHealth
experts (author PA and Practicad Apps [working group],
Women's Health College, Toronto, Canada), reputable public
organizations and authorities, and government via email; and
(4) recommendations from other experts, including family
doctors, pediatricians in primary care, and child caregivers.

Search Strategy

No date restrictions were placed on the search, which was
completed in August 2018. Using the previously identified
information sources, the following keywords were used to
retrieve e-resources. dleep, physical activity, sedentary
behaviors, screens, screentime, nutrition, children, smartphone
app, online resource, e-resource, eHealth resource, wellness,
weight management, healthy weight, play, activity, fitness,
devel opment, healthy habits, healthy behavior, behavior change,
monitoring, tracking, and health advice. Once retrieved, all
resources were exported and saved in an editable Microsoft
Excel (Microsoft Corp) spreadsheet via Google Docs (Google
LLC) and duplicates were removed manually. Each resource
was assigned a unigue identification number.

Process for Selecting Resources

Based on the digihility criteria, a standardized screening form
(Multimedia Appendix 1) was developed; initially, 10 resources
were selected to pilot test and refine the form (91.3% agreement
across 6 researchers). Next, all selected resources that met the
eligibility werereviewed collectively asateam and afinal suite
of eHeath resources was identified for inclusion. All
disagreements in selection were discussed and resolved by
consensus and mediated where necessary.

Methodsfor Charting and Extracting Data

All eHealth resources were assessed by the 6 reviewers to
determine whether they reported on one or multiple health
behaviors of interest, and whether the eHealth resource was
child- or parent-focused. All data of interest from the eHealth
resources (ie, behavior and population of focus, details about
the resources) were entered into an Excel sheet stored in Google
Docs.

Quality Assessment of eHealth Resources

With the multitude of health appsidentified, it was essential to
evaluate the quality of each resource. All eHealth resources
were evaluated by a minimum of two team members
and—depending on the type of eHedth resource
selected—different quality assessment tools were used. When
selecting appropriatetools, it isimportant to consider the needs
and preferences of the resource user.

Driven by consultations with eHealth experts, Stoyanov and
colleagues' [22] Mobile App Rating Scale (MARS) was used
to evaluate the quality of the apps. The scale contains 23 items,
each rated on a 5-point scale (where 1=inadequate, 2=poor,
3=acceptable, 4=good, and 5=excellent) and categorized into
three sections: classification, app quality, and satisfaction. The
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classification section is only used for descriptive purposes. The
19-item app quality section rates apps on 4 subscales:
engagement, functionality, aesthetics, and information quality.
The subjective quality section contains 4 items evaluating the
user's overall satisfaction. The MARS is scored by calculating
the mean scores of the app quality subscal es and the total mean
score.

For online web resources, the DISCERN tool was used [23].
DISCERN is a brief questionnaire that provides users with a
valid and reliable way of assessing the quality of written
information on treatment choicesfor ahealth problem. Thetool
consistsof 15 key questions plusan overall quality rating. Each
guestion represents a separate quality criterion and is rated on
a5-point scale where 1=no, 2-4=partial, and 5=yes. Therating

Figure 1. The eHealth resource selection flow diagram.

eHealth resources identified
through:

Online searches: n=307
App stores: n=108
Expert recommendations: n=23

Vanderloo et d

scal e has been designed to help researchers decide whether the
quality criterion in question is present or has been “fulfilled”
by the eHealth resource.

Reporting the Individual eHealth Resources and Key
Content

The total number of resources identified, selected, screened,
and assessed for inclusion was recorded (Figure 1). Next, the
selected eHealth resources were included in a standardized
extraction form and grouped based on health behavior of focus
(eg, sleep, physical activity, nutrition, weight management,
screen time). Key information about the eHealth resource (type
of resource, health behavior, target audience [child or parent],
type of content or activities offered, science-backed, etc) was
charted.

Duplicates excluded:

l

eHealth resources screened for
inclusion:

n=369

Y

n=69

eHealth resources excluded:

eHealth resources included:
n=42

Online webpages: n=28
Apps: n=41

Process Refinement and Adoption

Oncetheinitial guidelines were drafted by two members of the
working group (LMV and SC), an example online resource and
an app were pilot tested by 6 reviewersand 1 mediator to ensure
eachitemor “step” progressed |ogically and was comprehensive.
Following this refinement process, the checklist was modified
accordingly. Face validity for the guidelines was achieved by
sharing theitemized list with all members of the working group
and modifying it further. The final approach was shared and

https://mhealth.jmir.org/2021/12/e27533

L 3

n=327

adopted by all members of the HeL Tl team to assist with their
eHealth resource searching and screening efforts.

Results

Resulting from the previously described steps, a checklist
consisting of 12 gquiding principles was systematically
developed—organized in a chronological versus priority
sequence to aid researchers in searching, screening, and
assessing the quality of various eHealth resourcesin apragmatic
manner (Table 1).
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Table 1. The eHealth resource checklist.

Vanderloo et d

Section Item  Checklist item Present? ()
Objective
Purpose 1 Provides an explicit statement of the objectives being addressed concerning the
population and behavior/condition of interest.
Methods
Eligibility criteria 2 Specific characteristic of the sources of evidence used as eligibility criteria.
Information sources 3 Describes information sources (App Store, online searches, expert consultation).
Provides the date the most recent search was conducted.
Search 4 Describes the search strategy with enough information so that it is reproducible.
Selection of evidence sources 5 States the process for selecting resources.
Data mapping and/or charting 6 Describes the methods of charting data.
Evaluation and quality assurance 7 Describesthe eval uation tool s to be used to assess the quality of mHealth (eg, MARS)

and eHedlth (eg, DISCERN) resources. Note: The needs and preferences of the patient
population, aswell as the clinical conditions, should be considered when selecting

an appropriate eval uation tool.

Results

Selection of sources of evidence 8
clusion/exclusion.

Resultsof theindividual e-resources 9

Provides the number of resourcesidentified, selected, screened, and assessed for in-

Presents the relevant data that was charted to help address the study’s objectives,

including evidence of effectiveness.

Evaluation and quality assurance 10

Uses the MARS (mHealth) or DISCERN (eHealth) tool to assess the quality of the

resource.
Discussion
Summary of Evidence 11 Summarizes the main findings.
Limitations 12 Discusses the limitations of the mHealth/eHealth resource review process.
: : searching and selecting mHealth s was needed. Not
Discussion g g p

Principal Findings

This paper describes the development of a set of guidelinesfor
pragmatically selecting online resources and apps designed to
support a variety of health behaviors as part of the HelTI
Canada trial. Using smartphones for health interventions has
the potential to reach many populations, harness the internet’s
access to information, and use the latest behavioral science to
incorporate nudges and reminders to make positive health
decisions the default choice [15,24,25]. However, these novel
opportunities for eHealth resources, coupled with their
exponential proliferation, are not without their challenges[16].
As expertise in the field of eHealth is not always available to
researchers, clinicians, and patients, an evidence-informed
checklist to assist with navigating the identification, selection,
and assessment of such onlineweb resources and appsis needed.
We believe the proposed checklist helps address the gaps
outlined in the recent scoping review by Agarwal and colleagues
[16], providing a pragmatic approach to evaluating apps by
striking a balance between the utilization of standardized quality
criteria and the need to conduct expeditious and cost-effective
reviews.

Limitations

During the process of selecting the eHealth resources for the
HeL Tl Canada trial, it was clear a more rigorous method for

https://mhealth.jmir.org/2021/12/e27533

surprisingly, practical challenges and limitations were
encountered. First, the sheer volume of apps and resources
available related to health behaviors (eg, the Apple Store has
just over 300,000 apps available [1] and the Google Play Store
has approximately 325,000 apps [14]), coupled with the
constantly changing content and quick turnover of apps, was a
major challenge. Second, because afull download wasrequired
to assess the app, evaluators required the necessary hardware
on their mobile devices (ie, space and memory) to store the
apps. Third, because some of the apps cost money or required
in-app purchases, it was at times difficult to fully assess the
quality of the app’s contents and features based on the selected
quality assessment tools (unless evaluators aready had the
devices downloaded on their personal devices). Fourth, it was
important to ensure that the apps did not endorse private
companies and that the recommended apps would not create
issues for users privacy. Lastly, despite the MARS and
DISCERN tools being two of the most widely used eHealth
assessment tools, certain dimensions of quality are not captured,
such as privacy and security, which may be important to users.
Given these limitations, the guidelines and checklist devel oped
to search, screen, and assess eHealth resources should be
repeated to confirm their rigor and reliability. With this
validation work, we anticipate our checklist and outlined
principleswill address an important need highlighted by experts
to effectively classify and evaluate apps suitable for the most
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common health conditions through a reliable and valid
measurement tool [26].

Future Considerations and Next Steps

Theuseof health appsisled by consumers and the self-tracking
movement (ie, “the quantified self”). However, the quality of
these apps is variable and the evidence to support the
effectiveness of these interventions on public and population
health is limited or unknown. Other quality assessments focus
on understanding the features of apps that may be the catalyst
for behavior change[27,28]. Additionally, each health specialty
or specific health behavior has developed its own methods to
critically appraise eHeath resources [29,30]. Our process
provides a more genera method to mitigate some of the
limitations previously identified in the literature, particularly
the large volume of potentially useful apps.

It is contended that many digitized health promotion strategies
focusonindividual responsibility for health and fail to recognize
the social, cultural, and political dimensions of digital
technology use. What is particularly noticeable about how
digitized health promotion isemployed in most programsisthat
most strategies render health even moreindividualized and draw

Acknowledgments

Vanderloo et d

attention away from the social determinants of health to agreater
degree than ever before. This is despite the current emphasis
on health promotion policy that seeksto take abroader approach
to alleviate socioeconomic disadvantages and inequities rather
than focusing on individuals' specific health-related behaviors.
In the specific context of the HeL T Canadatrial, apublic health
nurse develops an individualized goal setting plan with each
participant; each participant's context regarding social
determinants of health is assessed and the participant is provided
with eHealth resources that would work in tandem with their
situation, thus helping to alleviate or overcome equity
limitations.

Conclusions

Much like academics have come together to define checklists
of critical elementsfor reportinginclinical trialsand systematic
reviews, researchers and clinicians planning to use eHealth
resourcesin health behavior interventions require astandardized
approach to identify, select, and evaluate these resources.
General critical appraisal methods could help researchers from
multiple disciplines select and use eHealth tools in their
research.
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Abstract

Background: Adequately measuring resilience is important to support young people and children who may need to access
resources through social work or educational settings. A widely accepted measure of youth resilience has been devel oped previously
and has been shown to be suitable for vulnerable youth. While the measure is completed by the young person on paper, it has
been designed to be worked through with ateacher or social worker in case further clarification is required. However, this method
is time consuming and, when faced with large groups of pupils who need assessment, can be overwhelming for schools and
practitioners. This study assesses app software with a built-in avatar that can guide young persons through the assessment and
itsinterpretation.

Objective: Our primary objective isto compare the reliability and psychometric properties of a mobile software app to a paper
version of the Child and Youth Resilience measure (CY RM-28). Second, this study assessesthe use of the CY RM-28 in a Scottish
youth population (aged 11-18 years).

Methods: Following focus groups and discussion with teachers, social workers, and young people, an avatar was devel oped by
asoftware company and integrated into an android smartphone app designed to ask questions viathe device'sinbuilt text-to-voice
engine. In total, 714 students from 2 schools in North East Scotland completed either a paper version or app version of the
CYRM-28. A cross-sectiona design was used, and students completed their allocated version twice, with a 2-week period in
between each testing. All participants could request clarification either from aguidance teacher (paper version) or from thein-built
software glossary (app version).

Results: Test and retest correlations showed that the app version performed better than the paper version of the questionnaire
(paper version: r533=0.81; P<.001; 95% CI 0.77-0.85; app version: r4,3;=0.84; P<.001; 95% CI 0.79-0.89). Fisher r to z transformation
revealed a significant difference in the correlations (Z=—2.97, P<.01). Similarly, Cronbach a in both conditions was very high
(app version: a=.92; paper version: a=.87), suggesting item redundancy. Ordinarily, this would lead to a possible removal of
highly correlated items; however, our primary objective was to compare app delivery methods over a pen-and-paper mode and
was hence beyond the scope of the study. Fisher r to z transformation reveal ed a significant differencein the corrélations (Z=—3.69,
P<.01). A confirmatory factor analysis supported the 3-factor solution (individual, relational, and contextual) and reported agood

model fit (x%5=27.6 [n=541], P=.24).

Conclusions: ALEX, an avatar with an integrated voice guide, had higher reliability when measuring resilience than a paper
version with teacher assistance. The CFA reportssimilar structure using the avatar when compared against the original validation.

(JMIR Mhealth Uhealth 2021;9(12):€11055) doi:10.2196/11055
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Introduction

Resilience

Resilience hastraditionally been conceptualized asan individual
difference. For example, early research in the field showed that
some children, even when exposed to a chaotic family life or
early life stressors (eg, bereavement) displayed surprisingly
healthy behaviors; for example, coping ability [1-3]. Indeed, a
child with high levels of resilience will be able to overcome
stressors to achieve a sense of well-being [4]. Furthermore, in
areview, Panter-Brick and Leckman [5] established a pathway
between childhood resilience and adult well-being. However,
aswork on resilience has progressed, it has becomeincreasingly
recognized that factors external to the child may aso influence
later persona and academic success [1-3]. Luthar, Lyman, and
Crossman [6] categorized subfactors of resilience into three
themes, namely “Attributes of the individual,” “Family
influences,” and “Wider social environments.” Ungar [7,8]
further expanded on these categories to develop a dynamic
concept of resiliencethat places society at the center of achild's
ability to develop resilience and coping strategies. Ungar's
ecological model of resilienceis culturally sensitive, and while
it does accept that there are individual differencesin coping, it
arguesthat the environment surrounding theindividual iscrucial
in providing appropriate resources. For example, whileUngar's
definition and subsequent measurement includes differential
aspects of the ability to maintain friendships, it also measures
whether the young persons have been provided with the tools
todo so. Ungar [ 7-9] further suggeststhat resilience definitions
should reflect both ontological and ecologica variability and
states the following:

In the context of exposure to significant adversity,
resilience is both the capacity of individuals to
navigate their way to the psychological, social,
cultural, and physical resources that sustain their
well-being, and their capacity individually and
collectively to negotiate for these resources to be
provided and experienced in culturally meaningful
ways.

In Scotland (the setting for this study), pupils are currently
supported via guidance teachers within the Getting It Right For
Every Child (GIRFEC) framework set by the Government, and
well-being is conceptualized within SHANARRI. SHANARRI
has 8 indicators of well-being: Safe, Healthy, Active, Nurtured,
Achieving, Respected, Responsible, and Included [10,11].
Guidance teachers lead the pastoral support for pupils of all
ages, generally with approximately 200-250 pupilswithin their
care, and with whom they will have Personal and Social learning
classes each week, along with additional support if required
[12]. It is within this setting that well-being, resilience, and
SHANARRI are measured. Whilethere is apositive perception
among pupils and parents regarding the support offered by
guidance teachers, this is not consistent with a large minority
of parentswho arguethat the system does not support their child
[13]. The chalenge for schools across Scotland is the
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government-led initiative in which they are expected to assess
therisksand vulnerability of each child [14]. Clearly, thisshould
easier to accomplish with an app that can measure resilience
and well-being easily while engaging each pupil. Furthermore,
the system is under strain as funding decreases, with the
education system reducing the number of guidance teachers
[15,16].

Psychometric Measurement Using Apps

Ungar and Liebenberg [17,18] developed a scale of resilience,
which reflected this definition of resilience and was expressed
in 3 factors (individual, relational, and contextual). Sample
itemsare“| cooperate with people around me” (individual), and
“my caregiverswatch meclosaly” (relational). The questionnaire
isdesigned to be used as a verbally administered questionnaire,
conducted by a professional within the setting, with responses
measured on a Likert scale from 1 to 7. However, this is
time-consuming and difficult to administer on an individual
basis to large groups of pupils requiring assessment. Further
studies have changed verbal administration of the questionnaire
toamoretraditional paper-based version to widen participation
[19]. However, this obviously loses the verbal aspect of the
guestionnaire, which, according to Ungar [9], increases
participants understanding. Therefore, an alternative to persona
administration with each child is to use software that allows
questions to be read if the participant requiresit.

This study seeks to address the issue of scalability while
retaining the verbal aspect and reducing the need for competent
reading skills. A further advantage is the benefit of
software-based data collection, which, according to current
research, reduces the chances of incorrect or missing input and
therefore increases validity and reliability [20]. Furthermore,
there is evidence that internal consistency and concurrent
validity are retained when transitioning to an app-based
guestionnaire. Importantly, app-based scales have consistently
been shown to have higher completion rates among studies
includedin alarge-scale meta-analysis[21]. However, it cannot
be assumed that transitioning from a paper version to an app
version will automatically carry over psychometric properties,
though there is growing evidence that the transfer to
computer-based measures does not result in a loss of
psychometric properties [22]. However, this is transference of
psychometric propertiesis by no means universal; for example,
when transferring pen-and-paper psychometric questionnaires,
Booth-Kewley et a [23] found that alevel of disinhibition crept
in to measures regarding such topics as alcohol consumption
and risky sexual behaviors. Therefore, it is still necessary to
validate the devel opment of asoftware-based app. Itisof crucial
importance that this is undertaken when the design of the app
differs from the original scale administration format, asin this
study where an avatar isused to deliver theitems. Traditionally,
datacollection ontheinternet was designed to closely resemble
that with paper questionnaires; however, recent studies have
explored nonhuman interaction (Bot) with humans and their
tendency to disclose, with provide evidence that self-disclosure
increases with the use of nonhuman interviewees [24].
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This Study

Our affinity for smartphones has been explained by various
theories ranging from Bowlby's attachment theory,
addi ction-based models, and emotional needs theories[25-27].
Indeed, it has been suggested that even larger portable
technology, such as laptops, can be seen to be an extension of
our identity and selves, given that we store memories through
photographs and access social media on them [28]. For this
study, these identity processes and dynamics are identified as
being drivers in the adolescent relationship with their
technological companions, which may be seen as an extension
of “salf” [29]. Furthermore, adolescents have been described
as a population that is difficult to reach for research purposes;
therefore, a smartphone app such asthe one tested in this study
should increase usability [30]. It has been proposed that the
interaction of the aforementioned dynamics will encourage
honesty in this population and therefore increase the reliability
of the questionnaire, asreported in other studies exploring issues
of well-being in hard-to-reach populations [31]. “Avatar as a
researcher” is an emerging concept, and previous studies have
shown increased trust and openness, thus increasing the
reliability and confidence in data when discussing sensitive
topics [32]. Identification with avatars and robots occurs with
both humanoid and nonhumanoid avatars. For example, even
computer-driven triangle shapes are perceived to have
intentionality [33,34]. Therefore, it is expected that this study
will see improved reliability, increased completion rates, and
similar psychometric properties retained following validity
analysis, in the app-based delivery. Additionally, this study
aims to validate the use of the CYRM-28 among a Scottish
population.

Methods

App Development

Feedback on a number of avatar designs was gathered from 30
professionals, including socia workers, educational
psychologists, and teachers, at the 2015 Pathwaysto Resilience
Conference. The outcome of the discussions was to avoid
humanoid-like avatars of similar ages to the participants, and
to opt for one that would be considered gender neutral. ALEX
has facial elements that move (eyes and mouth), and uses the
speech-to-text engines of the device that is running the app.
ALEX moves and bouncesin responseto screen touches. Further
focus groups with young people confirmed that ALEX was
user-friendly, approachable, and liked by a wide range of ages
of both sexes. Participants in the app group were asked to
complete a usability questionnaire following the resilience
guestionnaire.

Design

Recruitment was carried out in schools that agreed to take part
intrials. Information sheets were sent to parents electronically
and parents could access awebsite about the research and agree
to participate via web-based surveys. A cross-sectional design
was used, which aimed at comparing the performances of
pen-and-paper to that of an app-based CYRM-28 scale [17].
Two schools included all of their pupils, and classes were
randomly designated as either app versus paper with age groups
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represented in each group. All groups were presented with the
scale twice, with a 2-week retest design. Data collection was
completed in Personal and Social Education (PSE) classes, and
took approximately 10 minutesfor the majority of the students.
This was preceded by a short explanation regarding the
administration of the scale and areminder of their ethical rights.
A guidance teacher and a member of the data collection team
were present during the session. Aswith the original CY RM-28,
participants could request further information and clarification
from the researcher regarding the item statements (paper
version) or an in-built glossary that could be accessed when the
pupil highlighted a word or phrase. All research took place
during the second term of the academic year (January to March
2017). A third school took part in 1 app-based data collection
during the Summer term (July 2017) under the same conditions
as described above, but further participation was prevented
owing to end-term examination. These data are included only
in the CFA.

Participants

The participants were 714 students from 2 North-East Scotland
coeducational schools, aged 11-17 years (males. n=354, mean
age 14.3 years, SD 2.42 years; females. n=360, mean age 14.6
years, SD 2.37 years). Areasin Scotland aredivided into 5 broad
groupings of deprivation (1=most deprived to 5=least deprived)
and are reported with the Scottish Index of Multiple Deprivation
[35]. School 1 (n=403) includes a high-income area, and the
majority of pupils fal into bands 4 and 5 (relatively high
socioeconomic status [SES] in accordance with the
Government’s deprivation bands). School 2 (n=311) isin an
urban setting classified asahigh deprivation area (all pupilsare
classed as being in the top 2 levels of deprivation). The final
school draws from a wide range of SES bands. All 3 schools
are comprehensives and therefore mixed-ability schools with
intakes of pupils aged 16-18 years. The schools used
mixed-ability groups, and each of the schools have
approximately similar numbers on theroll.

Materials

The app version ran on Kindle Fires (HD), which were
disconnected from the internet, and other software could not be
accessed. The app presents the questions viathe ALEX avatar.
ALEX is gender-neutral and is displayed in diagram 1 below,
along with a typical question. As with the paper version, the
students were required to respond on a 1-7—point Likert scale
(strongly disagree to strongly agree), yielding a possible data
range of 28-196, with a higher score indicating stronger
resilience. The app version has a computerized voice, which is
able to read the question to the participant, and a glossary of
available terms. These had been tested by adolescents who had
trialed the software and had indicated where they thought help
would berequired. In the pen-and-paper version, help was given
if requested by the participant at the time, and adults provided
the same answers as given by the predetermined glossary. There
were no reports of pupils asking questions outside of this set.
The scale has previously been found to have good reliability
scores (individua: a=.803; relational: a=.833; contextual:
0=.794), and adeguate validity after exploratory and
confirmatory analyses [17]. The project received ethical
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approval from the Liverpool Hope University Ethics board
(S040417 SFREC 001), and students were required to read a
short participation information sheet or screen after a short
verbal reminder of their right to withdraw from the research.
Parents had provided informed consent to their children’s
participation. Demographic information and data regarding the
usability of the app were collected.

Statistical Analysis

For demographic descriptive statistics, only results from time
1 were included. All data met parametric assumptions. ltems
in the app condition were grouped and calculated to form 3
factors in accordance with an a priori theory developed by
Liebenberg and Ungar [18]. The first factor (individual) was
composed of 11 items which were further conceptualized as
personal skills, peer support, and social skills. The second factor
of relationships with caregivers included 7 items divided into
physical and psychological care. The final factor was labeled
as contextual and had 3 subfactors (educational, spiritual, and
cultural).

Data from 12 respondents were removed prior to a CFA,
following identification as multivariate outliers using the
Mahalanobis Distance (MD) method. AMOS 24 was used to
complete the CFA using a Maximum Likelihood Model. Files
have been archived on the Open Science Forum [36].

Table 1. Summary of the scores for each sample.

Mcgeough et a

Results

Usability Results

Intotal, 262 of the pupilstook part in the usability questionnaire.
The mgjority of the participants rated the app as easy to very
easy to use (87.4%), compared to those who rated it hard or
very hard (4.4%). Additionally, users were positive about their
experience regarding interaction with ALEX. However,
participants were moderately negative with the voice that read
theinstructions, with 31% stating that it needed to be changed.
They were also encouraged to leave comments regarding
improvements; in this field, the most common suggestion was
to include agame.

Assessment Results

Descriptive statisticsfor resilience arereportedin Table 1. These
data show that males and females reported similar scores and
suggest minor differencesin resilience across schools. Resilience
scores decreased with age, with the youngest pupils aged 11
years reporting higher levels (mean 113.05, SD 11.85) than
those aged >16 years (mean 103.50, SD 15.10). Pearson
correlation analysisindicated asignificant relationship between
age and resilience (r=0.81; P=.006; 95% CI 0.02-2.73).

Samplesize, n Score, mean (SD) 95% CI
512 b S1 S2 S1 S2
Paper version
Total 82 126 107.85 (13.66) 104.22 (11.64) 104.08-110.09 102.17-106.27
Males 36 50 108.06 (12.93) 103.06 (10.52) 103.68-112.24 100.04-106.08
Females 45 76 106.53 (14.41) 105.01 (12.38) 102.20-110.86 102.19-107.84
App version
Total 234 183 107.45 (13.71) 105.95 (13.33) 105.69-109.21 104.01-107.90
Males 135 97 107.65 (13.69) 106.38 (14.00) 105.30-110.02 10354-109.22
Females 99 84 107.57 (13.65) 105.90 (12.57) 104.84-110.29 103.17-108.63

831: school 1 (deprivation groups 4 and 5).
bs2: school 2 (deprivation groups 1 and 2).
There was no difference between the schools in terms of

resilience (school 1. mean 107.24, SD 12.87; school 2; mean
105.79, SD 13.15; t4,,=1.38; P=.18). In the paper version, scores

on the CYRM-28 ranged from 63 to 131 (mean 106.98, SD
13.51); however, in the app version, the equivalent resultswere
56-135 (mean 106.79, SD 13.62). An independent samples t
test was conducted between the 2 conditions and reported no
significant difference (t;,0=—0.632; P=.53; 95% CI -2.55 to
1.31).

Psychometric Properties

Cronbach a in both conditionswas very high (app: 0=.92; paper:
0=.87). Fisher r to z transformation revealed a significant

https://mhealth.jmir.org/2021/12/€11055

difference in the correlations (Z=-3.69, P<.01). Test-retest
results (Pearson correlation coefficients) were significant in
both conditions, although the app version had higher reliability
(paper version: r;53=0.81; P<.001; 95% CI 0.77-0.85; app
version: r,,5=0.84; P<.001; 95% CI 0.79-0.89). As SPSS was
used to calculate the 95% Cls with alinear regression model,
z scores were used to calculate 95% Cls. Fisher r to z
transformation revealed a significant difference in the
correlations (Z=-2.97, P<.01). Additionally, intraclass
correlation (2,1) estimates and their 95% Cls were calculated
using SPSS (SPSS Inc), the absolute-agreement, single rater
model indicates that the reliability of the app version of the
guestionnaire was similar to the paper version (Table 2).
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Table 2. Intraclass correlations in SPSS using an absolute-agreement, single rater model.

Intraclass correlation 95% Cl F test with atrue value of 0
Vaue df 1 df » Sig
App 0.842 0.812-0.868 11.689 416 416 0.000
Paper 0.810 0.783-0.834 9.526 721 721 0.000

The 3-factor structure of the 28-item CYRM-28, based on the
model confirmed by Liebenberg and Unger [18], was estimated
usingaCFA withthe Time 1 datasetin AMOS 24. A maximum
likelihood estimation CFA model wasfound to be parsimonious;
however, the significant results on chi-square analysis indicate

that the model did not adequately fit the data (x2,5=27.6 [n=541],
P=.24). As large sample sizes can increase the likelihood of
significant chi-square results, other indices of model fit are of
particular interest. Table 3 includes arange of fit indices, all of
which are within acceptable parameters.

Table 3. Model fit summary for the app version of CY RM-282 confirmatory factor analysis.

Chi-square (df) P value Goodness of fit Comparative fit index Root mean sguare error of approximation
Original model 43.8 (17) >.01 0.94 0.98 054
Second model 27.59 (15) 24 0.98 0.99 0.39

8CYRM-28: child and youth resilience measure.

Modification indices were examined, and several items were
found to have significant shared error variance, including the
following: relational (physical) and contextual (spiritual);
individual (personal) and individual (peer). An exploration of
theitemsincluded in each of these factors for multicollinearity
between the items suggested that no item was so redundant with
another item that it could be dropped (el-e2, tolerance=1.00,
varianceinflation factor=1.00; e4-e8, tolerance=—1.00, variance
inflation factor=1.00). Asthe shared error variance between all
of these pairs of items was conceptually consistent with the
domain assessed, a final model was respecified to free these
correlated errors. This model was found to fit the data
moderately well, and increased goodness of fit (x?s=27.6
[n=541], P=.24); further details of fit can be seen in Table 2.
Thefinal confirmatory factor analytic model of the CYRM-28
indicated that the items were strongly correlated within factors
rather than across factors, this replicates the findings from the
origina validity study [18]. Diagram 2 shows the
error-covariances added to improve the model goodness of fit;
each of these were low (r=0.12 and r=-0.15).

Discussion

Principal Findings

The aim of the study was to establish the adequacy of an app
version of a previously validated paper version of a scale to
measure resilience. The app and the paper versions of the scale
presented the text of the items using Likert scales. The paper
version allowed pupils to ask staff for support while in the app
version, this was built into the device. The results indicate that
the app had significantly better reliability in atest-retest analysis
and had significantly higher internal consistency, as measured
with the Cronbach a score. Scores across the demographic
groups between the paper and app versions did not differ,
indicating that the app version matchesthe paper version onthe
CYRM-28 when measuring resilience. Finaly, the study
supportsthe use of the CY RM-28 in a Scottish youth population
[9-16].

https://mhealth.jmir.org/2021/12/€11055

Comparison With Prior Work

Ungar [7] previously reported that resilience was not only a
function of theindividual, but a so that environmental influences
areimportant. The CFA reflected thisunderstanding of resilience
and further confirmed by Liebenberg and Ungar [17] earlier
reported a 3-factor solution (individual, family relationships,
and contextual). Furthermore, the CY RM-28 was designed to
be used with the support of an adult professional (teacher or
social worker) [18], and while this ensures that young people
have understood the statements, it is not cost-effective and
therefore is of use only to small groups of children who have
been identified as vulnerable. Additionally, the pastoral system
within Scottish schoolsisincreasingly under strain. This study
provides evidence that a sizable percentage of children would
not seek support from their guidance teachers. The purpose of
this study was to develop a low-cost scalable version of the
guestionnaire, which depends on an avatar to support
understanding and encourages openness in adolescents. As
discussed by Palmier-Claus[37], the app’sincreased reliability,
as evident from its high internal consistency, and in addition,
participantswere morelikely to provide similar responses across
time periods when using the app version. Previous studies
indicated that the use of the avatar in the app would be apositive
experience, and this has been replicated in this study. The
students who completed the supplementary usability questions
were generally positive about the avatar. It can be assumed that
while app usage was time-limited, the participants were able to
develop arelationship of trust with ALEX and were therefore
open in their responses.

Limitations

This study sought to explore how effective an avatar was in
connecting with young people and collecting data about their
home-lives and feelings. Our findings show that the app
performed well at this level of data collection and a proof of
concept has been met. However, for ethical reasons, it was
decided to test this in a general population of young people,
rather than adol escents who have been identified as vulnerable.
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Furthermore, while it can be argued that resilience is more
observable among people who are facing trauma or difficult
situations, the CY RM-28 has previously been used in general
populations[17,19]. Nonetheless, further research that includes
vulnerable participants would be warranted.

The fina version of the app was designed to allow the
participant as well as the professional to access information
about the pupil. Whileit isimportant to develop highly reliable
but easy-to-administer assessments, it is important that the
results are of use to the teacher or social worker in helping
support pupils. In this study, the reports were only available to
guidance teachers and were for research purposes only. It is
possible that knowledge of this had an impact on the
participants' answers. However, both groups (app and paper)
were exposed to thisvariable. Furthermore, among the usability
questions, pupils were asked about whether they had thought
this knowledge had affected their answer, with the majority
stating that it had not. Additionally, the app will be used in a
setting in which reports will be available to experts such as
teachers, educational psychologists, and social workers. It was
important that this was incorporated in the trial. Parents had
consented to reports being used in future studies about the
usability of reports, and both groups of pupils were informed
of this prior to the study as part of the assent process.

Current studies are exploring how professional s utilize feedback
from an app, but another question not answered here is how the

Acknowledgments

Mcgeough et a

young people themselvesreact to instant feedback on an aspect
of their psychological life. Additionally, adiscussion ontheuse
of the app within a broader health and social education setting
should be developed. The authors strongly suggest that the app
would be well-suited in ongoing curricula designed around
assessing and developing aspects of well-being. Education
practitioners and social workers should be involved in
developing good practice in relation to the use of such apps. It
isrecommended that thisforms part of a conversation between
guidance teachers and young people, rather than the end result
of an assessment. To that end, future research should consider
how assessment apps can enable participants to communicate
with their guidance teachers; thisfeatureis of particular interest,
given the findings of our study on the reluctance of pupils to
approach their teachers.

Conclusions

The app technology utilized in this study has shown strong
reliability and validity in measuring resilience in young adult
populations. Our findings demonstrate the efficacy of moving
the CYRM-28 “gold-standard” measure of resilience to a
web-based app-based platform. The benefits of avatar-led
guestioning in relation to young people’s understanding of
resilience are evident; however, future studies should address
how technology can be effectively integrated into existing
practitioner-led support services within schools.
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Abstract

Background: Sharing data from wearable health and activity trackers (wearables) with others may improve the health and
behavioral outcomes of wearable usersby generating social support and improving their ability to managetheir health. Investigating
individual factors that influence US adults' willingness to share wearable data with different types of individuals may provide
insights about the population subgroups that are most or least likely to benefit from wearable interventions. Specifically, it is
necessary to identify digital health behaviors potentially associated with willingness to share wearabl e data given that the use of
and engagement with various technologies may broadly influence web-based health information—sharing behaviors.

Objective: Thisstudy aimsto identify sociodemographic, health, and digital health behavior correlates of US adults’ willingness
to share wearable data with health care providers and family or friends.

Methods: Datafor the analytic sample (N=1300) were obtained from the 2019 Health Information National Trends Survey of
the National Cancer Ingtitute. Digital health behavior measures included frequency of wearable device use, use of smartphones
or tablets to help communicate with providers, use of social networking sites to share health information, and participation in a
web-based health community. Multivariable logistic regression analysis of weighted data examined the associations between
digital health behaviors and willingness to share wearable device data, controlling for sociodemographics and health-related
characteristics.

Results: Most US adults reported willingnessto share wearable datawith providers (81.86%) and with family or friends (69.51%).
Those who reported higher health self-efficacy (odds ratio [OR] 1.97, 95% CI 1.11-3.51), higher level of trust in providers as a
source of health information (OR 1.98, 95% CI 1.12-3.49), and higher level of physical activity (OR 2.00, 95% CI 1.21-3.31)
had greater odds of willingnessto share datawith providers. In addition, those with a higher frequency of wearable use (OR 2.15,
95% CI 1.35-3.43) and those who reported use of smartphones or tablets to help communicate with providers (OR 1.99, 95% ClI
1.09-3.63) had greater odds of willingnessto share datawith providers. Only higher level of physical activity was associated with
greater odds of willingnessto share wearable datawith family or friends (OR 1.70, 95% CI 1.02-2.84). Sociodemographic factors
were not significantly associated with willingness to share wearable data.

Conclusions: The findings of this study suggest that, among US adult wearable users, behavior-related factors, rather than
sociodemographic characteristics, are key drivers of willingness to share health information obtained from wearables with others.
Moreover, behavioral correlates of willingness to share wearable data are unique to the type of recipient (ie, providers vs family
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or friends). Future studies could use these findings to inform the development of interventions that aim to improve the use of
patient-generated data from wearable devices in health care settings.

(JMIR Mhealth Uhealth 2021;9(12):€29190) doi:10.2196/29190
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mobile health; population health; health communication; survey methodology; mobile apps; devices; online socia networking;

mobile phone

Introduction

Background

In 2019, nearly one-quarter of US adultsreported using wearable
health and activity trackers (wearables) [1-3], which is
approximately twice the reported use in 2015 [4]. Wearables
are mobile health (mHealth) technol ogiesworn on the body that
can detect, record, and report information about behaviors (eg,
step count and dietary intake) and health indicators (eg, heart
rate and calories burned) [5]. Wearables may improve health
and behavioral outcomes, such as physical activity participation
[1,6] and weight status [7], by prompting users to set health
goals, providing automated personalized feedback about health
and activity data, motivating healthy habit formation, and
encouraging social data sharing and competition [6-9].

Connected devices, such as mHealth apps on smartphones or
computer tabl ets, enable usersto share health information from
wearableswith others, such as health care providers and family
or friends. Sharing wearable data may improve the health and
behavioral outcomes of users by generating socia support and
improving their ability to managetheir health [9-12], increasing
patient—provider engagement, and facilitating individualized
counseling and clinical decision making [12-15]. Studies also
suggest that wearable data sharing among behaviora
i ntervention participants may increaseintervention effectiveness
[16].

When used as a health communication tool, the potential of
wearable technologies to improve health may not be fully
realized without an understanding of the willingness to share
wearable data, particularly with providers. Reasons for not
sharing wearable datawith providersinclude lack of awareness
of the social sharing features of wearables, uncertainty about
the relevance or usefulness of the data to providers, low
expectation of supportive feedback, and concerns about privacy
or control over data shared from the device[12-14]. Past studies
of patient data sharing from various mHealth technologies also
suggest that willingness to share wearable data may vary by
individual characteristics, such as sociodemographics (eg, sex,
age, race, or ethnicity), health-related factors (eg, weight status
or having achronic condition), and trust [17-19]. However, the
correlates of willingnessto share datafrom wearable health and
activity trackers, specifically, need further examination, as the
characteristics of mHealth usersvary by type of device used for
health and behavioral tracking [20].

Following evidence that the use of and engagement with digital
health can influence health and communication behavior
[21-23], digital hedlth behaviors may be additional factors
associated with the willingness to share wearable data. For

https://mhealth.jmir.org/2021/12/€29190

example, individuals who use mHealth technologies such as
smartphones or tabletsto help communicate with providers may
have greater technol ogy self-efficacy [21], which may influence
their willingness to share health information from wearable
devices. Frequency of wearable use, one aspect of engagement
with mHealth technologies for health and behavioral tracking
[22], could &l so be afactor associated with willingnessto share
data from these devices. Moreover, other digital health
behaviors, such as sharing health information on social
networking sites (SNSs; eg, Facebook) or within web-based
health communities (eg, online cancer support groups), may be
associated with willingness to share wearable data if social
sharing of health information across digital media is broadly
perceived as useful or beneficial [9,11,23]. However, to the best
of our knowledge, such relationships between digital health
behaviors and willingness to share data from wearables have
not been examined in a nationally representative sample of US
adults.

A better understanding of the factors that influence willingness
to share data from wearables could have implications for the
use of patient-generated data in clinical practice [24],
particularly given the growing number of interventionsthat use
wearable devices to track health and activity [25] and recent
cals for integration and use of these data in interventions
[26,27]. ldentifying the sociodemographic, heath, and
behavioral correlates of willingnessto share datafrom wearables
could provide insights on the population subgroups that are
most or least likely to engage with, and benefit from, wearable
interventions or multicomponent behavioral interventions that
involve wearable use. In addition, exploring the correlates of
willingness to share wearable data with providers, as well as
with family or friends, may identify different drivers of
willingness to share data with different types of recipients.

Objectives

This study has 2 primary aimsto address gaps in the literature.
The first aim is to describe the sociodemographic and
health-related correl ates of the reported willingness of wearable
users to share data with health care providers and with family
or friends. The second aim is to investigate the relationship
between different digital health behaviors (ie, use of
smartphones or tablets to help communicate with providers,
frequency of wearable use, sharing health information on SNSs,
and participation in a web-based health community) and the
willingness of users to share wearable data with health care
providers and with family or friends.
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Methods

Sample Population

Datafrom the 2019 Health Information National Trends Survey
(HINTS) of the National Cancer Institute wereanalyzed. HINTS
isanationally representative, probability-based cross-sectional
survey. Self-administered questionnaires were completed by
adult, civilian, noninstitutionalized individuals (N=5438)
between January and April 2019 (Multimedia Appendix 1).
Respondents compl eted mailed paper questionnaires (paper-only
group) or completed the questionnaire on the web as part of a
push-to-web pilot study. Individuals participating in the web
pilot were randomly assigned to aweb-option group (choice of
responding by paper or web) or a web-bonus group (choice of
responding by paper or web, with aUS $10 bonusincentive for
responding via web). There were no significant differencesin
response rates for the paper-only group (30.2%), the web-option
group (29.6%), and the web-bonus group (31.5%). Additional
information about HINTS data, resources, and methodology
has been described el sawhere [28], and information specific to
HINTS 5 Cycle 3 (2019) can be found in publicly available
methods reports [29].

To beincluded in the analytic sample, respondents had to report
the use of a wearable device to track their health or activity.
Thus, respondentswereincluded if they selected “yes’ (vs“no”)
in response to the item “In the past 12 months, have you used
an electronic wearable device to monitor or track your health
or activity? For example, a Fitbit, Apple Watch, or Garmin
Vivofit.” In addition, respondents must have reported data for
the outcome variables of interest, as described in the following
sections.

M easures

Willingnessto Share Wearable Data

Willingnessto share wearabl e datawith providers was measured
with the item “Would you be willing to share health data from
your wearable device with your health care provider?’ (“yes’
or “no”). Willingness to share wearable data with family or
friends was measured by asking respondents, “Would you be
willing to share health data from your wearable device with
your family or friends?’ (*yes’ or “no”).

Digital Health Behaviors

To evaluate web-based health information sharing, the reported
use of SNSs to share health information and participate in a
web-based health community were examined. The use of SNSs
was measured with the item “In the past 12 months, have you
used the Internet for any of the following reasons? To share
health information on social networking sites, such as Facebook
or Twitter” (“yes’ or “no”). To measure participation in a
web-based health community, respondents were asked: “In the
past 12 months, have you used the Internet for any of the
following reasons? To participate in an online forum or support
group for people with asimilar health or medical issue” (“yes’
or “no”).

The use of mHealth technologies to help communicate with
providers was measured with the item “Has your tablet or
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smartphone helped you in discussions with your health care
provider?’ (“yes’ or “no”). Frequency of wearable use was
evaluated by asking respondents: “1n the past month, how often
did you use awearable deviceto track your health?’ Responses
were dichotomized into higher frequency use (“amost every
day” or “every day”) and lower frequency use (“1-2 times per
week,” “less than once per week,” or “did not use a wearable
device in the past month™).

Health-Related Characteristics

Health-related correl atesincluded perceived hedth status, health
self-efficacy, BMI, multimorbidity, and level of physical
activity. Perceived health status was measured with the item
“In general, would you say your hedlthis...?” Responses were
dichotomized into good health (“excellent,” “very good,” or
“good”) and “fair” or “poor” health. Health self-efficacy was
measured with the item “Overall, how confident are you about
your ahility to take good care of your health?’ Responses were
dichotomized into higher health self-efficacy (“very confident”
or “completely confident”) and lower hedlth self-efficacy
(“somewhat confident,” “a little confident,” or “not confident
at all”). Self-reported height and weight were used to calculate
and classify BMI [30]; underweight respondentswere excluded
from analysis due to low frequency of BMI indicative of
underweight (BMI1<18.5) among wearable users (n=13). A
composite multimorbidity variable (0 conditions, 1 condition,
or =2 conditions) combined datafrom itemsthat assessed history
of chronic conditions (“yes’ or “no”), including diabetes, heart
disease, lung disease, depression or anxiety, and any cancer
except nonmelanoma skin cancer. On the basis of the Physical
Activity Guidelines for Americans for minutes per week of
moderate-intensity physical activity [31], level of physical
activity was assessed with a discrete numerical response to the
item “On the days that you do any physical activity or exercise
of at least moderate intensity, how long do you typically do
these activities?’ Responses were dichotomized as higher level
of physical activity (=150 minutes per week) versuslower level
of physical activity (<150 minutes per week).

Additional health-related measures included having a regular
health care provider, trust in health information from a
physician, and trust in health information from family or friends.
Having a regular health care provider (“yes’ or “no”) was
measured with the item “Not including psychiatrists and other
mental health professionals, isthere a particular doctor, nurse,
or other health professional that you see most often?’ Trust in
health information from a physician was evaluated with the
item “In general, how much would you trust information about
health or medical topics from each of the following? A doctor.”
Trust in health information from family or friendswas evaluated
with the item “In general, how much would you trust
information about health or medical topics from each of the
following? Family or friends.” Response options for both trust
items were dichotomized as higher trust (“alot”) versus lower
trust (“some,” “alittle,” or “not at al”).

Sociodemographic Characteristics

Sociodemographic variables included sex (women and men),
age (18-34, 35-49, 50-64, and =65 years), race (White, Black,
and other races, which combined low-frequency responses for
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American Indian or Alaska Native, Asian Indian, Chinese,
Filipino, Japanese, Korean, Vietnamese, other Asian, Native
Hawaiian, Guamanian or Chamorro, Samoan, and other Pacific
Islander), ethnicity (Hispanic and non-Hispanic), education
(high school graduate or less; technical, vocational, or some
college; and college graduate or postgraduate), annual household
incomein US dollars (<US $35,000, US $35,000-$49,999, US
$50,000-$74,999, US $75,000-$99,999, and =US $100,000),
and geographic area (urban vsrural [32]). Dueto the relatively
high proportion of missing datain the annual household income
measure, an imputed variable provided in the data set was used
to avoid losing respondents in the analytic sample.

Statistical Analysis

Frequencies, weighted percentages, and chi-square statistics
were calculated to describe the distribution of US adults who
reported using a wearable device to track health or activity.
Binomial logistic regression analysiswas conducted to examine
correlations between individual characteristics
(sociodemographic, health-related, and digital health behavior
variables) and willingness to share wearable data with health
care providers, and correlations between individual
characteristics and willingness to share wearable data with
family or friends. Intotal, 2 regression modelswere constructed.

For the model predicting willingness to share wearable data
with providers, al sociodemographic and health-related
variables (excluding trust in health information from family or
friends) were entered first to address the first aim of this study.
Because digital health behaviors were factors of particular
interest, the second aim was addressed by adding digital health
behavior variables stepwise in the following order: frequency
of wearable use, use of mHealth technologies to help
communicate with providers, use of SNSs to share hedlth
information, and participation in aweb-based health community.
The order in which variables were added to the model was based
on the extent of supporting literature [21-23] that suggests a
potential association between the respective digital health
behavior and willingness to share wearable data, such that
variables with agreater evidence base were added to the model

first. Pseudo R? was examined after adding each digital health
behavior variable to the model to determine how much
variability could be explained by each of these key predictor
variables. For themodel predicting willingnessto sharewearable
data with family or friends, covariates were entered using a
similar stepwise approach; however, variables pertaining to
interactions with providers were excluded (ie, use of mHealth
technologies to help communicate with providers, having a
regular health care provider, and trust in health information
from a physician), whereas trust in health information from
family or friends was added.

Statistical analysiswas conducted using SAS (version 9.4; SAS
Ingtitute). Complete-case analysis with listwise deletion was
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used for the regression models. Group differences by survey
modality (paper-only, web-option, and web-bonus) for the
outcome variables of interest were assessed using thejackknife
replication variance estimation method, applying afinal sasmple
weight and replicate weights created using the Rizzo method
[33]. Because group differences were not significant in our
analysis of outcomes by modality, the full-sample weight was
applied to calculate population estimates for the combined
sample without controlling for group differences by survey
modality. Replicate weights were also used to compute SEs of
estimates using the jackknife replication method for the
combined sample without controlling for group differences by
survey modality.

Results

Sample Population

The analytic sample comprised 1300 wearable users. Analysis
of weighted data showed that women (55.03%) and men
(44.97%) each constituted approximately half of the sample.
The mgjority were under 50 years of age (64.1%), urban
residents (88.07%), non-Hispanic White (64.69%), and reported
having an education beyond high school (85%). Individuals
with annual household income under US $75,000 comprised
44.02% of the sample, with the remaining 55.98% having an
annual household income of US $75,000 or more (Table 1).
The characteristics of the HINTS anaytic sample can be
referenced alongside the characteristics of the analytic sample
of wearable users in Multimedia Appendix 2. Similar to other
health-based surveys, HINTS respondents tend to be female,
older, non-Hispanic White, urban-dwelling, and more educated,
and have a higher annua household income than the general
population [28].

Most individuals reported having agood health status (89.65%),
higher health self-efficacy (77.15%), and aregular health care
provider (64.73%). Moreindividualsreported higher (vslower)
trust in health information from a physician (75.55%) and |ower
(vs higher) trust in health information from family or friends
(90.89%). A majority of individualshad aBM1=24.9 (69.44%),
and just over haf reported having one or more chronic
conditions (53.71%). Approximately half of the individuals
reported a higher (48.54%) versus lower (51.46%) level of
physical activity.

Most individualsincluded in the analytic sampl e reported using
their wearables“ every day” or “amost every day” (72%). They
were relatively evenly divided on the use of other mHealth
technol ogies (eg, smartphones and tabl ets) to hel p communicate
with providers (47.93% “yes’ vs 52.07% “no”). A minority of
individuals reported sharing health information on SNSs
(19.54%) or participating in a web-based health community
(11.95%).
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Table 1. Weighted, unadjusted population estimates for sociodemographic and health-related characteristics of wearable users willing to share data
with providers and with family or friends, HINTS 20192 (N=1300).

Users, n (weighted %, SE)
Wearable users (N=1300)

Characteristics

Willing to share datawith
providers (n= 1033b)

Willing to share datawith family
or friends (n=853%)

Sex
Men
Women
Age (years)
18-34
35-49
50-64
=265
Race and ethnicity
White, non-Hispanic
Black, non-Hispanic
Hispanic
Other race or ethnicity
Education
College graduate or postgraduate
Technical, vocational, or some college
High school graduate or less
Annual household income (US $)
>100,000
75,000-99,999
50,000-74,999
35,000-49,999
<35,000
Geographic area
Urban
Rural
Perceived health status
Poor or fair
Good

Health self-efficacy
Lower
Higher

Regular health care provider
No

Yes

Trust health information from physician

Lower

Higher

486 (44.97, 2.08)
787 (55.03, 2.08)

272 (33.62, 2.08)
339 (30.48, 1.85)
411 (26.37, 1.89)
257 (9.53, 0.81)

788 (64.69, 1.83)
141 (8.86, 1.19)
169 (17.66, 1.64)
106 (8.79, 1.18)

796 (42.55, 1.97)
344 (42.45, 2.39)
130 (15, 2.07)

526 (38.26, 2.25)
211 (17.72, 1.56)
219 (16.18, 1.58)
142 (13.8, 1.81)

192 (14.04, 1.77)

1196 (88.07, 1.91)
104 (11.93, 1.91)

113 (10.35, 1.65)
1174 (89.65, 1.65)

278 (22.85, 1.97)
1006 (77.15, 1.97)

379 (35.27, 2.28)

904 (64.73, 2.28)

321 (24.45, 1.9)

955 (75.55, 1.9)

387 (44.44, 2.24)
630 (55.56, 2.24)

234 (36.42, 2.46)
265 (29.82, 2.32)
315 (24.81, 2.11)
205 (8.95, 0.87)

645 (66.21, 2.03)
114 (9.26, 1.54)
129 (16.29, 1.81)
78(8.24, 1.32)

647 (43.98, 2.41)
276 (43.38, 2.84)
90 (12.64, 2.05)

424,(38.41, 2.17)
175 (19.18, 1.94)
176 (16.02, 1.74)
105 (12.6, 2.1)

145 (13.79, 1.82)

951 (88.25, 2.26)
82 (11.75, 2.26)

85 (9.67, 1.85)
938 (90.33, 1.85)

209 (20.32, 2.17)
813 (79.68, 2.17)

288 (33.6, 2.74)

735 (66.4, 2.74)

226 (20.96, 2.24)

794 (79.049, 2.24)

310 (44.68, 2.62)
527 (55.32, 2.62)

211 (36.87, 3.03)
237 (30.62, 2.49)
245 (23.91, 2.3)
152 (8.6, 0.97)

533 (66.04, 2.6)
96 (9.82, 1.92)
103 (15.93, 1.86)
70(8.21, 1.47)

541 (43.69, 2.63)
220 (41.83, 3.1)
76 (14.48, 2.57)

357 (39.39, 2.76)
138 (17.5, 2.1)
142 (16.33, 2.03)
96 (13.38, 2.22)
112 (13.4, 1.85)

780 (86.07, 2.65)
73 (13.93, 2.65)

51(7.42, 2.1)

793 (92.58°, 2.1)

161 (18.54, 2.33)

683 (81.46°% 2.33)

Not examined’

Not examined’

Not examined’

Not examined’
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Characteristics Users, n (weighted %, SE)

Wearable users (N=1300) Willing to share datawith

providers (n= 1033b)

Willing to share datawith family
or friends (n=853%)

Trust health information from family or friends

Lower
Higher

BMI

18.5-24.9 (normal)
25-29.9 (overweight)

>30 (obese)
Multimor bidity

0 conditions

1 condition

>2 conditions

Level of physical activity

Lower

Higher

1167 (90.89, 1.64)

89 (9.11, 1.64)

389 (30.56, 1.92)
472 (38.87, 2.44)
395 (3057, 2.15)

545 (46.29, 2.3)
398 (31.56, 2.31)
326 (22.15, 2.02)

674 (51.46, 2.18)
595 (48.54, 2.18)

Not examined”

Not examined”

313 (30.28, 2.34)
374 (39.45, 2.93)
318 (30.27, 2.41)

429 (46.04, 2.83)
320 (31.46, 2.6)
263 (22.5, 2.55)

521 (47.97, 2.53)

490 (52.03, 2.53)

772 (89.55, 2.42)

66 (10.45, 2.42)

263 (30.09, 2.39)
321 (40.46, 3.1)
244 (29.45, 2.78)

368 (47.62, 3.02)
271 (33.35, 3.02)
193 (19.03, 2.38)

430 (47.06, 2.81)

408 (52.94, 2.81)

3HINTS 2019: Health Information National Trends Survey 5, Cycle 3.

BA total of 18 wearable users had missi ng datafor willingnessto share wearable datawith providers, therefore the denominator for weighted percentages

in this columnis 1282.

CA total of 22 wearable users had missing data for willingness to share wearable data with family or friends, therefore the denominator for weighted

percentages in this column is 1278.
42,=5.9; P=.02.
&?,=7.2; P=.0L.

fProvider-specific variables were not examined in the model predicting willingness to share wearable data with family or friends (see section Satistical

Analysis).
9%,=8.0; P=.007.

PEami ly or friend-specific variables were not examined in the model predicting willingness to share wearabl e datawith providers (see section Satistical

Analysis).
'x?1=12.5; P<.001.
1x?,=7.6; P=.008.

Willingnessto Share Wear able Data

A small number of wearable users had missing data regarding
willingness to share wearable data with providers (n=18) and
willingnessto share wearable datawith family or friends (n=22);
therefore, the analytic sample comprised 1282 respondents for
willingness to share wearable data with providers and 1278
respondents for willingness to share wearabl e data with family
or friends. A mgjority of individuals reported that they would
be willing to share wearable data with health care providers
(81.86%) and with family or friends (69.1%). In the bivariate
analyses, willingnessto share wearable datawith providerswas
significantly associated with trust in health information from a
physician and level of physical activity. Willingness to share
wearable datawith family or friendswas significantly associated
with perceived hedlth status, health self-efficacy, and level of
physical activity (Table 1).

Willingness to share wearable data with providers was also
significantly associated with each of the 4 measured digital

https://mhealth.jmir.org/2021/12/€29190
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health behaviors: frequency of wearable use, use of mHealth
technologies to help communicate with providers, use of SNSs
to share health information, and participation in a web-based
health community. Only the use of SNSs to share health
information was significantly correlated with reported
willingnessto share wearable datawith family or friends (Table
2).

Regression analysis showed that individual swho reported higher
(vs lower) health self-efficacy (odds ratio [OR] 1.97, 95% ClI
1.11-3.51), higher (vs lower) trust in health information from
aphysician (OR 1.98, 95% Cl 1.12-3.49), and higher (vslower)
levels of physical activity (OR 2.00, 95% CI 1.21-3.31) had
significantly greater odds of reported willingness to share
wearable data with providers. Among the digital health
behaviors, higher (vs lower) frequency of wearable use (OR
2.15, 95% CI 1.35-3.43) and use of mHealth technologies to
help communicate with providers (OR 1.99, 95% CI 1.09-3.63)
were significantly associated with willingnessto share wearable

datawith providers (Table 3). On the basis of pseudo R? values,
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the model fit improved with the addition of each digital health
behavior variable.

Intheregression analysis, only individual swho reported higher
(vslower) levelsof physical activity had higher odds of reported
willingness to share wearable data with family or friends (OR

Rising et a

1.70, 95% CI 1.02-2.84; P=.04). Of the 3 digital health behaviors
included in the model, none were significantly associated with
willingness to share wearable data with family or friends (data
not shown). Asin the first model, the model fit improved with
the addition of each digital health behavior variable.

Table 2. Weighted, unadjusted population estimates for digital health behaviors of wearable users willing to share data with providers and with family

or friends, HINTS 2019? (N=1300).

Characteristic

Wearable users (N=1300)

Users, n (weighted %, SE)

Willing to share datawith
providers (n=1033b)

Willing to share datawith fam-
ily or friends (n=853°)

Frequency of wearable use

Lower 396 (28, 1.69)

Higher

Use of mHealth® technologies to help communicate with providers

No

Yes

888 (72, 1.69)

635 (52.07, 2.18)

617 (47.93, 2.18)

Use social networking sitesto share health information

No

Yes

Participating in an online health community

No

Yes

1056 (80.46, 1.75)
229 (19.54, 1.75)

1143 (88.05, 1.58)
145 (11.95, 1.58)

205 (25.84, 2.02)

735 (74.16%, 2.02)

482 (47.98, 2.68)

521 (52.029, 2.68)

830 (78.51, 2.24)

192 (21.49", 2.24)

901 (86.52, 2.08)

122 (13.48, 2.08)

237 (26,52, 2.42)
615 (73.48, 2.42)

Not examined’

Not examined’

670 (77.57, 2.35)

174 (22.43', 2.35)

737 (86.7, 2.21)
108 (13.3, 2.21)

8HINTS 2019: Health Information National Trends Survey 5, Cycle 3.

BA total of 18 wearable usershad missi ng datafor willingnessto share wearable datawith providers, therefore the denominator for weighted percentages

in this columnis 1282.

CA total of 22 wearable users had missing data for willingness to share wearable data with family or friends, therefore the denominator for weighted

percentagesin this column is 1278.
42,=4.27;, P=.04.
€mHealth: mobile health.

fProvider-specific variables were not examined in the model predicting willingness to share wearable data with family or friends.

9%,=11.13; P=.002.
hy2,=5.55; P=.02.
'%2,=5.56; P=.02.
1x?,=5.67; P=.02.
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Table 3. Correlates of willingness to share wearable data with providers, weighted, fully adjusted binomial logistic regression model, HINTS 2019%

(n=1070).
Characteristic OR® (95% ClI) P value
Sex
Men Reference Reference
Women 1.13(0.68-1.89) .63
Age (years)
18-34 Reference Reference
35-49 0.49 (0.25-0.98) .05
50-64 0.51 (0.24-1.09) .08
>65 0.45 (0.17-1.22) 11
Race and ethnicity
White, non-Hispanic Reference Reference
Black, non-Hispanic 1.26 (0.50-3.18) .62
Hispanic 0.53 (0.25-1.11) .09
Other race or ethnicity 0.54 (0.20-1.49) .23
Education
College graduate or postgraduate Reference Reference
Technical, vocational, or similar college 1.05 (0.58-1.91) .87
High school graduate or less 0.73 (0.34-1.58) 42
Annual household income (US $)
>100,000 Reference Reference
75,000-99,999 1.69 (0.76-3.76) .20
50,000-74,999 1.38(0.72-2.64) .32
35,000-49,999 0.86 (0.37-2.01) 72
<35,000 1.61 (0.64-4.06) .30
Geographic area
Urban Reference Reference
Rura 0.56 (0.25-1.22) 14
Perceived health status
Poor or fair Reference Reference
Good 0.96 (0.33-2.76) 94
Health self-efficacy
Lower Reference Reference
Higher 1.97 (1.11-351) .02
Regular health care provider
No Reference Reference
Yes 1.40 (0.75-2.61) 28
Trust in health information from a physician
Lower Reference Reference
Higher 1.98 (1.12-3.49) .02
BMI
18.5-24.9 (normal) Reference Reference
25-29.9 (overweight) 1.00 (0.48-2.08) 99
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Characteristic OR® (95% ClI) P value
>30 (obese) 0.97 (0.46-2.05) 93
Multimor bidity
0 conditions Reference Reference
1 condition 0.98 (0.53-1.83) .94
>2 conditions 1.16 (0.49-2.76) 74
Leve of physical activity
Lower Reference Reference
Higher 2.00(1.21-3.31) .008
Frequency of wearable use
Lower Reference Reference
Higher 2.15(1.35-3.43) .002
Use of mHealth® technologies to help communicate with providers
No Reference Reference
Yes 1.99 (1.09-3.63) .03
Use of SNSs? to share health information
No Reference Reference
Yes 1.50 (0.72-3.12) 27
Participation in a web-based health community
No Reference Reference
Yes 1.64 (0.65-4.15) .29

8HINTS 2019: Health Information National Trends Survey 5, Cycle 3.
POR: odds ratio.

®mHealth: mobile health.

dSNS: social networking site.

Discussion

Principal Findings

The purpose of this study was to describe the willingness to
share hedth information collected on wearable health and
activity trackerswith health care providers and family or friends
inanationally representative sample of US adult wearable users.
The findings of this study suggest that most individuals who
used wearableswere willing to share data generated from these
devices with providers (approximately 80%), as well as with
family or friends (approximately 70%); however, willingness
to share this information varied with behavior-related factors.
Health self-€efficacy, trust in providers as an information source,
frequency of wearable use, use of other mHealth technologies
to help communicate with providers, and being physicaly active
appeared to be key factors that influenced willingness to share
wearable data with providers. Being physically active also
appeared to play an important role in willingness to share data
from wearables with family or friends, whereas other factors
such as sociodemographics, health-related characteristics, and
digital health behaviors played aless prominent role.

These findings contribute to the literature by identifying
individual characteristics associated with willingness to share

https://mhealth.jmir.org/2021/12/€29190
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data from wearable health and activity trackers in the adult
population and distinguishing the correlates of willingness to
share on the basis of the recipient of the data. Interestingly, our
study revealed no differential willingnessto share according to
the sociodemographic characteristics of wearable users.
Although the HINTS response rate was relatively low for al
survey modalities (approximately 30%), differences by survey
modality group (paper, web, and web-bonus) were not
significant for the response rate and for the outcome variables
of interest.

Willingnessto Share Wear able Data With Health Care
Providers

Thefindings of this study suggest that willingnessto exchange
health- and activity-related information with providers via
mHealth technol ogies may beincreasing. For example, in 2013,
approximately 50% of US adultswho used smartphones, tablets,
or other mobile devicesreported that they would be “ somewhat”
or “very” willing to use these technologies to exchange health
information about lifestyle behaviors with a provider [18].
Similar to the results of this study, Hyde et a [2] found that
approximately 76% of adults reported willingnessto share data
from wearable health and activity monitors or fitness trackers
with providers.
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In contrast to prior studies examining willingness or sharing of
datafrom mHesalth technol ogies, factors such as sex, age, weight
status [17], race and ethnicity [17,34], income [18,19], and
education [ 18] were not significantly associated with willingness
to share wearable data with providers. In addition, having a
regular health care provider and having a chronic condition,
such as diabetes or hypertension, were not key predictors of
willingness to share wearable data. Past studies of US adults
have found these to be significant correlates of reported data
sharing from electronic medical devices (eg, glucometers and
blood pressure monitors) [19]. Therefore, along with prior
research [20], the findings of this study demonstrate the
importance of examining behavioral predictors and outcomes
of patient-generated data sharing for different types of
technology.

In this study, level of physical activity and health self-efficacy
were significant health-related correlates of willingnessto share
wearable datawith providers. Previous research has shown that
wearable userstend to be more physically active than the general
population [1]; however, the association between physical
activity and willingness of wearable users to share data with
providers has been unclear to date [2]. Therefore, our study
results contribute to the literature that, among wearable users,
those with higher versus lower levels of physical activity may
be more willing to share their data with providers. Moreover,
although research suggests that using a wearable device may
increase health self-efficacy [21,35], our findings suggest that
users with relatively high versus low health self-efficacy may
be morewilling to share their wearable data. Because wearable
users with lower levels of physical activity or lower health
self-efficacy may benefit the most from sharing wearable data
with receptive providers (eg, individualized counseling), future
mHealth intervention studies could include these factors in
intervention design and explore how to overcome these potential
barriers to data sharing. An increasingly acknowledged digital
divide that has arisen from disparate health or behavioral
outcomes among technology users [36] makes such research
particularly important.

The results of this study also showed that trust in health
information from providersis astrong predictor of willingness
to share wearable datawith them. Previous studies of US adults
also found an association between trust in providers and
willingness to exchange lifestyle behavior information via
mHealth technol ogies, such as smartphones or tablets [18]. To
increase willingness to share wearable data among those with
lower levels of trust in providers as information sources, future
mHealth intervention studies could explore ways to build trust
in health information exchange  within the
pati ent—provider—technology relationship.

The second aim of our study wasto investigate the relationship
between digital health behaviors and willingness of users to
share wearable data. The study findings showed that those who
reported using their wearables every day or amost every day
were more likely to report willingness to share data with
providers than those who used them less often. Those who
reported using (vs not using) smartphones or tablets to help
communicate with providers were also more likely to report
willingnessto share. Consistent with prior research [21,22,25],

https://mhealth.jmir.org/2021/12/€29190

Rising et a

these results suggest that greater use and technology
self-efficacy, specifically in the context of health care and the
patient—provider relationship, may increase the intention to
share wearable health information with providers. These may
be important targets for future intervention research focused on
increasing health information exchange with providers via
wearables.

By contrast, using SNSs to share health information and
participating in a web-based health community were not
significantly correlated with willingness to share health
information from wearables with providers. These findings
suggest that health information—sharing behaviors may vary
based on the context (eg, health care setting or online support
group), the audience or recipient (eg, health care providers or
peers), and the technology through which the information is
shared. Because SN Ss and web-based health communities may
be helpful to individuals through the visibility, availability,
control, and reach they offer [37,38], future mHealth
intervention studies that aim to improve wearable data sharing
with providers could consider how to incorporate these factors
into the intervention design.

Willingness to Share Wearable Data With Family or
Friends

This study also aimed to explore the correlates of willingness
to share data with family and friends, as there may be different
drivers of willingness to share data based on the recipient of
the information [2]. Controlling for other factors, including
sociodemographics, health-related characteristics, and digital
health behaviors (frequency of wearable use, use of SNSs to
share health information, and participation in aweb-based health
community), only higher (vs lower) levels of physical activity
weresignificantly associated with willingnessto share wearable
data with family and friends. As shown by Hyde et a [2], our
findings suggest that there are distinctive drivers of intention
to share health information via wearable health and activity
trackers. However, we contribute to the literature the finding
that physical activity of US adult wearable users appearsto be
a particularly important individual factor associated with
willingness to share wearable health information given that
physical activity was a strong predictor of willingnessto share
with both providers and family or friends.

One explanation for these findings is that individuals already
engaged in health-promoting behaviors have higher health
self-efficacy and are more willing to share their data because
these dataimprovetheir ability to managetheir health. Because
socia support and health self-efficacy are beneficial outcomes
of sharing wearable health data with family or friends [9-11],
individuals who may need support the most (those with low
levels of physical activity) may be missing these benefits. To
overcome barriers to sharing wearable data, such as lack of
confidence in level of physical activity, mHealth interventions
could be designed to work with participantsin web-based health
communities to focus on progress and on generating esteem
support rather than focusing predominantly on social
competition.
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Limitations

One of the limitations of this study is the reliance on
self-reported and cross-sectional data. In addition, our study
waslimited by theinability to distinguish between varioustypes
of wearable headth and activity trackers, which can vary
considerably in their functionality. Due to limitations of the
data set, we also could not assess other factors that potentially
affect willingness to share wearable data with others, such as
technology self-efficacy or concerns about privacy or data
security.

Conclusions

This study contributes to understanding the willingness of US
adults to share data from wearable health and activity trackers
with health care providers and family or friends. Severa
behavior-related factors were independently associated with
willingness to share wearable data with providers, including
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level of physical activityy, health  self-efficacy,
information-related trust in providers, frequency of wearable
use, and use of mHealth technol ogiesto help communicate with
providers. Only level of physical activity was significantly
associated with willingness to share wearable data with family
or friends, controlling for other factors. Future behavioral
surveillance research could assess attitudes associated with
willingness to share wearable data, as well as factors that may
influence these attitudes (eg, concerns about privacy), given the
strong relationship between attitudes and behavioral intention
[39]. In addition, given that attitudes about mHealth technologies
and use of patient-generated data from wearables involve both
patientsand providers, researchers could use participatory action
approachesthat include these stakeholdersin intervention design
and implementation. When used as a communication tool, the
potential of wearablesto improve popul ation health may not be
fully realized without attention to these individual and relational
factors.
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Abstract

Background: Physical activity (PA) playsafundamental rolein combating the current obesity epidemic; however, most women
who are overweight or obese are generally physically inactive. Wearable activity tracker interventions can help increase the PA
levelsin this popul ation. Supplementing such interventionswith behavioral support emails may further improve their effectiveness,
but this remains to be confirmed.

Objective: This study aims to determine if adding behavioral support emails to a wearable activity tracker intervention can
further increase PA levels among women who are overweight or obese in comparison to a wearable activity tracker—only
intervention and a control condition.

Methods. Women with aBMI =25 kg/m? who were not meeting the Canadian PA guidelines for aerobic and strength training
were randomized into 1 of 3 groups. Group 1 received 6 weekly behavioral support emails, a wearable activity tracker, and a
copy of the Canadian PA guidelines. Group 2 received awearable activity tracker and a copy of the Canadian PA guidelines, and
group 3 (control condition) received a copy of the Canadian PA guidelines. Self-reported data for walking and moderate to
vigorous intensity PA were collected preintervention (week O; prerandomization), postintervention (7 weeks postrandomization),
and at follow-up (21 weeks postrandomization) and analyzed as metabolic equivalent of task minutes per week. In addition,
potential mechanisms of behavior change (ie, basic psychological needs satisfaction and motivational regulations) were assessed
for within- and between-group differences at al 3 time points. Data were analyzed using nonparametric statistical tests.

Results: A total of 49 women were recruited; data from 47 women (mean age 37.57 years, SD 11.78 years, mean BMI 31.69
kg/m?, SD 5.97 kg/m?) were available for analysis. Group 1 reported a significant increase in walking from preintervention to
postintervention (x22=7.5; P=.02) but not in moderate to vigorousintensity PA (P=.24). Group 1 al so reported significant increases
in perceptions of competence from preintervention to follow-up (x22:7.6; P=.02) and relatedness from preintervention to follow-up
()(22:8.7; P=.005). Increases in perceived autonomy were observed for group 2 ()(22:7.0) and group 3 (x22:10.6). Therewere no

significant changes in the motivational regulations within the groups. The difference between the groups was not significant for
any outcome variable.

Conclusions: The results suggest that adding behavioral support emails to a wearable activity tracker intervention may help to
increase time spent walking and perceptions of competence and relatedness for PA among women who are overweight or obese.
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Introduction

Background

According to the World Health Organization, obesity isamajor
risk factor for serious conditions, such as diabetes, certain
cancers, and heart diseases[1]. In North America, the prevalence
of peoplewho are overweight or obeseisapublic health concern
reported to affect approximately 64% and 28% of the population,
respectively [2]. Regular engagement in physical activity (PA)
helps with weight management and can reduce the risk of
developing certain health conditions associated with obesity
[3]. However, large community-based surveys show that only
16% of adults living in Canada meet the current PA guidelines
of 150 minutes of moderate to vigorous intensity aerobic PA
per week [4], with lower rates being observed among women
who are overweight or obese [5]. Therefore, there is a critical
need to promote PA among women living in Canada, especially
those who are overweight or obese, because it could help to
reduce their risk of developing several health conditions, lower
their risk of all-cause mortality, and offer them a better quality
of life[6].

Previous interventions aimed at increasing PA levels among
women who are overweight or obese have shown promising
results[7-11], with many of theseinterventions being delivered
face-to-face. Advancements in technology provide the
opportunity to build on existing knowledge and develop PA
behavior change interventions that are less time- and
resource-intensive and more accessible for those who face
barriers to attending face-to-face programming (eg, limited
transportation options, rural communities, or anxiety about
attending in person), which may allow more women to increase
their PA levels. Technologies including email and messaging
platforms alow specialists to deliver interventions and share
well-established behavior change techniques with participants
to promote PA, whereas activity tracking devices enable users
to self-monitor their PA behavior and make changesaccordingly.
Severd studies have shown that providing participants with a
wearable activity tracker to self-monitor their PA behavior is
associated with increasesin PA [12,13]. Cadmus-Bertram et &
[11] observed a 62-minute per week increase in moderate to
vigorous intensity PA immediately following a 4-week
intervention that provided women who were overweight or
obese with a wearable activity tracker and an instructional
session. Accordingly, several interventions for which efficacy
has been demonstrated to increase PA levels, now provide
participants with awearable activity tracker [12,13].

Although wearable activity tracker interventions may help to
increase PA levels initially, researchers have noted a decrease
in PA levels following initial exposure to the device [14-16]
and alack of evidence regarding the effectiveness of wearable
activity tracker use beyond the initial intervention phase [12].

https:.//mhealth.jmir.org/2021/12/e28128

Moreover, some studies have found that using a wearable
activity tracker may undermine autonomous motivation for PA
and associated processes [17-19]. Specifically, Kerner and
Goodyear [18] found that providing participantswith awearable
activity tracker can decrease basic psychological needs
satisfaction and autonomous motivation for PA. Mendoza et al
[19] found that providing participants with a wearable activity
tracker can increase introjected motivation—a controlled form
of motivation in which people behave to avoid feelings of guilt
or enhance feelings of pride [20]. This is critically important
because autonomous motivation is a significant and robust
predictor of PA behavior and is associated with PA adherence,
whereas controlled motivation isaneutral or negative predictor
of long-term PA engagement [21]. Teaching other effective
strategiesthat are based on rel evant literature may help augment
the short-term benefits of self-monitoring to increase PA by
developing autonomous motivation to ensure that the changes
are sustained over time [22,23]. Accordingly, it is possible that
participants combining a wearable activity tracker with a
theory-based behavioral intervention that targets core predictors
of PA (eg, psychological needs satisfaction, motivation) may
optimize increasesin PA levels[24,25].

Harnessing technology to provide self-directed materials
explaining effective behavior change techniquesthat align with
contemporary theories of health behaviours could helpto further
increase and sustain PA levels. Email is a common tool for
delivering self-directed material swithin interventions. Not only
is emailing free and familiar to most adult women, it also
provides the opportunity to access the materials when it is
suitable to them. Self-determination theory is a suitable theory
to guide the development of such emails because it provides a
powerful framework for explaining women's PA behavior
[10,26,27] and has previously been used to develop effective
interventions among women who are overweight or obese
[7-10]. Self-determination theory is a macrotheory of human
motivation, in which motivation exists along a continuum from
amotivation (ie, completelack of motivation) through controlled
motivation (ie, engagement in behavior for external reasons
including rewards, pride, or guilt) to autonomous motivation
(ie, engagement in behavior for its own sake) [20,27].More
autonomousforms of motivation are more positively associated
with PA behavior, with the most autonomous form (ie, intrinsic
motivation) being the most predictive of long-term PA
adherence[21,26]. The use of motivational and behavior change
techniques within interventions can be used to enhance
autonomous motivation [23] and elicit behavior changes [20]
by fostering perceptions of autonomy, competence, and
relatedness. Interventionists can deliver many of these
techniques to participants over email; for example, they can
provide participants with choices, encourage experimentation,
and teach strategies for goal setting, self-monitoring, and
addressing obstacles.
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In addition, much of the literature examining interventions to
promote PA has focused on increasing moderate to vigorous
intensity PA. Few studies have focused on increasing
low-intensity PA (eg, low-intensity walking) despite the growing
evidence suggesting that it may have significant health benefits
[28,29] and that it is often rated as more enjoyable and more
pleasant in low-active women who are obese [30,31]. Walking,
regardless of intensity, may also be easier tointegrateinto one’'s
everyday routinesthan other types of PA (eg, by replacing some
driving with walking; going on social walks with a friend,
spouse, or child; taking alunchtime walk; parking further away
from stores). Thus, interventions aimed at promoting walking
may help increase PA levels in low-active women who are
overweight or obese.

Drawing on self-determination theory [20,27] and previous
research [18,19,32], the aim of this randomized controlled trial
isto determine whether women who received amulticomponent
intervention would increase their PA levels more than women
who received fewer components. The multicomponent
intervention consisted of 6 weekly autonomy-supportive emails
designed to increase perceptions of competence, autonomy, and
relatedness as well as autonomous motivation for walking and
moderate to vigorous intensity PA; awearable activity tracker
to facilitate self-monitoring; and a paper copy and verbal
explanation of the Canadian PA guidelines to establish atarget
for behavior change (group 1) as compared with receiving a
wearable activity tracker to facilitate self-monitoring and a paper
copy and verbal explanation of the Canadian PA guidelines
(group 2) or apaper copy and verbal explanation of the Canadian
PA guidelines only (group 3).

Objective

The aim of this study is to assess changes in PA levels over
timewithin each group and to determineif there were significant
differences in changes in PA levels between the groups. A
secondary objective is to explore changes in PA-related basic
psychological needs satisfaction and motivational regulations
within and between groups to gain more insight into any
observed changesin PA.

Methods

Study Design

This study was a 3-arm parallel group randomized controlled
trial featuring a 6-week intervention designed to increase PA
levelsamong low-active women who were overweight or obese.
The study was conducted in Ontario, Canada. The primary
outcome of thetrial was PA, and the secondary outcomes were
PA-related basic psychological needs satisfaction and
motivational regulations. Datawere collected at preintervention
(prerandomization; week 0), postintervention (week 7), and at
follow-up (week 21) using a combination of self-report
guestionnaires and direct measurements. The reporting of this
study isin accordance with the CONSORT 2010 statement [33]
and the CONSORT guidelines for eHealth interventions [34].
Thistrial wasregistered at Clinical Trials.gov (NCT03601663)
on July 26, 2018, and was approved by the institutional review
board at the University of Ottawa (H-06-18-437). All
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participants provided informed consent digitally through a
web-based form.

Recruitment and Study Sample

A convenience sample of women was recruited between
September 2018 and March 2019 by advertising through social

or local classifieds), and postersin publicly accessible areas (ie,
community centers or physician’s offices). Advertisements
encouraged women to contact the research team for further
information and eligibility screening.

Women wereeligibleif they met thefollowing inclusion criteria
(1) identified as female; (2) aged 18-65 years; (3) BMI 225
kg/m?; (4) could read and write in English; (5) answered no to
the question: Do you have any health concerns that could
prevent you from safely engaging in PA?; (6) were not pregnant
or lactating; (7) reported engaging in <150 minutes of moderate
tovigorousintensity PA and strength or resistance training (eg,
free weights, weight machines, resistance bands, and exercises
using body weight) <2 times per week; (8) had accessto internet
and an active email account; (9) had not used awearable activity
tracking device in the past 12 months; and (10) lived <50 km
from the University of Ottawa.

Data Collection

Eligible participants were informed about all relevant aspects
of the study before enrolling and then the digital consent was
obtained. After providing consent, they were directed to a
web-based platform (ie, SurveyMonkey) to complete the
baseline questionnaires. The questionnaires were designed to
collect sociodemographic information, heath status,
self-reported PA, basic psychological needs satisfaction for PA,
and motivational regulations for PA. Once participants
completed the questionnaires, they were invited to meet with
the first author at the location of their preference, either their
home or the University of Ottawa, to measure their height,
weight, body mass, and body composition. After the
measurements were taken and recorded, the first author opened
an opague envel ope revealing the participants’ group allocation.
Subsequent questionnaires were completed on the web by
participants at postintervention (week 7) and at follow-up (week
21).

Randomization

The randomization sequence was generated by an independent
researcher using permuted blocks of 3 and 6 using aweb-based
randomi zation software program (Sealed Envelope Ltd, 2017).
It was not possible to blind participants or the researchers
because of the nature of the intervention and their role in
delivering the intervention, respectively.

Intervention Groups

Group 1

Participants randomized to group 1 received a paper copy and
brief verbal explanation of the Canadian PA guiddinesfor adults
aged 18-64 years. They also received a Polar A300 activity
monitor with acharging cable and accessto the Polar Flow web
and smartphone appsfor the duration of the 6-week intervention.
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All materialswere provided when they met with thefirst author
for the baseline assessment. They were instructed to wear the
device on their wrist daily during waking hours for the 6-week
intervention period, except when swimming or bathing,
beginning the day following the baseline assessment. The first
author provided instructions on how to navigate the device and
assisted participantsin syncing the device with their smartphone
and/or computer so that they could review their PA data in
greater detail.

In addition, during the 6-week intervention, participants received
standardized emailsfrom the first author on aweekly basis. The
emails featured established motivational and behavior change
techniques that align with self-determination theory and were
written in a noncontrolling language [23,35] to enhance
perceptions of autonomy (ie, perceived control over one's
actions), competence (ie, perceived mastery of tasksand skills),
and relatedness (ie, perceived belonging and connection to
others) and in turn enhance autonomous motivation for PA
[36,37]. Key techniquesincluded goal setting, action planning,
contingency planning, and self-monitoring. Other recurring
themes throughout the emails included learning from trial and
error, focusing on making small changes, choosing enjoyable
activities, and aligning plans with personal beliefs and values.
A detailed overview of the contents and techniquesincluded in
the emailsis provided in Multimedia Appendix 1.

Group 2

Participants randomized to group 2 received a paper copy and
brief verbal explanation of the Canadian PA guidelinesfor adults
aged 18-64 years and a Polar A300 activity monitor when they
met with the first author at week 0. Group 2 was a comparison
arm for testing if the combined intervention group 1 received
was more effective than providing people with a wearable
activity tracker alone, as few studies haveisolated the effect of
this component [38,39]. After completing the questionnaires at
follow-up, group 2 participants were provided with a copy of
the weekly emails to thank them for their participation in the
study.

Group 3

Participants randomized to group 3 received a paper copy and
brief verbal explanation of the Canadian PA guidelinesfor adults
aged 18-64 years when they met with the first author at week
0 but no further treatment as group 3 represented the control
condition. After completing the questionnaires at follow-up,
group 3 participants were provided with a copy of the weekly
emails to thank them for their participation in the study.

Sample Size Deter mination

A priori, the target sample size was estimated using G* Power
[40] to ensure sufficient power for the primary outcome of the
total metabolic equivalent of task (MET)-minutes per week of
PA. Using amixed repeated-measures analysis of variancewith
3 groups and 3 repeated measures, the target sample size was
36 participants, assuming an effect size of 0.25, a of .05, power
of 0.80, and a correlation coefficient of among repeated
measures of 0.50. These assumptions were made based on
findings from a metaanalysis of pedometer-based PA
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interventions [41] and other interventions with overlapping
features devel oped to promote PA in similar populations[11,42].

M easures

Sociodemographic and Health Characteristics

Sociodemographic and health information were collected from
participants before the intervention. Sociodemographic measures
included age, marital status, race, highest level of education
attained, number of children and their age, annua household
income, and employment status. Health measures included
self-reported history of chronic diseases, smoking history, and
self-rated health. Self-rated health was measured using thefirst
guestion of the 36-item Short Form Health Survey [43], which
asks, “In general, how would you say your health is?” and
provides 5 response categories:. (1) excellent, (2) very good, (3)
good, (4) fair, and (5) poor. Self-reported health was reassessed
postintervention.

Anthropometrics

The height (m), body mass (kg), body composition, and waist
circumference (cm) of the participants were measured
preintervention and postintervention without shoes and with
light clothes. Body mass and composition were measured using
a hospital-grade body weight scale (TBF 300A, Tanita
Corporation of America Inc). Height was measured using a
portablewall-mounted height rod (HR-200, Tanita Corporation
of America Inc). Waist circumference was measured over
participants’ clothing with a measuring tape midway between
the 10th rib and the top of the iliac crest. Before the
measurements, participants were asked to refrain from the
following: (1) drinking alcohol or engaging in moderate to
vigorousintensity PA for 12 hours before meeting with the first
author, (2) eating or drinking for 3 hours before the meeting,
and (3) eating excessively or restrictively within 24 hours of the
meeting [44].

PA Behavior

PA behavior (primary outcome) was assessed at all 3timepoints
using the International Physical Activity Questionnaire (IPAQ)
Short Form. Participants were asked to report the number of
daysand average duration over the past week that they engaged
in sedentary behaviors, walking, and moderate to vigorous
intensity PA. The number of dayswas multiplied by the average
duration to estimate the number of minutes per week for each
category. Scoresfor vigorous, moderate, and walking activities
were multiplied by 8.0, 4.0, and 3.3, respectively, to calculate
the total number of MET minutes per week, which reflects the
amount of energy expended in each category throughout the
week. The scores for moderate and vigorousintensity PA were
then summed to calculate moderate to vigorous intensity PA.
Both moderate to vigorous intensity PA and waking MET
minutes per week were analyzed as outcome variables. Scores
on the IPAQ Short Form have demonstrated good reliability
and validity for use in adult populations [45].

PA-Related Basic Psychological Needs Satisfaction

Basic psychological needs satisfaction in relation to PA
(secondary outcome) was measured at all 3 time points using
the Psychological Need Satisfaction in Exercise (PNSE) scale
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[46]. The PNSE scale consists of 18 statements that were used
to calculate 3 subscale scores, which measure perceived
autonomy, competence, and relatedness for exercise. All items
were rated using a 6-point Likert scale ranging from (1) false
to (6) true, wherein lower scores represent less needs
satisfaction. For this study, the scale was modified by replacing
the word exercise with physical activity. Internal reliability
coefficients for each subscale of the PNSE in this study are
presented in Multimedia Appendix 2.

Motivational Regulations for PA

Motivationa regulations for PA (secondary outcome) were
assessed at all 3 time points using the Behavioral Regulationin
Exercise Questionnaire, version 3 (BREQ-3) [47,48]. The
BREQ-3 includes 24 items divided into 6 subscales assessing
all 6 motivational regulations; each motivational regulation was
assessed as a separate outcomein this study given the limitations
associated with using a combined score [49]. Participants were
asked to respond to each item using a 5-point Likert scale
ranging from (0) not truefor meto (4) very truefor me, wherein
lower scores represent less of that motivational regulation. For
this study, the scale was modified by replacing the word exercise
with physical activity. The internal reliability coefficients of
the BREQ-3 in this study are presented in Multimedia A ppendix
2.

Statistical Analysis

Data were analyzed using SPSS Statistics (version 26; IBM
Corporation) following intent-to-treat principlesin which data
from all participants who were randomized were analyzed.
Initially, al data were screened for missingness, outliers, and
normality. Item-level missing datawereimputed by calculating
the mean score of the subscale to which the missing item
belonged; person-level missing data (ie, data missing because
of participant attrition) was imputed by replacing the missing
subscal e scores with the last observation. Descriptive statistics
were calculated for al variables. Pairwise correlations were
estimated between moderate to vigorousintensity PA, walking,
BMI, age, education, and depressive symptoms at baseline to
identify any potential covariates. No correlations were
statistically significant, and thus were not included in the
analyses.

The Shapiro-Wilk test was used to check for normality, as
recommended for sample sizes <50. As the data were found to
be nonnormally distributed, the Friedman test (ie, the
nonparametric equivalent to the 2-way analysis of variance)
was used to test for significant differences in median values
between time pointswithin groups. Pairwise comparisonswere
performed using the Wilcoxon signed-rank test with a
Bonferroni correction for multiple comparisons to locate
differences. The Kruskal-Wallis H test was used to assess for
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differences in change scores between groups. For these tests,
change scores were calculated between the time points by
subtracting the later values (eg, postintervention) from the
former values (eg, preintervention). Statistically significant
differences between the groups were further analyzed with post
hoc analyses, namely pairwise comparisons using the Dunn
procedure with a Bonferroni correction for multiple
comparisons. Bonferroni adjusted P values <.05 were considered
statistically significant.

Results

Participants

Intotal, 88 women contacted the first author to expressinterest
inthisstudy. A total of 63 patientswere screened for eligibility,
of which 49 (78%) provided consent. Of these 49 women, 2
(4%) dropped out after completing the web-based questionnaires
but before meeting with the first author in person for
anthropometric measurements because of unforeseen time
congtraints (n=1) and unwillingnessto comply with the wearable
activity tracker protocol (n=1). The remaining 96% (47/49) of
participants were randomized and included in the analyses.
Among the participants, 9% (4/47) did not complete the
postintervention questionnaires for unspecified reasons (2/4,
50%) or were lost to follow-up (2/4, 40%); an additional 11%
(5/47) were lost to follow-up (ie, at the follow-up assessment).
A CONSORT flow diagram showing the flow of participants
through thetrial is shown in Figure 1.

The characteristics of the analytical sample preintervention are
presented in Table 1. There were no statistically significant
differences found between the groups for the main study
variables (ie, PA, basic psychological needs satisfaction, and
motivational regulations), age, BMI, or waist circumference.
For the 47 participants randomized, the average age was 37.57
years (SD 11.78 years), average BMI was 31.69 kg/m? (SD 5.97
kg/m?; with 26/47, 55% classified as obese; BMI =30 kg/m?),
and average waist circumference was 98.54 cm (SD 15.13 cm).
Participants reported a history of chronic diseases, including
stroke (1/47, 2%), diabetes (3/47, 6%), high blood pressure
(7/47, 15%), high cholesterol (5/47, 11%), arthritis (7/47, 15%),
asthma (7/47, 15%), and moderate to severe depression (13/47,
28%). The medians and IQRs for all outcome variables are
shown in Table 2. Mean MET minutes per week by group for
moderate to vigorous intensity PA and walking are presented
in Figures 2 and 3, respectively. The effect sizes and 95% ClI
for the post hoc analyses are presented in Multimedia A ppendix
3. Bivariate correlations between change in primary (ie,
moderate to vigorous intensity PA and walking) and secondary
outcomes (ie, basic psychological needs and motivational
regulations) are presented in Multimedia Appendix 4.
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Figure 1. CONSORT (Consolidated Standards of Reporting Trials) flow diagram.
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Table 1. Baseline characteristics of participants randomized (N=47).
Variable Group 1 (n=15) Group 2 (n=16) Group 3 (n=16) Value, range
Age (years; n=47), mean (SD) 32.6(7.8) 39.2 (11.6) 40.6 (14.0) 18-63
BMI (kg/mZ n=47), mean (SD) 31.3(5.8) 329(5.7) 30.8(6.5) 23.6-45.7
Body composition (% fat; n=46), mean (SD) 41.1 (5.8) 425 (6.0) 40.1 (7.1) 24.2-55
Waist circumference (cm; n=47), mean (SD) 97.4 (13.1) 102.8 (16.2) 95.3 (15.7) 71-141
Self-rated health (n=47), n (%) N/A2
Poor 1(7) 1(6) 1(6)
Fair 5(33) 4(25) 5(31)
Good 9 (60) 8 (50) 8 (50)
Very good 0(0) 3(19) 2(13)
Excellent 0(0) 0(0) 0(0)
Smoking status (n=47), n (%) N/A
Never smoked 13 (87) 6(38) 14 (88)
Previously smoked 1(7) 5(31) 1(6)
Currently smokes 1(7) 531 1(6)
Education (n=47), n (%) N/A
High school 0(0) 1(6) 1(6)
Some college or university 1(7) 4(25) 4(25)
College or university 13(87) 7 (44) 10 (63)
Graduate degree 1(7) 4(25) 1(6)
Employment status (n=46), n (%)
Unemployed 2(13) 3(19) 4(25)
Student 3(20) 1(6) 2(13)
Part-time worker 3(20) 1(6) 3(19)
Full-time worker 7 (47) 10 (63) 7 (44)
Annual household income (CAD $; US $), n (%) N/A
<49,999 (34,999) 6 (40) 6(38) 4(25)
50,000-99,999 (35,000-69,999) 3(20) 5(31) 2(12)
>100,000 (70,000) 4(27) 5(31) 4(25)
Race (n=47), n (%) N/A
White 11 (73) 14 (88) 14 (88)
Other 4(27) 2(13) 2(13)

3N/A indicates the value is not applicable, as the data are presented as number and frequency.
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Table 2. Median and IQR for al outcome variables.

Variables Group 1 Group 2 Group 3
Preinter- Postin-  Follow-up, P Preinterven-  Postinter- Follow- P Preinter- Postinter- Follow- P
vention, terven- median va- tion,median  vention, up, medi- va- vention, vention, up, medi- val-
median  tion, (IQR) ue (IQR) median an(IQR) ue median  median an(IQR) ue
(IQR)  median (IQR) (IQR)  (IQR)
(IQR)
Physical activity?
Mvpadb  40.00 0.00 360.00 .24 300.00 280.00 820.00 .24 60.00 250.00 600.00 34
(720.00) (832.00) (800.00) (480.00) (1240.00) (2040.00) (440.00) (920.00) (1890.00)
Walking 676.50 1386.00 1386.00 02¢ 19800(903.38) 594.00 693.00 162 429.00 643.00 643.5.00 .49
(792.00) (179800) (2178.00) (2557.50) (1311.75) (164175 (2165.63) (928.13)
Basic psychological needs satisfaction
Autonomy  5.50 5.17 5.67(2.00) .27 4.83(1.83) 5.33 5.00 03¢ 483 5.83 5.67 005°
(1.83)  (1.00) (1.46) (2.08) 171 (113 (1.83)
Compe- 3.67 4.00 4.00(117) o 3.67(171) 3.75 4.00 34 375 3.67 3.42 .55
tence (2.83) (0.83) (1.58) (3.08) (1.25) (313 (2.33)
Related- 3.00 3.83 3.89(267) (1 3.29(235) 3.75 3.33 50 367 2.83 3.83 .92
ness (250)  (2.50) (2.58) (2.21) (1.25) (383 (3.00)
Motivational regulations
Amotiva=  0.00 0.00 0.00(0.75) .67  0.00(0.50) 0.00 0.12 .70 0.38 0.38 0.12 .80
tion (2.00) (0.75) (0.44) (0.94) 094 (119 (0.90)
External 1.00 0.50 0.25(1.50) .20 0.75(1.25) 0.50 0.62 .87 1.00 1.00 0.75 77
(200) (2.25) (1.25) (1.19) (0.90) (119 (2.00)
Introjected  2.50 2.00 2.00(1.00) .12  2.62(1.00) 2.50 225 42 212 2.00 1.88 .56
(0.75)  (1.75) (0.88) (0.94) (2.38) (2.56) (3.19
Identified  2.50 2.75 250(1.50) .59  2.62(1.00) 2.62 225 .09 225 225 212 .86
(1.00) (1.25) (1.13) (1.38) (1.38)  (1.50) (2.00)
Integrated  2.00 2.00 2.00(1.25) .63 1.50(1.31) 2.00 175 g7 175 1.88 1.88 .92
(0.75)  (1.50) (1.69) (1.44) (1.88)  (2.06) (1.81)
Intrinsic 2.25 2.75 275(1.50) .28 2.25(1.44) 2.62 2.50 32 212 212 225 .56
(2.00) (1.50) (1.44) (1.38) (1.69) (2.25) (1.69)

8Current physical activity guidelines recommend at least 150 minutes of moderate intensity aerobic PA or at least 75 minutes of vigorous intensity
aerobic PA, which is equivalent to at least 450 metabolic equivalent of task (MET) minutes per week to meet PA. PA has been shown to have a
dose-response relationship with subsequent health-benefits, therefore higher MET minute scores are considered better.

bModerate to vigorousintensity physical activity.
CIndicates a significant within-group difference (P<.05).
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Figure2. Mean metabolic equivalent of task minutes of moderate to vigorousintensity physical activity per week by group. MET: metabolic equivalent

of task; MVPA: moderate to vigorous intensity physical activity.
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Figure 3. Mean metabolic equivalent of task minutes of walking per week by group. MET: metabolic equivalent of task.

1600

1400

1200
-l
[
o
=
5 1000
[="
o
g
.J_d .
= m Baseline
2800 : ;
s ® Postintervention
8 Follow-up
E
B 600
&
=

400

200

0
Group | Group 2 Group 3
https://mhealth,jmir.org/2021/12/e28128 JIMIR Mhealth Uhealth 2021 | vol. 9 | iss. 12 [628128 | p.285

(page number not for citation purposes)
XSL-FO

RenderX


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

JMIR MHEALTH AND UHEALTH

PA Behavior

There was a significant increase in MET minutes per week of
walking within group 1 (x%,=7.5; P=.02) but not in group 2
(P=.16) or group 3 (P=.49). Pairwise comparisons using the
Wilcoxon signed-rank test revealed that walking increased for
group 1 from preintervention to postintervention (t;=—0.87;
r=0.16; P=.05) although not statistically significant with the
Bonferroni correction, and there were no significant changesin
walking from preintervention to follow-up (P=.25) or from
postintervention to follow-up (P=.99). In addition, there were
no significant changes in moderate to vigorous intensity PA
within group 1 (P=.24), group 2 (P=.24), or group 3 (P=.34).
Therewere no significant differencesin change scores between
the groups for either outcome from preintervention to
postintervention (walking, P=.26; moderateto vigorousintensity
PA, P=.40), preintervention to follow-up (walking, P=.43;
moderate to vigorous intensity PA, P=.40), or postintervention
to follow-up (walking, P=.98; moderate to vigorous intensity
PA, P=.97).

PA-Related Basic Psychological Need Satisfaction

A significant change in perceived autonomy was observed
within group 2 (x%=7.0; P=.03) and group 3 (x%=10.6; P=.005).
Pairwise comparisons indicated that perceived autonomy
decreased from postintervention to follow-up in group 2
(t,=0.78; r=-0.39; P=.08) but not from preintervention to
postintervention (P=.65) or from preintervention to follow-up
(P=.99). In addition, perceived autonomy increased significantly
from preintervention to postintervention in group 3 (t;=—1.00;
r=0.50; P=.02) but not from preintervention to follow-up
(P=.28) or from postintervention to follow-up (P=.75).

There was also a significant difference in change between the
groups from preintervention to postintervention (H,=5.99;
P=.05) and from postintervention to follow-up (H,=6.70; P=.04)
but not from preintervention to follow-up (P=.09). Pairwise
comparisons with adjusted P values showed that group 3 had a
greater increasein perceived autonomy from preintervention to
postintervention than group 1 (P=.04), but there were no
significant differences between groups 1 and 2 (P=.67) or groups
2 and 3 (P=.63). In addition, from postintervention to follow-up,
there was a smaller decrease in perceived autonomy in group 1
compared with group 2 (P=.03) but no significant differences
between group 1 and group 3 (P=.56) or group 2 and group 3
(P=.59).

A significant change in perceived competence was observed
within group 1 (x%=7.6; P=.02). Pairwise comparisonsrevealed
a dignificant increase from preintervention to follow-up
(T=-0.90; r=.45; P=.04) but not from preintervention to
postintervention (P=.30) or from postintervention to follow-up
(P=.99). No significant changes in perceived competence were
observed in group 2 (P=.34) or group 3 (P=.55), and there were
no significant differences between the groups for change in
perceived competence from preintervention to postintervention
(P=.76), preintervention to follow-up (P=.10), or
postintervention to follow-up (P=.34).
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A significant change in perceived relatedness was observed in
group 1 ()(22:8.7; P=.01). Pairwise comparisons revealed a
significant increase from preintervention to follow-up (T=—0.93;
r=0.47; P=.03) but not from preintervention to postintervention
(P=.20) or from postintervention to follow-up (P=.99). No
significant changes in perceived relatedness were found within
group 2 (P=.50) or group 3 (P=.92), and there were no
significant differences between the groups for change in
perceived relatedness preintervention to postintervention
(P=.28), preintervention to follow-up (P=.07), or
postintervention to follow-up (P=.15).

Motivational Regulations for PA

There were no significant changes in amotivation, external,
introjected, identified, integrated, or intrinsic motivational
regulations for PA within groups across time points (Table 2).
There were no significant differences between the groups for
changes in any of the motivational regulations for PA.
Specificaly, there was no significant difference between groups
for amotivation (preintervention to postintervention, P=.72;
preintervention to follow-up, P=.75; or postintervention to
follow-up, P=.67); external (preintervention to postintervention,
P=.73; preintervention to follow-up, P=.42; or postintervention
to follow-up, P=.67); introjected (preintervention to
postintervention, P=.60; preintervention to follow-up, P=.48;
or postintervention to follow-up, P=.82); identified
(preintervention to postintervention, P=.80; preintervention to
follow-up, P=.21; or postintervention to follow-up, P=.30);
integrated (preintervention to postintervention, P=.95;
preintervention to follow-up, P=.74; or postintervention to
follow-up, P=.99); or introjected regulations (preintervention
to postintervention, P=.60; preintervention to follow-up, P=.35;
or postintervention to follow-up, P=.22).

Discussion

Principal Findings

Low PA among women who are overweight and obeseisacause
for concern, considering the numerous health benefits associated
with regular engagement in PA [6]. The principal finding of
this study indicates that adding email behavioral support to a
wearable activity tracker intervention yielded an increase in
walking of 709.50 MET minutes per week over the course of
the 6-week intervention, though such increases were not
statistically significantly more than providing women with a
wearable activity tracker without emails (Mgange=600.19 MET
minutes) or only providing them with a copy of PA guidelines
(Mchange=109.31 MET minutes). Furthermore, no significant
changes in moderate to vigorous intensity PA were observed
in any of the groups. The findings also show that increasesin
autonomy preintervention to postintervention were greater for
group 2 and 3 participants than for group 1 participants, that
perceptions of autonomy decreased toward preintervention
values from postintervention to follow-up for group 2, and that
perceptions of competence and relatedness increased from
preintervention to follow-up for group 1, although increases
were not significantly greater than for groups 2 or 3.
Collectively, the findings from this study suggest that the
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autonomy-supportive email intervention received by group 1
could help to promote walking among women who are
overweight or obese, but further research is necessary to confirm
the current results and perhaps optimize the intervention.

Resultsin the Context of Other Literature

Previous studies suggest that, in general, behavior change
interventions (including those delivered by email) may be
effectivein increasing walking among people who are sedentary
[50]. The increase in weekly walking observed from
preintervention to postintervention for group 1 participants,
though not statistically significantly different from the increases
observed in groups 2 and 3, supports this assertion. Walking
was incorporated into the examples provided in the emails to
the participants given evidence suggesting engaging in
low-intensity PA (including low-intensity walking) in lieu of
sedentary activity may confer meaningful health benefits [29],
and may be more accessible and enjoyable for women who are
sedentary and overweight or obese. For example, thefollowing
excerpt was included in week 2 email:

Walking is an excellent and accessible way to be
physically active and improve your health. Running
isahigher intensity activity that isalso a good choice.
The important thing is that you are moving, doing
something you enjoy, and that your physical activity
choicesfit with your lifestyle. Walking is a great way
to do this.

In addition, the increase in weekly walking observed in group
1 and group 2 may be explained by the provision of awearable
activity tracker. Consistent with previous studies [12,13],
providing participants in both groups with a tracker may have
fostered self-monitoring, encouraging participantsto walk more
each week. Finally, providing participantsin all 3 groups with
a copy and verbal explanation of the PA guidelines may have
contributed to the observed increases. Despite no additional
counseling component (for groups 2 and 3), it is possible that
receiving the PA guidelines prompted participantsto reflect on
their current PA behavior and make changes accordingly, and
since walking can be easily incorporated into many activities
of daily living, it may have been an option for them as they
worked toward meeting PA guidelines.

In contrast to research showing that autonomy-supportive
interventions and wearable activity tracker interventions can
increase moderate to vigorous intensity PA levels[7-10,13], no
significant changes in moderate to vigorous intensity PA were
observed in this study, regardless of group allocation. Across
groups, participants' ability to increase their moderate to
vigorous intensity PA levels, which can be more difficult to
incorporate into activities of daily living than walking, may
have been hindered by commonly reported barriers (eg,
inflexible work schedules, long working hours, household
responsibilities and chores, weather conditions, and other
commitments) [51,52]. Furthermore, although emails attempted
to help group 1 participants overcome such barriers, there
remains a need for further improvement. Possibly, 1-way
message delivery from the first author to the participants may
beinsufficient. If so, incorporating 2-way interactive counseling
by adding a counseling component that could be delivered over
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the phone or viavideoconferencing to hel p participantsidentify
and overcome barriers may help to achieve the desired increases
in moderate to vigorous intensity PA levels. Another possible
explanation for the nonsignificant finding across groups is
related to the measure used to assess PA behavior. The IPAQ
Short Form is a self-report measure, and people tend to
overestimate their PA behavior [53]. In addition, when
completing the IPAQ Short Form, participants were asked to
provide the amount of time spent per week in vigorousintensity
PA, moderate intensity PA, and walking. To ensure consistency
of interpretation, explanations of the types of activitiesincluded
in each category were provided within the questionnaire.
However, walking may incur a higher energy expenditure for
women who are overweight or obese than for those who are
normal weight [54]; therefore, increasesin moderateto vigorous
intensity walking may have consequently been captured in the
walking variables rather than in the moderate to vigorous
intensity PA variable. In the future, it may be beneficial to add
objective measures of PA (eg, accelerometers) to assess PA
intensity (ie, light, moderate, or vigorous) and energy
expenditure alongside self-report to capture PA context (ie,
work, leisure, transportation, exercise, or walking) to delineate
the effects of interventions on different PA outcomes.

A significant increase in perceptions of competence and
relatedness for PA was observed in group 1, though not
significantly more than in groups 2 and 3, and this may be
related to the increases observed in walking. Although PA
enjoyment was not assessed in this study, other studies have
shown that low-intensity PA such aslow-intensity walking can
be enjoyable for women who are overweight or obese [30,31],
and it can be performed by most women. As such, participants
who engaged in walking may have had higher perceptions of
competence to engage in PA because they enjoyed it and did
not find it hard to do as a result. It is aso possible that
participants who increased their walking did so in the company
of others (eg, friends, spouse, or coworkers) providing
opportunities for them to connect and bond with others, and
thus increase their perceptions of relatedness. Indeed, some of
the content within the emails may have prompted them to do
so, as exemplified by the recurring suggestion of going for a
walk with a friend or family member. Future research should
consider how PA context (eg, type of activity, presence of PA
companions, or location) isrelated to basic psychol ogical needs
satisfaction, motivational regulations, and PA behavior among
women who are overweight or obese.

Moreover, perceived autonomy increased from preintervention
to postintervention in groups 2 and 3, and the observed increases
were greater than those observed in group 1. Despite no
additional behavioral support for groups 2 and 3, simply
participating in the study and receiving a copy and verbal
explanation of the PA guidelines may have prompted
participantsto reflect on their PA behavior and consider options
for making changes on their own. In addition, consistent with
previous studies [12,13], providing group 2 with a wearable
activity tracker may have enabled self-monitoring, empowering
them to increase their PA levels independently, however they
wished to. For group 1, despite recruitment materials providing
adescription of the intervention, it is possible that participants
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ingroup 1 anticipated receiving more support from the facilitator
than was provided. Although the emails featured various
established motivational and behavior change techniques
[23,55], the absence of reciprocal interaction with a facilitator
may have limited the amount of autonomy support that could
be derived from the emails. Techniques such as encouraging
participants to ask questions, using demonstrations, using
empathetic listening, providing opportunities for ongoing
support, and offering clear, constructive, and relevant feedback
were absent from this intervention because of its asynchronous
nature. These techniques may provide participants with the
support they need to feel confident about their own choices,
which in turn could help to increase their perceptions of
autonomy. An improvement to the current intervention may be
amix of emailsand synchronous sessions through aweb-based
platform with a specialist who is present in real time and can
emphasize certain autonomy-supportive techniques in a
personally relevant manner [56,57]. Because of the positive
association observed between perceptions of autonomy and PA
in previous studies [21], it is critical to determine if such
revisions can lead to gainsin perceived autonomy.

Finally, unlike Silva et a [9], who found significantly higher
introjected, identified, and intrinsic regulations in the
intervention group following a 12-month behavior change
intervention for PA, no changes were observed in this study for
motivational regulations for PA. Levels of amotivation and
external regulation were relatively low preintervention, which
is consistent with the possibility that the convenience sample
of women recruited to this study was, in general, motivated to
make changesin their PA behavior. Although participants’ stage
of change related to PA was not assessed in this study, it is
possible that most were, a minimum, in the contemplation (ie,
thinking about change, not yet engaging in change) or
preparation stage of change (ie, intending to change in the next
6 months) at the start of the study, given the study eligibility
criteria. In this sense, those in the precontemplation stage (ie,
unwilling to change or not aware of a problem), which shares
features of amotivation, may not have signed up for this study
that was focused on promoting PA. Regardless, low levels of,
and limited variance in, amotivation and external regulation
preintervention likely made it impossible to observe
hypothesized decreases in these variables within the current
sample. Although the lack of increase in the remaining
motivational regulations is unexpected, the maintenance of
preintervention moderate levels, particularly among identified
regulation and intrinsic motivation, is very important because
endorsement of these motivational regulations is associated
with higher PA adherence [21]. It is recommended to use
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qualitative research in future trial sto identify reasons associated
with the lack of change in motivational regulations and seek
out strategies to improve autonomous regul ations.

Limitations

The limitations of this study include the sample size for
examining secondary outcomes, possible selection bias toward
women who volunteered to participate in this study who may
have been more motivated to increase their PA than the general
population, and the use of physical activity in the stems of the
guestionnaires used to assess hasic psychological needs
satisfaction and motivational regulations (rather than physical
activity and walking). The use of self-report to assess PA,
although necessary for reasons of feasibility and to avoid the
risk of a Hawthorne effect, is also alimitation. Finally, data on
whether participants read the emails, and if so, how many times
and for how long, were not collected; these use data may have
provided valuable information regarding fidelity to guide
improvements to the intervention. Relatedly, participants
allocated to groups 1 and 2 were asked to self-report how often
they wore the wearable activity tracker and how often they
looked at their PA data (on their wrist and through the web
application); however, the accuracy of these self-report data
could not be verified. Thus, although seemingly high as of the
31 participants who received a wearable activity tracker, 79%
(n=23) reported wearing their tracker >4 days per week for >12
hours per day, underuse may have led to an underestimation of
the effects.

Conclusions

This study represents an important step toward developing
interventions that promote PA among women who are
overweight and obese. It sought to eval uate the additional benefit
of adding email counseling to a wearable activity tracker
intervention (with the provision of PA guidelines). Thefindings
suggest that, among the 3 interventionstested, providing women
with behavior support weekly emails in addition to awearable
activity tracker and PA guidelinesmay helpto increase walking
behavior over a 6-week period. However, this study has also
revealed possible areas for improvement as there were no
significant increases in moderate to vigorous intensity PA
observed and providing participants with weekly behavior
support emails did not foster basic psychological needs
satisfaction and motivational regulations for PA over time.
These issues need to be addressed in future trias, possibly by
adding synchronous sessionswith a PA specialist to the weekly
behavior support emails and the wearable activity tracker
intervention.
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