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Abstract

Background: Mental health apps have shown promise in improving mental health symptoms, including depressive symptoms.
However, limited research has been aimed at understanding how specific app features and designs can optimize the therapeutic
benefits and adherence to such mental health apps.

Objective: The primary purpose of this study isto investigate the effect of avatar customization on depressive symptoms and
adherence to use anovel cognitive behavioral therapy (CBT)—based mental health app. The secondary aim isto examine whether
specific app features, including journaling, mood tracking, and reminders, affect the usability of the mental health app.

Methods: College students were recruited from a university study recruitment pool website and via flyer advertisements
throughout campus. A total of 94 participants completed a randomized controlled trial in which they were randomized to either
customization or no customization version of the app. Customization involved personalizing avirtual avatar and atravel vehicle
to one'sown preferences and use of one’'s name throughout the app. Participants completed a 14-day trial using anovel CBT-based
mental health app called AirHeart. Self-report scores for depressive symptoms, anxiety, and stress were measured at baseline and
after the intervention. Postintervention survey measures also included usability and avatar identification questionnaires.

Results: Of the 94 enrolled participants, 83 (88%) completed the intervention and postintervention assessments. AirHeart app
use significantly reduced symptoms of depression (P=.006) from baseline to the end of the 2-week intervention period for all
participants, regardless of the customization condition. However, no differences in depressive symptoms (P=.17) or adherence
(P=.80) were observed between the customization (39/83, 47%) and no customization (44/83, 53%) conditions. The frequency
of journaling, usefulness of mood tracking, and hel pfulness of reminderswere not associated with changesin depressive symptoms
or adherence (P>.05). Exploratory analyses showed that there were 3 moderate positive correl ations between avatar identification
and depressive symptoms (identification: r=—0.312, P=.02; connection: r=—0.305, P=.02; and lack of relatability: r=0.338, P=.01).
Conclusions: These results indicate that CBT mental health apps, such as AirHeart, have the potential to reduce depressive
symptoms over ashort intervention period. The randomized controlled trial results demonstrated that customization of app features,
such as avatars, does not further reduce depressive symptoms over and above the CBT modules and standard app features,
including journal, reminders, and mood tracking. However, further research elucidating the relationship between virtual avatar
identification and mental health systemsis needed as society becomesincreasingly more digitized. These findings have potential
implications for improving the optimization of mental health app designs.

Trial Registration: Open Science Framework t28gm; https://osf.io/t28gm

(IMIR Ment Health 2022;9(8):€39516) doi:10.2196/39516
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Introduction

Background

Ranked as the 6th most expensive health condition, depression
costs the United States approximately 326.2 billion dollars in
treatment and workplace costsin 2018 [1]. Depressionishighly
prevalent across all age groups, genders, and racial groups,
causing anhedonia, irritability, extreme sadness, and other
emotional and physical symptoms [2]. This rise in spending
paralels the rate of diagnosis of major depressive disorder,
which has increased 7-fold over the past 5 years [3]. Certain
therapeutic techniques, including cognitive behavioral therapy
(CBT), have been implemented to alleviate depressive
symptoms.

CBT can be efficacious in reducing depressive symptoms and
improving the quality of life in both clinica [4-6] and
nonclinical populations [7] of multiple age groups [8,9]. In
addition to depression, CBT has been successful in treating
symptoms of anxiety and stress[10-15]. Depressionisacomplex
mental health condition that is often comorbid with anxiety and
exacerbated by stress[16-18]. Therefore, reducing the symptoms
of depression may further aid in aleviating the negative
manifestations present in other comorbid or associative
disorders.

CBT has been shown to be effective in reducing symptoms of
depression not only in in-person therapy environments but also
in mobile apps [19,20]. The combination of CBT and mobile
technology has burgeoned in thelast 10 years, with an estimated
10,000 to 20,000 mental health apps currently existing in the
Apple App Store and Google Play Store [21]. Despite its
prevalence, there is a dearth of research investigating the
interaction between mobile CBT and technological features,
such as mobile journaling, reminders, mood tracking, and
customization, on mental health symptom reduction. Certain
features may complement, augment, or detract from CBT
delivery and its effectiveness in symptom reduction. Thus, this
study sought to experimentally address this gap in knowledge
by investigating how specific app features, including the use of
customized avatars, would affect depressive symptoms and
adherence.

Computerized CBT (cCBT) is a web-based form of CBT that
is accessed through a computer, smartphone, or tablet [22].
Many cCBT mental health apps, such as Space from Depression
and MoodGY M, use atime line similar to brief CBT, whichis
typicaly 4 to 8 sessions or modules [23-25]. Thistype of CBT
has shown effectiveness in reducing depressive symptoms in
both clinical [26,27] and subclinical [28,29] depressive
populations of varying ages, athough the results from 2
meta-analyses suggest that cCBT mental health apps may be
more effective for subclinical than for clinical levels of
depression [30,31]. One caveat of thistype of therapy isitslow
adherence rate [32,33]. A proposed explanation for the low
adherence ratesincludesindividuals not progressing as quickly
as expected, leading to the conclusion that treatment is not
effective [34]. In addition, participants also reported quitting if
they had negative expectations about their treatment outcomes.
Individuals who do not believe that their treatment will be
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effective often perceiveit asinconvenient and quit trying another
therapy technique or spending their time el sawhere[35]. Overall,
adherence remains a problem in a variety of cCBT programs,
but various elements and tools can be used to encourage
adherence.

Researchers from different disciplines have presented multiple
suggestions to counteract the low adherence rates. One notable
suggestion is gamification, which can be defined as the
implementation of game elements, such as challenges, rewards,
badges, or levels, into a system [36,37]. Gamification has
emerged as one of the most widely used solutionsfor increasing
adherence [38,39]. Although it may not provide any additional
benefits in reducing depressive symptoms when coupled with
therapeutic techniques such as cCBT [40], it has been shown
to increase adherence in therapy trials for a variety of mental
health disorders, such as depression and anxiety [41,42]. Some
specific technological elements, including journaling, mood
tracking, and reminders, have been shown to effectively increase
engagement and aid in the reduction of depressive symptoms
in observational studies [43-46]. However, few studies have
experimentally investigated the effect of these elements on
adherence and mental health symptoms within mental health

apps.

One technological feature that has been largely overlooked in
mental health app research is customization. In the technology
domain, customization is the process of changing a product or
interface to make it more personalized to an individual’s
preferences or needs. Customization permeates through mobile
technology, such as the Apple iPhone, which alows the user to
create custom alarms, reminders, or ringtones. More specificaly,
customization within mobile apps can include the creation of a
self-representative avatar. An avatar is a virtual representation
of agenuine user, wherethe user can ater variousfeatures, such
as hairstyle, clothes, skin color, and facial features. Users may
have astrong preferencefor programsthat include customizable
avatars. For example, aqualitative study conducted focus groups
and interviewswith adol escents exhibiting depressive symptoms
toinvestigate the usability of acCBT fantasy game with avatars
(SPARX) [47]. This study found that participants enjoyed the
option of personalizing their characters, because they could
easily relate to the personalized characters [47]. On the basis
of prior research, this study used avatar customization to
increase app adherence and identification with the avatar.

Tothebest of our knowledge, only one study has experimentally
examined the connection between customization and mobile
mental health interventions [48]. Participants were randomized
to a condition in which they either created their avatar or were
assigned a random avatar that they could not personalize.
Baseline anxiety levels were assessed, and participants
completed either an attention bias modification training or ano
training control activity. Ultimately, the study found that the
participants’ ability to customize their avatar increased their
resilienceto the induction of negative moods, their identification
with the avatar, their engagement, and the efficacy of therapeutic
training [48]. This study was among the first to directly
investigate the rel ationship between customization and anxiety,
as well as how avatar customization affects identification,
engagement, and efficacy. However, it is unclear whether
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customizable avatars can affect depressive symptoms.
Consequently, this study sought to fill thisgap in prior research
by investigating the efficacy of avatar customization within a
CBT mental health app for depressive symptoms.

This Study and Hypotheses

Overview

Overall, prior research suggests that customization has the
potential to influence mental health symptoms, such as anxiety,
and increase adherence within a mental health app. When
combined with CBT, customization can increase adherence by
augmenting self-representation and escapism. The addition of
reminders and mood tracking may further increase adherence
by promoting app engagement and use of therapeutic tools. The
primary aim (aim 1) of this study was to examine the effect of
customization on depressive symptoms and adherence to a
mental health app, controlling for depression diagnosis. We
controlled for depression diagnosis, because prior research has
shown that cCBT mental health apps may be more effective for
those with subclinical compared with clinical levels of
depression [30,31]. The secondary aim (aim 2) was to explore
how the perceived usability of the mental health app and its
internal features (mood tracking, reminders, and journaling)
influenced depressive symptoms and adherence. To examine
these aims, this study used a 2-arm randomized controlled trial
(2:1 allocation ratio) to compare a mental health app with
customization (the intervention) and without customization (the
active control) on adherence and depressive symptoms. The
specific hypotheses of this study are outlined as follows.

Primary Hypotheses for Aim 1
The primary hypotheses for aim 1 include the following:

H1: It is hypothesized that the ability to customize a
personal avatar will further reduce depressive symptoms
compared with the active control.

H2: 1t ishypothesized that the level of adherence, measured
through the completion of the log-in questionnaires, will
be higher in the customization condition than in the active
control condition.

Primary Hypotheses for Aim 2
The primary hypotheses for aim 2 include the following:

« HS3: Itishypothesized that asthe number of journal entries
increases, symptoms of depression will decrease, and
adherence level will increase.

« H4: Itishypothesized that higher usefulness scores for the
reminders will lead to a higher level of adherence and
decreased depressive symptoms.

« H5: It is hypothesized that greater use and understanding
of mood patterns will lead to a higher level of adherence
and decreased depressive symptoms.

Exploratory Aims and Hypotheses

It is possible that individuals with depressive symptoms may
differ in their identification with their avatar; however, thereis
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limited prior research aimed at examining this possible
relationship. Thus, as an exploratory analysis, we examined
whether depressive symptoms were associated with differences
in identification with one's avatar. In addition to investigating
the effect of CBT-based mental health app features on
depression symptoms, this study also examined the effect of
customization on anxiety and stress symptoms. Customization
is expected to reduce anxiety and stress.

Methods

Participants

Thetarget population for this study was college students enrolled
full time. To address H1, an a priori power analysis (F-test,
repeated measures ANOVA, and within-between interaction)
was performed using the G* Power 3.1 (Universitit Kiel). The
analysis sought to determine the number of participants
necessary to maintain apower level of 80% to detect apossible
effect at the P value of .05 level with 2 groups and 2
measurement time points. A meta-analysis was conducted to
determine whether various gamification elementsimproved the
reduction of depressive symptoms in different mental health
apps [40]. Cohen f for this experiment (f=0.16) was cal culated
from the Hedges g (g=0.32) provided in the meta-analysis,
because both projects investigated mental health apps for
depression. According to this analysis, a sample of 80
participants would be needed to have 80% power to detect an
effect. Multimedia Appendix 1 presents the log of this power
analysis.

To recruit asample representative of the depressive population,
296 participants were screened before beginning the study.
Participants were recruited through SONA Systems software,
a cloud-based participant recruitment pool or flyer
advertisements. The recruitment flyer and web-based
information said only that “beta testers’ were needed, and
compensation would be provided. Participants received acourse
or extra credit for their classes, if applicable, and a US $20
Amazon gift card if they fully completed the study. Despite the
large prescreening sample size, many individuals (n=109) were
ineligible or declined to complete the study (n=94). A tota of
94 students from Clemson University completed the
prescreening and preassessment, and 88% (83/94) of students
completed all 3 mandatory requirements (the prescreening,
preassessment, and postassessment questionnaires). Participants
were randomly assigned by the computer database to either the
customization intervention (39/83, 47%; mean 20.462, SD
2.437) or the active control group (44/83, 53%; mean 20.978,
SD 2.633). Therecruitment, screening, and study period lasted
from February 2022 to May 2022, when the semester was
concluded. Figure 1 shows visualization of the participant flow
diagram. Multimedia Appendix 2 presents the inclusion and
exclusion criteria.
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Figure 1. Participant flow diagram.
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Materials In addition to the customization of the avatar and hot-air balloon,
the app asked for the participant’s name to personalize the
AirHeart App journal and mood tracking chart to the user. Use of the

AirHeart isa CBT mental health app designed exclusively for
this study to aid in reducing depressive symptoms. This app
immerses participants into aworld of discovery as they travel
inahot-air balloon to the 7 wonders of the modern world. Each
stop along their journey provides new depressive symptom
management techniques in the form of 7 cognitive behavioral
training modules, which encourage the implementation of new
cognitive strategies and offer new healthier behaviors. The
scripts for each module are presented in Multimedia A ppendix
3. AirHeart includes other features, such as log-in
guestionnaires, mood tracking, journaling, and reminders.
Further details of these features are provided in Multimedia
Appendix 4.

Experimental Manipulation: Customization and
Personalization

A total of 2 different elements within the intervention group
were customized: an avatar and a hot-air balloon. One of the
first steps of the AirHeart tutorial, led by both the app and a
research assistant introducing the participants to the app, was
avatar customization. This customization prompted the
participants to create an avatar to embody themselves by
tailoring the avatar's skin, eye, hair color, and clothes. The
participants also customized their avatar’'s hot-air balloon,
specifically tailoring the color of the balloon. Multimedia
Appendix 5 provides customization instructions, avatar
examples, and hot-air balloon examples.

https://mental .jmir.org/2022/8/€39516

participant’s name could be observed on the cover of thejournal
and as a header on the mood tracker page.

Active Control Group: No Customization or
Personalization

The control version of AirHeart did not include avatar or hot-air
balloon customization. The control avatar was designed as a
gray, gender-neutral person with no specific features, and the
hot-air balloon was gray colored. Thisversion of AirHeart asked
the participant’s name but did not useit in the journal or mood
tracker. The avatar for the active control condition is presented
in Multimedia Appendix 6.

Study Design

This study used a 2 (app condition: customization vs no
customization)x2 (time: basdline vs 14-day postintervention
period) mixed design, controlling for depression diagnosis
(coded as major depression disorder [MDD]: yes vs no). The
app condition followed abetween-subjects design, timefollowed
awithin-subjects design, and depression diagnosis represented
acovariate. Participants completed abaseline training and setup
session along with baseline questionnaires via a face-to-face
assessment; thereafter, participants completed the intervention
and postintervention questionnaires on the web.

Measures. Mental Health Symptoms

All questionnaires were based on self-reported data from
participants during the past 2 weeks.
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Depressive Symptom Questionnaire

The Patient Health Questionnaire (PHQ; PHQ-8) was
administered at baseline and after the intervention, and the
PHQ-4 was administered as part of the app design. Compared
with the PHQ-9, the PHQ-8 omitted questions regarding
self-harm and suicidal thoughts. The AirHeart app was not
specifically designed to aleviate suicidal ideologies, and it falls
out of the scope of this study. The PHQ-8 is an 8-item
guestionnaire that assesses the frequency of depressive
symptomsover the past 2 weekson aLikert scale, ranging from
0 (not at all) to 3 (nearly every day). The PHQ-8 indicates
symptoms of minimal depression (score of 0-4) to severe
depression (score of 17-24) [49]. The PHQ-4 is a 4-item,
shortened version of the PHQ-8.

Anxiety Symptom Questionnaire

The Generalized Anxiety Disorder-7 (GAD-7) is a 7-item
guestionnaire measuring anxiety over the past 2 weeks, ranging
from minimal anxiety (0-4) to severe anxiety (15-21).
Participants responded to the 7 questions on a 4-point Likert
scale, ranging from O (not at all) to 3 (nearly every day). This
guestionnaire asks about the frequency of nervousness, worry,
relaxation, irritability, restlessness, and fear [50].

Stress Questionnaire

The Perceived Stress Scale (PSS; PSS-10) was administered at
baseline and after the intervention, and the shortened PSS-4
was administered as part of the app design. The PSSisa 10-item
guestionnaire measure of stressover the past month, with scores
ranging from 0 to 40, with 0 to 13 indicating low stress and 27
to 40 indicating high stress [51]. This questionnaire, which is
a shortened version of the PSS-14, presents scenarios to the
user and asks them to rank their responses on a 5-point Likert
scale, ranging from O (never) to 4 (very often).

Positive and Negative Affect Scale—Short Form

The Positive and Negative Affect Scale—Short Form is a
20-item questionnaire investigating participants positive and
negative emotions. This questionnaire contains 2 scales, one
for positive affect and the other for negative affect, with both
scores cumulatively ranging from 20 to 100 or 10 to 50 for each
scale. Some examples of the adjectives on the positive affect
scale used to describe participants current feelings include
“interested,” “strong,” or “excited,” whereas the negative affect
scale includes adjectives such as “distressed,” “hostile,” or
“scared” [52].

M easures. Usability and Adherence

Demographic Questionnaire
Various demographic factors, such as the participant’s gender
and age, were recorded during both the pre- and postintervention
surveys. In addition, during the preintervention period, questions
regarding the participants’ prior mental health app use and
clinical diagnosis were included.

Usability Questionnaire

The System Usabhility Scale (SUS) is a 10-item questionnaire
measuring the usability of a system or product using a 5-item
Likert scale, ranging from “strongly agree’” to “strongly
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disagree.” The scale ranges from 0 to 100, with any score of
>68 being average and any score <68 is below average [53,54].

In addition to the SUS, the postassessment questionnaire also
collected self-report data regarding efficacy, convenience, and
usefulness of the reminders, mood tracker, journal, positive
feedback, and storytelling elements and whether participants
would continueto usethe app if it was availablefor longer than
14 days.

Adherence Data

Adherence datawere collected each day the participantslogged
in to the app. The number of log-ins along with the days when
the participants used the app were compiled.

Procedure

Ethics Approval

Approval was first received from the Clemson University
Ingtitutional Review Board (IRB2021-0879). In addition, this
study was preregistered on the open science framework [55].

Screening

Before partici pants began the baseline session using the AirHeart
app, they completed the PHQ-8 screening. To be eligible for
the study, participants received a score of =5, indicating at |east
mild symptoms of depression. The participants had access to
the PHQ-8 via a Qualtrics survey. If a participant received a
score of <4, they were thanked for their time but were not
provided with the passcode to join the full AirHeart study.

Baseline Session

At the initial in-person baseline session, participants provided
written informed consent and completed the PHQ-8, GAD-7,
PSS-10, demographic survey, and filler questions on campus
laboratory computers via the Qualtrics web platform. The
informed consent document included privacy statements (eg,
participants’ email would be retained) and campus mental health
hotline information. Participants were then randomly assigned
to either the intervention or the active control condition.
Participants were granted access to their version of the app on
their mobile phones. The participants were blinded to their
condition and were thus unaware of the experimental
manipulation. Blinding of the researcher to the condition was
impossible because the researchers were required to assist
participants in the download procedure of the AirHeart app. A
physical step-by-step guide was given to the participants, who
were instructed to follow along with the guide and were
encouraged to ask questions along the way.

To begin, the participants opened the app, which asked them to
register for an account, after which they met their avatars. In
the intervention condition, participants customized their avatar
tolook like themselves, and the active control wassimply given
the gray avatar. Next, participants completed the 16-item log-in
guestionnaire consisting of the PHQ-4, PSS-4, and 8 positive
affect questions from the Positive and Negative Affect
Scale—Short Form and their first journal entry. After finishing
the prerequisites for the CBT modules, the home page was
shown, and participants were encouraged to start exploring their
first wonder (and thus the first CBT module). Once the first
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CBT module, “wonder,” was finished, participants were
prompted to set up reminders on their phone. They were then
informed that US $20 compensation would be given if they
completed the 7 modules, 7 journa entries, 7 log-in
guestionnaires, and a postintervention survey. Once the
participants completed the steps on the guide in the app, they
exited the laboratory.

I ntervention Period

After theinitial session, participants completed 6 more modules
over the following 2-week period that were nearly identical to
the app experiencein the basdline session. Multimedia A ppendix
7 provides a detailed outline of the intervention period.

End-of-I ntervention Assessment

A survey was emailed to the participants 1 day after the
completion of the 2-week intervention period. This survey
contained the original 3 questionnaires, the PHQ-8, GAD-7,
and PSS-10 as well as a usahility scale (SUS) and questions
regarding the relationship of the participant to the avatar,
identification, and usability elements of the app features.

Data Analysis

To test am 1, we performed a 2 (intervention type:
customization vs no customization control condition)x2 (time:
baseline vs postintervention) mixed effects analysis of
covariance, controlling for depression diagnosis. Thisanalysis
was conducted to identify the effect of customization on

Table 1. Baseline participant characteristics overall and by condition.

Six et a

depressive symptoms over time (H1). We also conducted a
2-tailed independent sample t test for the adherence outcome,
the number of log-ins (H2). All analyses were performed using
an intent-to-treat approach.

To test aim 2, a correlation analysis was performed between
depressive symptom scores and journa entries (H3). Multiple
linear regressions were performed to assess the effect of
reminder useful ness (H4) and mood tracking understanding and
usefulness (H5) on adherence and depressive symptoms.

Results

Participant Characteristics

A total of 296 participants completed the prescreening, and 187
(63.2%) qudlified for the full AirHeart study, but only 94
consented and completed the preassessment questionnaire. A
total of 83 participants also completed the postassessment
questionnaire (mean,g, 20.771, SD e 2.539 years); 33% (13/39)
reported a diagnosis of MDD in the intervention (mean,
20.487, SD 4 2.516 years), and 25% (11/44) reported MDD in
the control condition (Mean,ge 21.091, SDye 2.701 years). In
addition, 28% (11/39) of participants reported prior use of a
mental health app in theintervention condition, and 23% (10/44)
of the participants reported prior use of a mental health app in
the control condition. Further information regarding baseline
participant characteristicsis presented in Table 1.

Variables Overall sample (N=83)  Customization condition No customization condition  Significance level (P
(n=39) (n=44) value)

Age (years), mean (SD) 20.77 (2.54) 20.46 (2.44) 21.05 (2.62) 30
Gender? 37

Female, n (%) 60 (72) 28(72) 32(73)

Male, n (%) 19 (23) 8(21) 11 (25)

Nonbinary, n (%) 4(5) 3(7) 1(2
Prior app use (yes), n (%) 21 (25) 11 (28) 10 (23) .57
Major depression disorder diagnosis 24 (29) 13 (33) 11 (25) 41
(yes), n (%)
Depression scores, mean (SD) 9.39 (4.99) 9.00 (4.82) 9.73 (5.16) 51
Anxiety scores, mean (SD) 8.60 (4.52) 7.62 (4.05) 9.48 (4.78) .06
Stress scores, mean (SD) 22.39 (3.91) 22.56 (3.73) 22.23 (4.10) 70

aF]_’gl:O.BZ.

Descriptive I nformation for System Usability

The SUS reached an average of 54.349 (SD 18.293; range
25-85) on ascale from 0 to 100, which was below the average
of 68. This below average score indicatesthat the AirHeart app
is below the average usability point, suggesting the necessity
of an update to make the app potentialy less complex,
cumbersome, and more intuitive; however, the large SD
indicates awide range of differing opinions.

https://mental .jmir.org/2022/8/€39516

Aim 1 Analyses

Effect of Customization Versus No Customization on
Depressive Symptoms

In accordance with thefirst hypothesis (H1), a2 (time: baseline
and 14-day postassessment period) x2 (condition: customization
or control) mixed anaysis of covariance, controlling for
depression diagnosis (MDD: yes vs no), was conducted to
investigate whether the customization of avirtual avatar would
further reduce depressive symptoms over time. A significant

JMIR Ment Health 2022 | vol. 9 | iss. 8 | €39516 | p.8
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

main effect of time was observed (F,75=8.044; P=.006;
np2=0.092); however, no other effects demonstrated significant
differences: timexcondition (F; ,0=1.965; P=.17, np2:O.024);
(F176=2575;  P=11;,  n,’=0.032);
timexconditionxdiagnosis (F;79=1.269; P=.26; r]p2=0.016);
conditionxdiagnosis (F, 19=.026; P=.87; ),°<0.001). Thus, the
app was effective in reducing depressive symptoms across all

participants, but customization had no significant effect. Thus,
H1 was not supported.

timexdiagnosis

Six et a

Effect of Customization Versus No Customization on
App Adherence

The independent sample t test results showed no significant
difference between the customization and no customization
active control conditions on AirHeart app number of log-ins
(P=.95). These results do not support H2. The descriptive
statistics for the log-in questionnaire, modules, and journal
entries are presented in Table 2.

Table 2. Descriptives for log-in questionnaires, journal entries, and modules completed overall and by condition.

Variables Overall sample (N=83),

Customization condition

No customization condition  Significance level (P value)

mean (SD) (n=39), mean (SD) (n=44), mean (SD)
Log-in questionnaire 7.49 (2.42) 0.51 (2.16) 0.48 (2.65) .95
Journal entries 6.28 (2.45) 6.13 (1.77) 6.41 (2.94) .61
Completed modules 6.75 (0.84) 6.92 (0.35) 6.59 (1.09) .07

Aim 2 Analyses

Relationship Between Depressive Symptoms and App
Features

Journal entry frequency was not significantly associated with
changes in depressive symptoms (postintervention minus
baseline depressive symptom levels: r=-0.076; P=.49).

A multiple linear regression with the 6 reminder statements
predicting changes in depressive symptoms did not reach

statistical significance (Fgge=1.305; P=.27), nor were any of
theindividual 6 statements associ ated with depressive symptoms
(P=.08-.88). Table 3 presents the regression results.

A similar regression with the 4 mood tracking and usefulness
guestions (Table 4) predicting changesin depressive symptoms
aso failed to reach significance for the overall model
(F4,65=0.339; P=.85) and individual items (P=.32-.99). These
results failed to support H3 to H5 for the depressive symptom
outcome measure.

Table 3. Results of the multiple linear regression between reminder variables and change in depressive symptoms?,

Reminder variables [ t test (df) Significance level (P value)
The reminders helped me to remember to complete my modules -.057 -0.382 (68) .70
The reminders were annoying -.338 -1.792 (68) .08
The reminders were inconvenient .283 1.206 (68) .23
| would turn off the remindersif | could .296 1.377 (68) A7
The reminders helped improve the quality of the app .200 1.214 (68) .23
| got excited when | saw the reminders .021 0.151 (68) .88

8Changes in depressive symptoms were defined as postintervention scores minus baseline depressive symptom scores.

Table 4. Results of the multiple linear regression between mood tracking variables and change in depressive symptoms?.

Mood tracking variables [ t test (df) Significance level (P value)
The mood tracking hel ped me understand my pattern of moods -.159 -0.997 (68) 32
| liked being able to track my mood and symptoms 105 0.584 (68) .56
| did not use the mood tracking -.002 -0.016 (68) .99
The mood tracking made me want to use the app -.067 -0.448 (68) .66

8Changes in depressive symptoms were defined as postintervention scores minus baseline depressive symptom scores.

Relationship Between Adherence and App Features

In terms of adherence, journal entry frequency was positively
associated with adherence (r=0.638; P<.001). In addition, the
overall model for multiplelinear regression with the 6 reminder

https://mental .jmir.org/2022/8/€39516

RenderX

statements predicting the number of log-in questionnaires did
not reach statistical significance (Fg53=0.390; P=.88). None of
the individual reminder statement predictors were significant
(Table 5) in predicting usefulness on their own; therefore, H4
was not supported.
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In addition to journaling and reminders, questions regarding
the use and understanding of mood trackers were investigated
through multiple linear regression. The overall model did not

Six et a

reach significance (F 4 gg=2.115; P=.09), nor did any individual
factor reach the level of significance. Therefore, H5 is not
supported. Table 6 presents the regression results.

Table5. Results of the multiple linear regression between reminder variables and the number of |og-in questionnaires compl eted.

Reminder variables [ t test (df) Significance level (P value)
The reminders helped me to remember to complete my modules .097 0.629 (68) .53
The reminders were annoying 115 0.587 (68) .56
The reminders were inconvenient -.016 —-0.065 (68) .95
| would turn off the remindersif | could -.049 -0.219 (68) .83
The reminders helped improve the quality of the app -.114 —-0.660 (68) 51
| got excited when | saw the reminders 156 1.089 (68) .28

Table 6. Results of the multiple linear regression between mood tracking variables and the number of log-in questionnaires completed.

Mood tracking variables [ t test (df) Significance level (P value)
The mood tracking hel ped me understand my pattern of moods .230 1.516 (68) A3
| liked being able to track my mood and symptoms -.077 —0.455 (68) .65
| did not use the mood tracking -.238 -1.814 (68) .07
The mood tracking made me want to use the app -.084 —-0.588 (68) .56

Exploratory Analyses

Effect of Customization Versus No Customization on
Anxiety and Stress Symptoms

A 2 (time baseline and 14-day postassessment period)x2
(condition: customization or control) mixed ANOVA was
conducted to investigate whether the customization of avirtual
avatar would further reduce anxiety symptoms over time. The
effects of time (P=.08), condition (P=.13), and timexcondition
interaction (P=.28) were al nonsignificant. Customization did
not influence anxiety symptoms, and the AirHeart app did not
significantly reduce anxiety symptoms from the baseline.

Mixed ANOVA results for stress indicated that stress levels
significantly declined from baseline to after the intervention

(F170=11.438; P=.001, r]p2=0.126), but customization did not

influence stress symptoms (timexcondition: P=.29). The main
effect of the condition (P=.21) was nonsignificant.

Relationship Between Depressive Symptoms and Avatar
I dentification

Bivariate correlations were conducted to investigate the
relationship between depressive symptoms and identification
with one's avatar. Significant associations were observed
between depressive symptom scores and the statements “I
identified with my avatar” (r=-0.312; P=.02), “I felt a
connection with my avatar” (r=—0.305; P=.02), and “my avatar
wasnot likeme” (r=0.338; P=.01); however, no other statement
reached significance. The results for the depressive symptoms
are presented in Table 7. Multimedia Appendix 8 presents the
results for anxiety and stress symptoms.

Table 7. Correlations between Patient Health Questionnaire-8 scores after 14 days and the Avatar |dentification Questionnaire.

Avatar |dentification Questionnaire Pearson correlation Significance level (P value)
Identified with avatar -0.3122 .02
Connection with avatar -0.3052 .02
Avatar was not like me 0.3382 .01
Avatar is more accomplished 0.174 .20
| like my avatar -0.169 21
Avatar made AirHeart more enjoyable -0.217 A1
Avatar made me want to use AirHeart -0.244 .07
Avatar helped during modules -0.189 16

@Correlation is significant at the .05 level (2-tailed).
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Discussion

Principal Findings

This study tested the effectiveness of customization within a
novel CBT-based mental health app (AirHeart) on depressive
symptoms and app adherence. Customization focused on virtual
avatar self-representations, vehicle representations, and the use
of anindividual’s name throughout the app. Theresultsindicated
that, on average, depressive symptoms decreased over timein
al participants. However, customization and personalization
of app features did not lead to afurther reduction in depressive
symptoms (H1) or adherence (H2) compared with the control
group. Therefore, athough depressive symptoms declined
overal, customization and personalization did not exert a
significant benefit on symptom reduction or adherence. I nstead,
the core features of cCBT implemented within an app appear
to be independently effective.

The finding that depressive symptoms declined from baseline
after the 14-day app intervention period is consistent with
randomized controlled trials evaluating cCBT mental health
app efficacy [20,23,56-59]. More specifically, thisfinding aligns
with other studies showing that brief CBT-based mental health
apps, which consist of a short 4- to 8-module intervention, can
mitigate symptoms of depression [23]. However, this study did
not include ano app control group. Although the results showed
a significant reduction in symptoms from baseline to after the
intervention, the primary goa of the study was to compare
customization within 2 variants of a CBT-based mental health
app rather than to compare the effectiveness of the AirHeart
app to acontrol group.

In addition to depressive symptoms, we explored the effect of
AirHeart and AirHeart feature customization on anxiety and
stress symptoms. The results indicated that self-reported stress
levels decreased from baseline to after the intervention, but
therewere no significant changesin anxiety symptoms. Similar
to the results for depressive symptoms, customization did not
significantly affect stress or anxiety levels. The AirHeart cCBT
modulestargeted strategiesfor aleviating depressive symptoms
but were not designed for anxiety or stress symptoms. Thus,
the reduction in stress levels may represent an added benefit of
the cCBT mental health app.

The second aim of this study was to examine whether specific
app features, including journaling, mood tracking, and
reminders, were related to depressive symptoms and adherence.
Journal entry frequency was linked to adherence but not to
depressive symptoms. Users who journaled more frequently
had higher adherence levels. However, given the correlative
nature of this result, the directionality of this relationship is
inconclusive. It is possible that individuals who used the app
more frequently were aso incidentally journaling more.
Furthermore, in contrast to our hypotheses, the results showed
that the likability and usefulness of mood tracking and the
helpfulness of reminders did not impact depressive symptoms
or adherence. This finding was surprising, given that prior
qualitative, mixed methods, and review studies have shown
evidence that journaling, mood tracking, and reminder features
within mental health appsfor depression can effectively increase

https://mental .jmir.org/2022/8/€39516
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engagement and aid in the reduction of depressive symptoms
[44-46]. We speculate that the nature of CBT module
ddlivery—exploring depressive symptom management strategies
by navigating through the wonders of the world—may have
been more engaging than the other features that we assessed.
Future research is needed to understand therol e of these specific
app featuresin mental health symptoms and adherence.

Despite the prevalence of virtual avatarsin apps, video games,
and virtual meeting platforms, thereis an exceptionally limited
work characterizing individual difference factorsthat influence
the connection with a self-representative virtual avatar. As an
exploratory analysis, we examined the relationship between
virtual avatar identification and depressive symptoms. An
interesting finding of this study wasthat individual swith higher
levels of depressive symptoms did not identify or connect with
their virtual avatars. Thisfinding was observed across both the
customization and no customization control conditions. Thus,
this negative relationship between depressive symptoms and
avatar identification was observed, regardless of the level of
customization and personalization within the app. Thisfinding
divergesfrom other research, suggesting that participantswould
form an attachment and identify with their virtual avatar
[48,60-62]. Although this finding may not support our
hypothesis, it suggests that individuals with higher depression
symptoms may have more difficulty in identifying with virtual
self-representative avatars, regardless of aestheticsor similarity
to themselves. This finding may be explained by specific
symptoms of depression. In particular, depressed individuals
often experience increased levels of self-loathing [2], which
could reduce their feelings of positive connection with a
self-representative avatar. In other words, if an individual does
not like themselves, it is reasonable to expect that they would
not like avirtual representation of themselves. Alternatively, it
ispossible that the lack of certain avatar customization options
within the AirHeart app that are present within other apps may
have reduced identification.

With highly customizable avatars common in popular video
games, such as The Sims, Skyrim, and Animal Crossing, as
well as on mobile devices, such as Bitmojis, both unconscious
requirements and consciousjudgmentsfor not providing specific
hairstyles, skin color, accessories, or clothing may reduce the
identity of one'savatar. Although several studies have examined
player expectations for in-game behavior, little research has
been documented regarding players’ expectations for the game
avatar creation system [63,64], and in particular, how mental
health conditions, such as depression, may influence avatar use
and identification.

Limitations

This study has certain limitations. First, technical difficulties
within the AirHeart app impacted the experiences of a few
participants. Participants who at times lacked a steady Wi-Fi
connection reported having difficulty accessing the log-in
guestionnaires at the correct time. Although al participantswho
reached out with difficulties responded within a 24-hour period
either by the researcher (SGS) or developer (HA), this could
have impacted the usability and effectiveness of the AirHeart
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app. Furthermore, this limitation may have affected the SUS
scores reported by the participants.

In addition, owing to atechnical error with the Qualtricswebsite
along with user error, one questionnaire regarding the
participants’ opinions about the features within the AirHeart
app was not saved to the Qualtrics survey; thus, participantsdid
not originally completethisquestionnairein their postassessment
period. Although a total of 16 participants completed the
guestionnaire as a separate survey, there was a 19% (16/83)
participant lossfor this questionnaire dueto thiserror. Thisloss
of data impacted H3 and H4, which stated that the number of
journal entries and usefulness of reminders would both be
associ ated with heightened adherence and diminished depressive
symptoms.

Finally, customization options were limited to skin, eye, hair
color, and clothing choice. Participants were not able to
customize their facial expressions, facial features (eg, facial
hair and piercings), or personal features such as tattoos. In
addition, customization lacked some level of religious and
accessibility inclusivity, including thelack of wheelchair, hijab,
or yamaka options. Individuals may fedl that such features are
a strong reflection of their identity, and without such options,
they may feel detached from their avatar.

Future Directions

The AirHeart mental health app providesafoundation for future
mental health app development and informs work on avatar
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Log of the study power analysis.
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development. Future studies could replicate this design with
improved graphi cs and more customi zation optionsfor both the
avatar and hot-air balloons. Animation could be added as away
of increasing the potential connectivity with one'savatar. More
research isneeded on the overall connection with human avatars,
specifically on whether people identify more with avatars that
look like them or potentially look different, whether through
age, gender, or even species. Future studies are needed to
characterize the guidelines and requirements for high-level
avatar identification. In addition, ways to increase such avatar
identification for individuals with mental health conditions,
such as depression, are needed. Finally, future work is needed
to identify whether these findings can be generalized to a
broader, nonstudent popul ation.

Conclusions

Numerous mental health apps use avatars, customization, and
gamification; however, the therapeutic benefits of these features
appear limited [40]. The findings of this study may provide
insights into the usability and functionality of certain mental
health app featuresto further refine app development. This study
provides empirical evidence that customization features within
cCBT mental health do not provide significant benefits for
symptom reduction or adherence over and above the CBT
intervention itself. | dentifying specific app featuresthat improve
app effectiveness is required to optimize the design of mental
health apps and improve users’ mental health symptoms.

Multimedia Appendix 2
Inclusion and exclusion criteria.
[DOCX File, 13 KB - mental_v9i8e39516_app2.docx |

Multimedia Appendix 3
AirHeart app cognitive behaviora therapy module scripts.
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Multimedia Appendix 4
AirHeart app features.
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Multimedia Appendix 5

Customization instructions, customized avatar examples, and customized hot-air balloon examples.
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Multimedia Appendix 6
Avatar for the no customization active control condition.
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Multimedia Appendix 7
Detailed procedure of the 14-day app intervention.
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Results of the association between anxiety, stress, and avatar identification.
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Abstract

Background: Artificial intelligence has the potentia to innovate current practices used to detect the imminent risk of suicide
and to address shortcomingsin traditional assessment methods.

Objective: Inthispaper, we sought to automatically classify short segments (40 milliseconds) of speech according to low versus
imminent risk of suicide in alarge number (n=281) of telephone calls made to 2 telehealth counselling servicesin Australia.

Methods: A total of 281 help line telephone call recordings sourced from On The Line, Australia (n=266, 94.7%) and 000
Emergency services, Canberra (n=15, 5.3%) were included in this study. Imminent risk of suicide was coded for when callers
affirmed intent, plan, and the availability of means; level of risk was assessed by the responding counsellor and reassessed by a
team of clinical researchers using the Columbia Suicide Severity Rating Scale (=5/6). Low risk of suicide was coded for in an
absence of intent, plan, and means and via Columbia suicide Severity Scale Ratings (=1/2). Preprocessing involved normalization
and pre-emphasis of voice signals, while voice biometrics were extracted using the statistical language r. Candidate predictors
were identified using Lasso regression. Each voice biomarker was assessed as a predictor of suicide risk using a generalized
additive mixed effects model with splines to account for nonlinearity. Finally, a component-wise gradient boosting model was
used to classify each call recording based on precoded suicide risk ratings.

Results: A total of 77 imminent-risk callswere compared with 204 low-risk calls. Moreover, 36 voice biomarkerswere extracted
from each speech frame. Caller sex was asignificant moderating factor (3=—84, 95% CI —0.85, -0.84; t=6.59, P<.001). Candidate
biomarkers were reduced to 11 primary markers, with distinct models developed for men and women. Using |leave-one-out
cross-validation, ensuring that the speech frames of no single caller featured in both training and test data sets simultaneously,
an areaunder the precision or recall curve of 0.985 was achieved (95% CI 0.97, 1.0). The gamboost classification model correctly
classified 469,332/470,032 (99.85%) speech frames.

Conclusions:  This study demonstrates an objective, efficient, and economical assessment of imminent suicide risk in an
ecologically valid setting with potential applications to real-time assessment and response.

Trial  Registration: Australian New  Zeadland Clinical  Trids Registry = ACTRN12622000486729;
https://www.anzctr.org.au/ACTRN12622000486729.aspx

(IMIR Ment Health 2022;9(8):€39807) doi:10.2196/39807
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Introduction

Suicide remains the 4th leading cause of death among 15- to
45-year-olds internationally [1]. However, traditional risk
factor—based assessment has failed to identify suiciderisk in a
targeted and timely manner [2]. There has been historically a
poor understanding of which risk factors contribute most to
identifying an escalationinsuiciderisk [2]. Thishasled to calls
for alternative approaches to evaluation, coupled with more
powerful means of analysis[3].

Suiciderisk assessment using voice biomarkers hol ds significant
promise. Several candidate voice biomarkers have been
identified that discriminate accurately between low and high
risk of suicide, including timing and prosody—based features
[4]. When combined with high-powered forms of statistical
analysis (eg, machine learning), voice biomarkers offer an
objective, unobtrusive, and economically feasible approach for
this purpose.

Inapromising study by Pestian and colleagues[5], an accuracy
of 85% was obtained using a range of voice biomarkers that
classified 379 calls according to the 3 categories of high risk of
suicide, mentally ill without prior history of suicidal ideation,
and healthy controls. However, the classification was obtained
using support vector machines, a powerful machine learning
approach that can analyze nonlinear data, but for which post
hoc interpretability is unavailable [6]. Thus, with a support
vector machine, it is difficult to understand which voice
biomarkers are important and which are not. These important
considerations will be addressed in our new study.

Souririgjan and colleagues [7] replicated the Pestian and
colleagues [5] study with 94 US veterans, meeting the criteria
for Gulf War syndrome measured at months 0, 1, 2, 3, 6, and
12 after recruitment. A range of voice biomarkers provided only
modest discrimination between low and high risk of suicide
(area under the receiver operating characteristic curve=0.64)
[7]. However, male Gulf War veterans, who formed the majority
of the sample (80.0%), are at lower risk of suicide than the
genera population [8], and reliance upon item 9 of the Patient
Health Questionnaire alone (“ Thoughts that you'd be better off
dead, or thoughts of hurting yourself in some way?’) is
associated with higher rates for fal se positives when compared
with the more comprehensive Columbia Suicide Severity Rating
Scale used by Pestian and colleagues [5].

Attempts have been made by a number of international
jurisdictions to codify a hierarchy of patient suicide risk and
appropriate response. Following the UK guidelines, Victoria,
Australia has developed the Statewide Mental Health Triage
Scale[9]. Sevenlevelsof risk are defined, with “current actions
endangering self” afforded the highest level of risk, followed
by very high risk of imminent harm, high risk, moderate risk,
low risk, referral required, and advice or information provision
at the lowest level of risk. The second highest category, very
high risk, specifies acute suicidal ideation accompanied by clear
plan and means. Neither Pestian and colleagues [5] nor
Sourirgian [7] clearly indicated which level of risk was being
targeted in their studies. In this new study, we are targeting low
risk and below compared with very high risk of imminent harm.

https://mental .jmir.org/2022/8/e39807
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Furthermore, the studies by Pestian and colleagues [5] and
Sourirgian [7] lack trandation into real-world settings. Based
on their studies, high levels of accuracy seem plausible only
when participants are recruited from inpatient services[10,11],
interviewed under lab conditions, and risk of suicideisassumed
to remain static over time. To extend the generalizability of
these findings, participants need to be recruited from
ecologically valid settings and assessed when elevation in
suicide risk occurs.

The help line serviceswe partnered with in this study represent
ecologically valid settings. Help line services have played an
important rolein early detection and responseto suiciderisk in
the community since the early 1950s[12]. In recent years, help
line services have withessed asignificant increase in the volume
of suicide-related presentations resulting from the COVID-19
pandemic [12,13]. Help line services support important avenues
of suicide detection and prevention by providing equitability
of access, promotion of disclosures and trust, and
supplementation of traditional forms of health care [14].
However, suicide assessment via telehealth is challenged by
the absence of nonverbal cues, by time limitations, and by the
reticence of some callersto verbally expresssuicidal intent [15].

Where there is reasonable suspicion that the caller may have
taken actions to endanger themselves, emergency management
protocols can be triggered. This typically involves dispatch of
police and ambulance to perform a welfare check. However,
scarce emergency resources can also be dispatched when the
caler is not a imminent risk, thus potentialy diverting
life-saving servicesfrom other emergencies. Alternatively, there
is the threat of a serious risk of harm when imminent risk of
suicide is not detected and therefore not responded to. These
unfortunate high-stake scenarios can result in high-pressure
work environments that can adversely affect service providers
and the individual affected, making it critically important that
assessments of imminent suicide risk are as close to 100%
correct as possible.

Artificial intelligence has the potential to detect risk of suicide
in an accurate, efficient, and timely manner. Although thereis
initial evidencefor the efficacy of such an approach [4], current
evidencelacks application to real-world ecologies and real-time
assessment, both of which are essential if these insights are to
move beyond the lab. Thus, we aimed to use artificial
intelligence approaches to automatically classify in real time a
large sample of telephone counselling calls made to Australian
suicide-prevention help line services using voice biomarkers.
By classifying counselling help line calls to a very high level
of accuracy, we aim to demonstrate a viable support to existing
help line infrastructure that can be employed in real time.

Methods

Multimedia Appendix 1 illustrates the analysis workflow.

Call Recordings

A total of 532 telephone call recordings were sourced for this
retrospective observational study. Of these, 77 (14.5%) featured
imminent risk of suicide, while 204 (38.3%) featured low risk
of suicide. Participantswere callers of Suicide Call-Back Service
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(a nationa help line service coordinated by On The Line,
Australia) and 000 Emergency Services, Canberra wishing to
discuss themes relevant to suicide risk. On The Line call
recordings (n=517, 97.2%) were randomly sampled from July
1, 2019, to June 30, 2021, stratified by organizationally
determined suiciderisk level and disclosed sex of caller. Inthe
case of 000 calls (n=15, 2.8%), call recordings were randomly
sampled over the same time to reflect callers exhibiting
imminent risk of suicide, necessitating emergency services
response. Moderate-risk calls (236/517, 45.6%; Columbia
Suicide Severity Risk ratings= 3 or 4) were removed from
further analysis as they were not relevant to the aims of the
study.

Ethics Approval

No contact information for callers was possible, and a waiver
of consent was granted by the Swinburne University Human
Research Ethics Committee (reference number: 2021-4340).
This study is reported in accordance with the CONSORT
(Consolidated Standards of Reporting Trials) checklist [16]. A
CONSORT attrition flowchart is provided in Multimedia
Appendix 2. This study was registered with the Australian and
New Zealand Clinical Trials Registry
(ACTRN12622000486729) [17].

Preprocessing of Calls

All calls were recorded in monochannel 8-kHz, 32-bit float
format. Preprocessing involved transformation to 16-bit
pul se-code modul ation format, normalization, and pre-emphasis,
which attenuated low signals and emphasi zed higher frequency
signals to clarify the degree of audibility. This was important
to reduce the effect of background noise. Listwise removal of
silent frames (1,283,286/1,752,618, 73.2% speech frames) was
performed prior to the following analyses.

Selection of Low Versus | mminent Risk of Suicide
Callsfor Analysis

A multigated approach informed the designation of suiciderisk
level. Imminent risk of suicide was confirmed via affirmative
responses (by the caller) to thefollowing 3 screening questions:
“are you having thoughts of suicide?’, “do you have a plan?’,
and “are the means available?’, in compliance with triage
guidelines [11]. The level of risk was then reassessed at the
conclusion of each call by the responding counsellor using an
organizationally developed framework; 6-point Likert-style
scale (0-1=low; 2-3=medium; and 4-6=high). Responding
counsellors also made clinical notes (eg, presentation of
important content), which were inspected to ensure good
correspondence to the assigned levels of suicide risk.

Thelevel of risk for each call was then reassessed by ateam of
associate researchers (n=6), blinded to the initia rating. The
associate researchers were psychologists either provisionaly
or fully registered with the Psychol ogy Board of Australia, who
had substantial prior experience working with suicidal
presentations in telehealth settings. A random sample of calls
(n=100) was provided to each researcher for reassessment using
the Columbia Suicide Severity Rating Scale, avalidated measure
of suicide risk when used by clinicians [18] and administered
viatelephone [19]. Interrater reliability (kappa) of the Suicide
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Severity Rating Scale among the team of 6 associate researchers
was 0.92 for a random selection of 12 recordings. The
researchers were also asked to annotate segments of each
recording using appropriate audio software (Audacity, Version
2.4.2; Audacity Team). Annotated segments of each recording
wereto befreefrom the counsellors’ voice as much as possible.
Each annotated segment of speech was also described using
mental status examination language.

Derivation of Voice Biomarkersfor Identifying
Imminent-Risk Calls

Each annotated sound segment was divided into 50%
overlapping 40 milliseconds Blackman-filter windowed frames
[20]. Theframe size ensured an adequate level of magnification
of important characteristics at the center of the frame, whilethe
degree of overlap ensured that the tails of each window did not
remove valuable information. The modelling of risk occurred
via 36 different voice biomarkers. Voice biomarkers are defined
at both the 40 milliseconds speech frame and segment levelsin
the generalized additive mixed effects regression model
described below.

Reduction of Voice Biomar kersUsing Penalized L asso
Regression

Penalized Lasso regression [21] was performed in the first
instance to reduce the number of possible predictors to only
those with astrong relationship with suicide risk. However, this
model assumes linear relationships between predictors and
response (conveyed viaalogit link function) and ignores gender
effects and correlations among segments across a single call.
Thus, this model was used primarily to reduce the set of
predictors that informed subsequent analyses.

Validation via Mixed Effects Generalized Linear
Regression

A 3-level model best reflected the approach to data collection.
Thismodel was used to confirm the significance of the reduced
predictor set and test for significant moderation by caller sex,
whileallowing for the correl ation between speech frameswithin
each call. Model variables are summarized in Multimedia
Appendix 3.

Splines were applied to each biomarker to account for
nonlinearity [22]. Random intercepts at level 3 accounted for
differences between individual calls, and abinomia model with
logit link was used to identify imminent risk speech framesin
terms of the level 1 and 2 voice biomarkers.

Without acomparable prior study, apower analysisfor thefinal
classification algorithm was not feasible. However, Pestian and
colleagues [5] were able to achieve levels of classification
accuracy of 85% with 371 recordings (level 2) and ~15 voice
biomarkers (level 1). With a more precise classification model
(component-wise gradient boosting) and a mixture of level 1
and level 2 predictors, we anticipated that asmaller sample size
would suffice for this new study.
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Classification of Calls Using a Gradient Boosting
Classification Model

Although powerful, support vector machines, as used by Pestian
and colleagues [5], have notable disadvantages. Computation
time is prohibitive when the data set is large (eg, >100,000
observations) and the choice of kernel, which alows the
algorithmto choose apath of demarcation between groupswhile
minimizing misclassification error, can be difficult. This is
especialy true when thereislittle to guide the choice of kernel,
which is the case in analysis problems concerning voice
biometrics. Finally, the mathematical complexity of support
vector machines reduces the transparency of classification
decision-making.

In comparison to support vector machines, gradient boosting is
acomputationally simpler approach that addresses many of the
af orementioned problems. However, initsbaseimplementation,
it assumes linearity among the predictors. Thiscan beremedied
with an aternative implementation. Component-wise gradient
boosting can analyze nonlinear data by first estimating a
generalized additive mixed model with splines added, and then
applying each model component (individual predictors and
random components) to achieve the best reduction in
classification error (eg, see Hofner [23] for adetailed overview).
It is an approach that also allows for sex-moderated effects for
all biomarkers.

Leave-one-out cross validation was used to test the classification
accuracy of the gamboost model and to prevent information
leakage occurring if datafrom one participant was used in both
the training and test data sets. Thus, n—1 callers were used to
train the model, leaving the nested speech frames of a single
caller as the test case, ensuring independence of data between
training and test data sets. Classification probabilities were
derived for each speech frame (40 milliseconds) within each
hold-out caller. Frame level classification probabilities were
summarized by the mean classification probability for each
hold-out caller.

The Youden Jindex was used to derive the ideal cut point that
maximized upon both sensitivity and specificity of the
classification accuracy across al hold-out callersin relation to
binary precoded suicide risk level. A total of 1000 bootstrap
samples were estimated, and the mean of these estimated
samples was used as the ideal cut point. This approach
minimizes sample-specific bias and possible overestimation of
diagnostic utility, as discussed in Thiele and Herschfeld [24],
and is an approach used by other authors, such as Hentschel
[25].

Overfitting is suggested when there is a drop in classification
accuracy between training and validation classification accuracy,
suggesting that the algorithm has memorized the basis for
classification and applies these insights poorly to new data.
Classification accuracy was determined via accuracy measures

https://mental .jmir.org/2022/8/€39807
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including area under the receiver operating characteristic and
areaunder the precision-recall curve. Plainlanguage descriptions
of all voice biometrics are contained in Multimedia Appendix
4.

Results

Select caller demographics are summarized in Multimedia
Appendix 5. The sample comprised 77/281 (27.4%) callers at
imminent risk of suicide and 204/281 (72.6%) at low risk of
suicide (n=87, 40% male callersand n=194, 70% female callers).
Voice biomarkers were derived and analyzed for each of the
470,032 forty-millisecond speech frames. Median number of
annotated segments per recording was 13.0 (SD 14.58), and
median length of each segment was 118.50 (SD 120.19)
milliseconds.

Reduction of Voice Biomarker sUsing Penalized L asso
Regression

Penalized Lasso regression was performed to reduce the number
of voice biomarkers used to predict imminent suicide. A total
of 36 initial voice biomarkers were reduced to 12. The
significant predictors are summarized in Multimedia A ppendix
6.

Validation via Mixed Effects Generalized Linear
Regression

A generalized additive mixed model was employed to validate
the 12 predictors chosen by the Lasso regression. The model

explained 12.0% (adjusted R?) of the variance in risk level at
the segment level (N=3070 annotated segments).

Table 1 summarizes the significance of spline coefficients in
the generalized additive mixed model. Sex of caller was a
significant moderator. The effective degrees of freedom indicate
the degree of nonlinearity for each voice biomarker, with higher
effective degrees of freedom indicating a greater degree of
nonlinearity, and effective degrees of freedom close to 1
indicating linearity. Figure 1 illustrates the rel ationship between
each voice biomarkers and the probability of imminent suicide,
separately for male and female callers. For example, the plot of
root mean squared amplitude suggeststhat both male and female
callers speak with less signa strength (conceptually analogous
to speaking in hushed tones) when at imminent risk of suicide.
Conversely, increases in spectral slope were observed in both
male and female callersasthe level of risk of suicideincreased,
suggesting anincreasein physiological effort when experiencing
increasing suicidal stress.

These results confirmed that 11 (92%) of the 12 voice
biomarkerswere significant predictors of imminent suiciderisk.
First formant frequency, which proved nonsignificant for both
male and female callers, was not included in the subsegquent
Component-wise gradient boosting model.
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Table 1. Voice biomarker significance in the prediction of suicide risk: generalized additive mixed model? (adjusted R2=0.12; N=3070).

Voice biomarker significance B SE 95% ClI EDFP F-test P value

Male
Root mean squared amplitude (dB) —19.02 6.91 (-19.26, -18.77) 423 10.99 <.001
Dominant frequency (Hz) -1.10 1.10 (-1.14,-1.07) 1.00 1.00 .32
Entropy 221 0.80 (-2.24,-2.18) 1.00 7.56 .006
Formant, frequency (Hz) -0.42 0.89 (-0.45, -0.39) 1.00 0.23 .63
Formant; width (Hz) -0.60 1.28 (-0.65, —0.56) 2.46 3.05 .06
Formant, frequency (Hz) -0.88 0.84 (-0.91, -0.85) 1.00 111 .29
Formant, width (Hz) 2.09 0.86 (2.06, 2.12) 3.57 10.16 <.001
Formantz frequency (Hz) -3.61 0.76 (-3.64,-3.59) 1.00 22.68 <.001
Loudness 8.57 2.79 (8.47,8.67) 1.00 9.52 <.001
50th quartile (Hz) -1.14 1.27 (-1.19, -1.10) 1.03 0.82 37
Roughness -1.05 0.71 (-1.07,-1.02) 1.00 221 A2
Spectral slope 7.60 2.09 (7.53, 7.67) 4.10 476 <.001

Female
Root mean squared amplitude (dB) -3.67 2.28 (-3.75, -3.59) 3.74 711 <.001
Dominant frequency (Hz) 241 0.90 (-2.44, -2.37) 1.02 6.63 .01
Entropy 0.36 0.49 (0.34, 0.38) 1.00 0.54 47
Formant, frequency (Hz) -3.09 1.10 (-3.13, -3.05) 434 2.71 .02
Formant; width (Hz) 3.28 1.35 (3.23,3.32) 3.44 2.00 .07
Formant, frequency (Hz) 0.17 0.76 (0.14,0.19) 2.79 4.18 .02
Formant, width (Hz) -0.74 0.58 (-0.76,-0.72) 2.90 5.52 <.001
Formants frequency (Hz) 0.32 0.50 (0.30,0.34) 101 0.39 .53
Loudness -5.97 455 (-6.13, -5.81) 1.91 8.34 <.001
50th quartile (Hz) 253 0.74 (-2.56, —2.50) 1.03 10.56 <.001
Roughness 1.62 0.62 (1.60, 1.64) 2.58 4.65 .005
Spectral slope 4.99 1.20 (4.94, 5.03) 410 10.53 <.001

M ale versus female: B=—84; SE 0.002, 95% CI (-0.85, —0.84), t=6.59 (2 tailed); P<.001.
PEDF: effective degrees of freedom.
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Figure 1. Plots of generalized additive mixed effects model predictors; nonlinear relationship between voice biomarkers and the risk of suicide with
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Classification of Calls Using a Gradient Boosting
Classification Model

Component-wise gradient boosting was used to classify each
speech frame in terms of low and imminent risk of suicide.
Leave-one-out cross-validation was used to test the classification
accuracy of the gamboost model. A Youden J index value of
0.51 optimized upon both sensitivity and specificity in the
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classification of imminent risk. We correctly classified
469,332/470,032 (99.85%) speech frames (area under the
receiver operating characteristic=1.0, 95% Cl 1.0-1.0; areaunder
the precision-recall curve=0.989, 95% CI 0.97-1.00).

While all low-suicide-risk speech frames were correctly
classified, 700 (0.53%) of the 132,741 imminent risk frames
were misclassified as low. This corresponded with the speech
frames of a single caller in the 000 Emergency Services,
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Canberra sample. Upon closer inspection, this caller presented
in an intoxicated manner, having ingested a “large amount of
sleeping tablets” Mental status examination annotations made
by the reviewing team of psychologists indicated this caller
spoke with slow-to-normal rate of speech and flat-to-neutral
affect, and wasresponsiveto all questions asked, a presentation
similar to many low—suicide-risk callers.

Discussion

The development of atimely and accurate form of suicide risk
assessment remains a significant challenge, especialy if
implemented in a rea-time capacity as required by
suicide-prevention help lines. In this study, we sought to
automatically classify short segments of speech obtained from
2 suicide-prevention tel ehealth servicesin Australia, according
to low and imminent risk of suicide using supervised machine
learning approaches. We successfully classified 469,332/470,032
(99.85%) speech frames, with only a small number
(700/132,741, 0.53%) of high-risk speech frames misclassified.

Our study compares favorably with the findings of Pestian and
colleagues[5], who successfully classified 322 (85.0%) of 379
participant recordings discriminating between low and high risk
of suicide, using support vector machines. However, our study
differsin anumber of important ways from the aforementioned
study. Rather than classify suicide risk at the holistic recording
level, we instead classified risk at the 40 milliseconds frame
level. This allowed us to expand upon the size of the data set
upon which the classification algorithm could be trained and
validated, allowing for amore nuanced assessment of each voice
biomarker. This approach also demonstrates that only a short
segment of a call is required for suicide risk classification,
suggesting that the algorithm can be used for triage purposes
based on only ashort exchange (eg, an exchange with atriaging
chatbot).

Second, we achieved a greater level of transparency and
refinement than was afforded by the support vector machinein
the study by Pestian and colleagues [5]. Figure 1illustratesthe
exact nature of the relationship between the 11 voice biomarkers
andthelevel of risk of suicidefor men and women and suggests
several discernible nuancesin thewaysmaleand female callers
might speak when experiencing suicidal stress.

Finally, we reduced the numbers of possible predictors (via
Lasso regression) to ensure that only the most statistically
relevant biomarkers were included in later models. Our choice
of generalized additive mixed model validated the use of all but
one of the voice biomarkers selected by the Lasso regression.

Authors Contributions
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However, there are limitations in our approach. We did not
include callers of minority status, such as members of the
LGBTIQ+ (leshian, gay, bisexual, transgender, intersex, queer,
and other people of diverse sexuality, gender, or bodily
characteristics) communities and callers of non—English
speaking backgrounds. These community members may offer
valuable information that can further enhance the diversity of
input, practical outcomes, and nuance of our analyses overall.

We were aso not always successful in classifying all callsin
the imminent suicide risk category. The similarity between the
presentations of the single misclassified imminent risk caller
and other low suiciderisk callers suggestsapossible subsample
of callerswho may be in the midst of a suicide attempt that is
not being recognized by our classification approach. Thisis of
concern given this presentation is most at need of timely
emergency support. Thissuggestsapossiblerolefor other forms
of classification such as natural language processing of
speech-to-text translation, which might reduce similar
misclassifications in the future.

There were a so notabl e strengthsin our approach. Our industry
partnerships with On The Line, Australia and the Australian
Federal Police, Canberra ensured that we could trial this novel
technology in ecologically valid settings, where call quality is
often degraded and background noise evident. This contrasts
with the clinical settings within which the majority of studies
have thus far been conducted. Our multigated approach to the
assignment of suiciderisk to each call ensured the establishment
of acredible ground truth that was pivotal in accurately training
the classification agorithm. Our choice of advanced statistical
modelling has ensured a robust account of error variance in
estimating the probability of imminent suicide. A final strength
of this study is the visualization of imminent risk of suicidein
terms of voice biomarkers allowing for nonlinearity.

This study has taken evidence from 25 years of pilot research
and extended it to real world scenarios involving
present-moment intent to suicide. However, it would be
beneficial to control for caller age. We did not control for age
in any of our analyses; however, given the well-documented
age-related changes in vocal quality, this should feature in
subsequent analyses and would boost an account of variance
achieved by future mixed effects modelling. Finally, these
compelling findings suggest possible implementation within a
suicide-prevention telehealth service as an avenue worthy of
further exploration.
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Abstract

Background: Depressive symptoms are highly prevalent among adolescents in Western countries. However, although treatment
for depressive symptoms is available, many adolescents do not seek help when they need it. Important barriers to help-seeking
among adolescents include low mental health literacy and high stigma. Therefore, we have developed a game-based school
program, Moving Stories, which combines mental health literacy training for depression with contact with someone with lived
experience both in the digital and nondigital world.

Objective: The aim of this study is to conduct a first test of the effectiveness of the newly developed game-based program,
Moving Stories, using a cluster randomized controlled trial.

Methods: A total of 185 adolescents participated, divided over 10 classes from 4 schools. Half of the classes were randomly
selected to follow the Moving Sories program, whereas the other half were in the control group, where no intervention was
provided. The adolescents filled out digital questionnaires at 4 time points, with questions on mental health literacy, stigma,
depressive symptoms, and the program itself (before the program, after the program, 3-month follow-up, and 6-month follow-up).
Using R (R Foundation for Statistical Computing), we ran linear mixed-effects models for all continuous outcome variables and
generalized linear mixed-effects models for all binary outcome variables.

Results: Compared with the control group, participants in the Moving Sories group improved after the program in personal
stigma (b=—-0.53, 95% CI -1.02 to —0.03; t;79 1=—2.08; P=.04). Effects on personal stigma lasted over time (3-month follow-up:
b=-0.57,95% Cl —1.11t0-0.03; t;74 39=—2.07; P=.04). Most adolescentsin the Moving Sories group participated in theintroduction
(97/99, 98%) and contact session (93/99, 94%), played the game for 4 or 5 days (83/99, 83%), and indicated that they would
recommend the game to their peers (90/98, 92%).

Conclusions: The results of this study show the potential of Moving Stories as a stigma reduction program. With changes in
the program to improve its effects on menta health literacy, Moving Sories could be implemented in schools to improve
hel p-seeking in adolescents and reduce the negative consequences and burden of depressive symptoms.

Trial Registration: Dutch Trial Register NTR7033; https://trial search.who.int/Trial 2.aspx?TrialID=NTR7033
International Registered Report Identifier (IRRID): RR2-10.2196/11255
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Introduction

Background

Depressive symptoms are highly prevalent among adolescents
in Western countries [1-3] and increase the risk of developing
a depressive disorder later in life [4,5]. Both depressive
symptoms and a depressive disorder have many negative
consequences, including socia, academic, and physica problems
[6,7]. In extreme cases, adepressive disorder can lead to suicidal
thoughts and suicide attempts [2,4]. Suicide is one of the main
causes of death among youths worldwide [2]. Owing to these
detrimental consequences, it isvital that adolescents seek help
if they experience depressive symptoms. However, athough
treatment for depressive symptoms is available [8-12], many
adolescents do not seek help when they need it [13-15].
Moreover, the longer it takes to receive help, the worse the
response to treatment is[16].

Important barriers to help-seeking among adolescents are low
mental health literacy and high stigma [13,17]. Mental health
literacy comprises “knowledge and beliefs about mental
disorders which aid their recognition, management or
prevention” [18], whereas stigma “exists when elements of
labeling, stereotyping, separation, statusloss, and discrimination
occur together in apower situation that allowsthem” [19]. Social
support, on the other hand, increases help-seeking [13]. In light
of the high preval ence and negative consequences of depressive
symptoms, it is pivotal to lower barriers to help-seeking.
Therefore, we devel oped a game-based school program, called
Moving Sories, that targets mental health literacy and stigma
on depression [20]. The aim of this study is to examine the
effectiveness of this program.

Mental Health Literacy and Stigma

Mental health literacy isabroad concept that not only concerns
knowledge of mental health disorders but also refers to
connected actions, both by those who need hel p themselvesand
by those close to them [18,21]. More specifically, Jorm [21]
defined the main components of mental health literacy as “(a)
knowledge of how to prevent mental disorders, (b) recognition
of when adisorder isdevel oping, (c) knowledge of hel p-seeking
options and treatments available, (d) knowledge of effective
self-help strategies for milder problems, and (e) first aid skills
to support others who are developing a mental disorder or are
in amenta health crisis.” The Moving Stories program targets
recognition (component b), knowledge of help-seeking options
and treatments (component c), and first aid skills (component
€), specificaly for depression in youth [20]. The goal of the
Moving Stories program is to improve help-seeking. As
component (@) of mental health literacy concernsthe prevention
of mental disorders and component (d) concerns knowledge of
self-help strategies, we decided not to focus on these 2
components.

https://mental .jmir.org/2022/8/e26615

In adolescents, recognizing mental health disorders such as
depression has been linked to choosing appropriate help [22]
and increased hel p-seeking recommendations to peersin need
[22,23]. However, most adolescents have trouble identifying
depressive symptoms [24]. Adolescents aso have limited
knowledge of help-seeking options and available treatments.
Often, they do not know how and where to seek help [25].
Moreover, adolescents prefer to seek help from people they
know [23,26-28] and believe this help to be the most beneficial
[29]. Unfortunately, seeking help solely from peers is
inadvisable as peersare usually not able to provide the hel p that
is warranted [21,30]. Therefore, improving symptom
recognition, knowledge of appropriate help and treatment, and
first aid skills in adolescents is important in furthering
hel p-seeking.

Although improving symptom recognition isagood strategy to
enhance help-seeking, recognizing depressive symptoms and
labeling someone as mentally ill have aso been linked to
stigmatizing attitudes [31]. Both personal and perceived
stigmatizing attitudes have been found to hinder help-seeking
[13,32-35]. Personal stigmarefersto aperson’s*own attitudes
to amentally ill person,” whereas perceived stigma refersto a
person’s “perceptions of the attitudes held by other people”
[36]. High personal stigma in adolescents is also related to
poorer first aid skills [37]. Therefore, programs that target
mental health literacy should also, to asimilar extent, focus on
reducing stigmatizing attitudes.

Stigma and Mental Health Literacy Programs

Several studies have tested the effectiveness of programs
specifically aimed at reducing stigma toward mental health.
M eta-analyses have shown that antistigma programs, in general,
are effective in reducing stigma [38,39]. Successful elements
of antistigma programs are education regarding mental health
disorders and direct or indirect contact with someone who has
experienced amental health disorder. Research on mental health
literacy programs among youth is scarce. Most programs that
include components targeting mental health literacy primarily
focus on enhancing mental health rather than literacy [40].
Moreover, most studieson mental health literacy lack arigorous
evaluation with a randomized design, validated measures, or
follow-up measurements [40-42]. There are a few exceptions,
and these more rigorous studies show promising results (eg,
Headstrong [43] and teen Mental Health First Aid [44-47]).
Despite these promising results, currently available mental
health literacy programs for youth are subject to limitations.
Moreover, there has been some criticism of the way contact
sessions with someone with lived experience with a mental
health disorder are organized in stigma programs for youth
[48,49].

Few mental health literacy programs target behavioral mental
health literacy components (ie, help-seeking and first aid
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behavior). Most programs am to improve knowledge and
attitudes but do not focus on changing behavior [21]. In addition,
most mental health literacy programsarefairly didactic, whereas
adol escentsthemselves prefer moreinteraction [40]. Studieson
stigma programs in young adolescents have reported possible
limitations of contact sessions, including that when effects are
not found, it could be because of (1) the length of a contact
session (eg, when it isjust 1 hour [49]), (2) the way the person
with lived experience is introduced (eg, when a surprise
introduction is used, which distracts the adolescents from the
provided information [48]), and (3) the age difference between
the adolescents and the person with lived experience (eg, when
an adult is presenting their story to adolescents[48]). We argue
that a program that makes use of a video game, which is
combined with a contact session with someone with lived
experience, could address these limitations. In video games,
adol escents can practice hel p-seeking and first aid behaviorsin
a safe but engaging environment [50]. Games are excellent
learning tools as they provide immediate feedback on players
actions, encouraging them to continue and learn more [51].
Gamesalso allow for contact with people who youths normally
might not often encounter, including peers with depression.
Moreover, as games can be programmed to be played over a
longer period, theseinteractionswith peerswith depression can
be repeated over a period of multiple days. Games are also an
important part of youths lives [52], making a game-based
program relevant for young adolescents. In addition, there are
already some successful examples of video games that teach
adolescents health knowledge and skills [53,54] and decrease
mental health stigma [55]. However, there are none that focus
on both mental health literacy and stigma in youth. Finally, a
contact session with someone with lived experience could add
to the interactions that adolescents prefer, transfer the digital
experience to the nondigital world, and further help decrease
the stigma for depression. Especially when a program allows
for informal discussions between adol escents and a person with
lived experience, it could increase its effects on stigma [56].
For these reasons, we developed the game-based school
program, Moving Sories, which combines mental health literacy
training for depression with contact with someone with lived
experience, both in the digital and nondigital world [20].

This Study

The goal of this study is to conduct a first test of the
effectiveness of the newly developed game-based program
Moving Storiesusing acluster randomized controlled trial [20].
Our primary hypotheses are that adol escents who participatein
the Moving Stories program, compared with a control group
(business as usual), will have better mental health literacy and
lower stigma after the program and at the 3-month follow-up.
Our secondary hypotheses concern the effectiveness of the
Moving Stories program at the 6-month follow-up on mental
health literacy and stigmaand at the 3- and 6-month follow-ups
on first aid and hel p-seeking behaviors. Specifically, we expect
that adolescents who participate in the Moving Stories program
will provide more appropriate first aid if they are in contact
with apeer withamental health problem and will be morelikely
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to seek help personally if they themselves experience mental
health symptoms compared with adolescents in the control
group. Finaly, we have included process measures to assess
the use of the Moving Stories program and the possible side
effects, including depressive symptoms.

Methods

Procedure

A total of 275 adolescents from 10 classes in 4 schools were
asked to participate. Active informed consent was obtained;
both adolescents and their parents received an information letter
and consent form. The adolescents who did not get permission
from their parents to participate or refused to participate
themselves were excluded from the study and the program,
leaving a sample of 185 participants (185/275, 67.3%). Parents
and adol escents were allowed to withdraw their consent at any
time. Figure 1 showsthe flowchart of the allocation, enrolIment,
and follow-up of participants in the study. A summary of the
procedure is presented in this section. For a more detailed
explanation of the procedure, refer to the study protocol [20].
The CONSORT-EHEALTH (Consolidated Standards of
Reporting Trials of Electronic and Mobile Health Applications
and Online Telehealth) checklist (V 1.6.1) can be found in
Multimedia Appendix 1.

The adolescentsfilled out digital questionnairesat 4 time points
with a persona ID code and password (before the program,
after the program, 3-month follow-up, and 6-month follow-up).
M ost adolescents compl eted the questionnaire at school. If they
were not able to do so (eg, because of illness or because the
school could not provide atime slot), they could complete the
guestionnaire at home. The adolescents who failed to fill in the
guestionnaire after the program or at the 3-month follow-up
were alowed to participate in the subsequent time point. All
dropouts were because of the adolescents forgetting or not
willing tofill in the questionnaire at home, even after repeated
reminders by phone or email. The adolescents received €12.50
(US$12.73) for completing at | east the preprogram and 6-month
follow-up questionnaires.

AsMoving Storieswas designed to motivate adolescentsto talk
about depression, the primary teachers of the participating
classes and school care professionals (in both conditions)
received an information booklet and information session in
which possible actions were provided to discuss depressive
symptoms or suicidal thoughts with students. They were given
the opportunity to follow a web-based e-learning program on
depression and suicidality in youth [57,58]. Furthermore,
participants’ depressive symptoms were assessed at each time
point to verify that Moving Stories did not increase depressive
symptoms or suicidal ideation. If an adolescent had clinically
high depressive symptoms or suicidal ideation, both the
adolescent and their parents were contacted by phone by a
clinically trained member of the research team to inform them
of theresult and give advice on whereto seek professiona help.
In total, 4 adolescents and their parents were contacted. They
did not withdraw from participating in the program or study.
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Figure 1. Flowchart of allocation, enrollment, and follow-up.
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Ethics Approval

Ethical approval was provided by the ethics committee of the
Faculty of Socia Sciences a Radboud University
(ECSW2017-2306-526). The study was registered in the Dutch
Trial Register (NTR7033).

Sample Size

We expected a small to medium effect (Cohen d=0.40) of
Moving Stories on mental health literacy and stigma at the
3-month foll ow-up based on the results of aprevious study with
a school program for mental health literacy [43]. Our power
analysis was based on our origina analytic plan [20], using
Stata (version 14.2; StataCorp) [59] and assuming
baseline-adjusted regression analyses (a=.05; [=.20). Our
provisional estimates for the correlations between pre- and
postprogram measurements and between postprogram and
3-month follow-up measurements were 0.50. A coefficient of
0.19 (estimated mean cluster size 18; estimated cluster size
range 11-25 [60]) and an intracluster correlation coefficient of
0.02 [43] led to adesign effect of 1.35. Considering the design
effect, we calculated that we needed 3.75 classes per condition
to show the expected effect, rounding up to 4 classes per
condition, with 18 adolescents per class. To adjust for a t
distribution [61], we added 1 class per condition, resultingin 5
classes (ie, 90 adolescents) per condition and atotal necessary
sample size of 180.
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Program

Adolescents in the experimental condition participated in the
Moving Stories program. Moving Soriesisagame-based school
program that comprises 3 parts; (1) an introduction lesson; (2)
a single-player, mobile, and 3D video game [62]; and (3) a
contact session with someone who has lived experience with a
depressive disorder. For each class, the full program was
delivered within 1 week. In theintroduction lesson, adol escents
were told what the video game was about (without using the
term depression), and they were able to download and start the
game with a classroom password. This password was linked to
their class schedule to allow for joint playing time and shared
feedback moments in the game.

The adolescents could play the game individually but in the
same period astheir classmates for 5 days in the morning (one
of which was aweekend day). In the game, they interacted with
the character Lisa (Figure 2), who showed signs of depression
(without being labeled as depressive symptoms). Lisa's
symptoms were based on symptoms that are most common in
adolescent girls in the Netherlands who have subclinical or
clinical depression. These symptomswere derived from multiple
data setsfrom Dutch studies on depression during adol escence.
The adol escents were asked to help Lisaand were able to do so
by performing 5 actions each day. Some of these actions had a
positive effect on their relationship with Lisa, and others had a
negative effect. During the day, a set time points, the
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adol escents received messages from Lisawith feedback on their
actions. After 5 days of playing, the adolescents were able to

Figure 2. Screenshot of the Moving Stories video game.

The program ended with a contact session for the whole class,
whichwasled by trainerswith lived experience with depression.
The trainerstold their own life stories about depression. Using
this life story and the experience the adolescents had in the
game, thetrainer discussed 5 first aid skillsthat the adol escents
could usewhen one of their friendswoul d experience depressive
feelings. A detailed description of the program is available in
the study protocol [20]. The adolescentsin the control condition
did not participate in any part of the Moving Stories program.
They only filled in the questionnaires, and their teachers
received information on depression and suicide as described in
the Procedure section.

M easures

Overview

We deviated from our study protocol by calculating McDonald
winstead of Cronbach a to assessthereliability of the measures.
Many scholars have argued that in most psychological research,
the assumptions made by Cronbach o are violated (eg, T
equivalence, normality, and a unidimensional scale), and that
W is a better aternative that can deal with these violations
[63-66]. We used the package psych in R (R Foundation for
Statistical Computing) to calculate the wtotal [67]. We did not
test the external validity of the various outcome measures. These
concepts have been studied in multiple studies on mental health
literacy and are related to behavioral outcomes. For example,
in a study by Yap and Jorm [68], the researchers found that
mental health first aid intentions predicted helping actions 2
years later.
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see afinal scenein which Lisa explained that she got help and
thanked the player for their effortsin trying to help her.

Davelopment Build

Outcome Measures

Overview

Mental hedlth literacy regarding depression was measured by
(1) symptom recognition, (2) first aid intentions, (3) knowledge
of first aid, (4) first aid confidence, (5) beliefs about help, and
(6) help-seeking intentions. Depression stigma was measured
by (1) persona stigma, (2) perceived stigma, and (3) social
distance. A full description of al the measures is given in the
study protocol [20].

Symptom Recognition

Symptom recognition was assessed using 3 vignettes with
gender-matched descriptions of adolescents aged 15 yearswith
depression, social anxiety, and psychosis [20,30]. Recognition
of depression was defined by labeling the person in the
depression vignette as depressed, whereas overestimation of
depression was defined by labeling the person in the social
anxiety or psychosis vignette as depressed. Responses to the
vignetteswere coded by undergraduate students (2 per vignette),
and incongruencies were discussed. For all the following
measures (unless otherwise mentioned), the vignette of the
person with depression was used as an example.

First Aid Confidence

Confidencein providing first aid was measured by asking how
confident the participant would be to help the person in the
vignette if they were afriend [47].

First Aid Intentions and Skills

To measure general first aid intentions, participants were asked
how much they agreed with the following statement: “1f [name
of the person in the vignette] was a friend, | would help
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him/her.” Specific first aid skills were assessed by asking
whether the participant would perform each action on alist of
12 helpful and harmful first aid actions[44]. The scoresfor the
harmful actions were reverse-scored. The helpful and harmful
action scales have both shown acceptable to good reliability in
aprevious study [44]. However, in this sample, reliability was
low for the 2 separate scales. We added up the helpful and
reverse-scored harmful itemsto create atotal scorefor first aid
skills, with higher scoresrepresenting better first aid skills. The
value of w was between 0.71 and 0.82 for al 4 time points.

Beliefs About Help

Beliefs about help were assessed by asking whether a specific
person would make the person’'s situation in the vignette
“better”; “not better”, “not worse”; or “worse.” A score for
beliefs about appropriate help was cal culated by adding up the
number of selected adult sources (ie, parent, other relative,
psychologist or socia worker, phone helpline, general
practitioner, teacher, school welfare coordinator or school
counselor, and religious leader) deemed to be helpful (better)
[47]. The value of w was between 0.67 and 0.74 for all 4 time
points.

Help-Seeking I ntentions

Help-seeking intentions were measured using the Genera
Help-Seeking Questionnaire, which has good interna
consistency and excellent test—retest reliability [69]. Average
scores for the following 3 scales were calculated: (1) general
help-seeking intentions (all categories; w between 0.78 and
0.82), (2) help-seeking intentions toward informal sources
(categories 1-4; w between 0.70 and 0.74), and (3) hel p-seeking
intentions toward formal sources (categories 5-10; w between
0.84 and 0.85). Higher scores indicated higher intentions.
Stigma

Stigmawas measured with 3 scales. Both persond and perceived
stigmawas measured using the Dutch Depression Stigma Scale
[70,71], whereas social distance was measured with the 5 items
from the Social Distance Scale for youths [71]. The origina
personal and perceived stigma scales have both shown
acceptable to good internal consistency [72], whereasthe Social
Distance Scale has shown excellent internal consistency [44].
Inthis sample, wwas between 0.62 and 0.67 for personal stigma,
between 0.74 and 0.83 for perceived stigma, and between 0.84
and 0.87 for socia distance. Higher scores for personal and
perceived stigmaindicated higher stigma, whereas higher scores
for socia distance indicated lower stigma.

First Aid Behavior

First aid behavior was measured by asking whether the
participant has had contact with someone who has experienced
a problem similar to the one seen in the vignette ever (before
the program) or within the past 3 months (at 3- and 6-month
follow-ups). If the participant answered yes or maybe, they were
then asked whether they offered the other person their help. If
so, or if they were unsure, they were asked what they did out
of the 12 actions and the open-ended option mentioned in the
First Aid Intentions and Skills section [44].
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Help-Seeking Behavior

Help-seeking behavior was assessed by asking whether the
participants themselves had experienced a problem similar to
the situation in the vignette. If they responded with yes or not
sure, they were asked whether someone had helped them with
this problem in the past 3 months and who this person was.
Multiple answers could be provided.

Distal Measure

Depressive symptoms were assessed with the Children’s
Depression Inventory [73,74]. The Children's Depression
Inventory comprises 27 items, each with 3 statementsto choose
from. The participants were asked to pick the statement that
best described how they felt in the previous 2 weeks.

Process Measures

Contamination Check

To check for possible contamination effects because of the
within-school randomization, participants in the control group
were asked at the 6-month follow-up whether they had heard
of the game Moving Storiesand, if so, whether they had played
it. If they indicated that they had played it, they were asked on
what platform they had done so.

Evaluation of Moving Stories

After the program, participants in the intervention group were
asked to evaluate the program Moving Sories with 7 items. To
distinguish between the different components of the program
and the study (ie, game, evaluation session, and research), the
participants were also asked which of the components they
would recommend to a friend if they had the opportunity to
participate in the study over the following year.

Statistical Analyses

Data preparation and descriptive analyseswere performed using
SPSS Statistics (version 25; IBM Corp) [ 75]. All other analyses
were conducted using R (version 3.5.1) [ 76]. We used multilevel
analyses in R instead of regression analyses according to the
intention-to-treat principle in Mplus [77], as described in the
study protocol. Multilevel analyses in R were chosen for 2
reasons. (1) because our data were nested within participants
and classes and therefore the analyses needed to account for
this nested structure and (2) because multilevel analyses do not
delete participants listwise, nor are imputations of data needed
[78,79]. We ran linear mixed-effects models for all continuous
outcome variables from preprogran measurements to
postprogram measurements, 3-month follow-up, or 6-month
follow-up and generalized linear mixed-effects models for all
binary outcome variables using the R Ime4 package [80]. We
included random intercepts per participant and per class, aswell
asarandom dopefor condition per class. Therefore, our random
effects structure modeled (1) baseline differences between
participants, (2) baseline differences between classes, and (3)
differences in the effectiveness of Moving Sories between
classes. By including random effects, we knew that the
differences between the experimental group and the control
group would not be biased by differences between the classes.
Therefore, the random effects structure benefited the
interpretation in this 2-group design. When random effect
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variances were estimated as O in one of our models, we
simplified the random effect structure of the model by first
omitting random correlations and, if necessary, the random
intercept for class. Asrecommended for confirmatory hypothesis
testing, the random slope for our predictor of interest (ie,
condition) was never omitted [81]. Time was set as a factor,
and al categorical predictors were coded using sum-to-zero
contrasts. All continuous predictors were standardized into Z
scores. The significance of the coefficients was tested using t
tests (2-tailed), with correction of the df based on the
Satterthwaite approximation. A chi-sguare test was used to test
if the condition had an effect on whether adolescents had
provided help to someonein their network with amental health
problem. We reported the estimate, 95% Cl, and 2-tailed t test
results with P<.05 for the linear mixed-effects models and the
odds ratio, 95% CI, and Z test results with P<.05 for the
generalized linear mixed-effects models. The other results can
be found in Multimedia Appendix 2 and the materials at the
Open Science Framework [82].

Open Science

All materials have been made publicly available via Open
Science Framework [82]. The design and analysis plansfor the
experiments were published before finishing data collection at
JMIR Research Protocols [20]. Deviations from the original
analysis plansare described in this manuscript or in the materials
at Open Science Framework.

Results

Participants

A total of 185 adolescents participated, with an age range of 12
to 15 years(mean 13.43, SD 0.67 years). Of the 185 participants,
101 (54.6%) were boys, and 179 (96.8%) were born in the
Netherlands. The educational levels of the classes were either
only preparatory secondary vocational education or preparatory
secondary vocational education including higher general
secondary education (low to middle level; 72/185, 38.9%) and
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preuniversity education (highest level; 113/185, 61.1%).
Approximately 91.9% (170/185) of the adolescents indicated
that they played video games and did so for an average of 8.48
(SD 7.26) hours per week.

Dropout at postprogram measurements (3/185, 1.6%) and the
3-month follow-up was low (11/185, 5.9%). At the 6-month
follow-up, approximately 89.7% (166/185) of the adolescents
finished the questionnaire (10% dropout). There were no
significant differences in study condition, gender, country of
birth, and gaming behavior and frequency among adolescents
who dropped out at the 6-month follow-up and adolescentswho
finished the final questionnaire. However, the adolescents who
did not finish the final questionnaire were significantly older
(t1gg=2.47; P=.01) and had higher depressive symptoms
(t,55=2.63; P=.009) and a lower educational level (x*=18.3;

P<.001) than the adolescents who finished the fina
guestionnaire.

Baseline Differences
Differences were found between the experimental and control
groups in terms of gender (x21:10.5; P=.001), whether the

adolescents generally played video games (x%=7.4; P=.007),
and number of hours playing video games (t;g; gg=2.93; P=.004).
In the experimental group, 66% (65/99) of the participantswere
male, whereas in the control group, 42% (36/86) were male.
Significantly more adolescents in the experimental group
indicated that they played video games, and they did so more
hours a week than those in the control group. We included
gaming frequency (standardized) and gender as covariates in
all models. Tables 1 and 2 show the descriptives of the outcomes
for both conditions. At preprogram measurements, the
experimental group had less adequate first aid skills than the
control group (t;g, 35=—2.09; P=.04) and more social distance
toward peers with depression (t;g5=—2.04; P=.04). Moreover,
the experimental group deemed more adults to be helpful than
the control group (t;g3;=2.07; P=.04).

Table 1. Percentages of adolescents who mentioned depression at the 3 vignettes (N=185).

Depression mentioned in vignette per group  Preprogram measurement

Postprogram measurement  3-month follow-up 6-month follow-up

n (%) N n (%) N n (%) N n (%) N

Depression vignette

Moving Stories 62 (63) % 90 (92) 98 70 (76)2 2 64(74) 86

Control 57 (66) 86 75 (89)° 84 71872 82  68(8Y) 80
Social anxiety vignette

Moving Stories 0(0) 929 2 (27 98 1(1)?2 92 1(1) 86

Control 1(1) 86 12 84 0(0)? 82 1(2) 80
Psychosis vignette

Moving Stories 13 (13) 99 34 (35)2 98 29 (32)2 92 21 (24) 86

Control 9 (10) 86 13 (15) 84 17 (21)2 82 20 (25) 80

3Primary outcomes.
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Table 2. Means and SDs of the outcomes of the continuous variables.
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Outcome and group Preprogram measurement,

Postprogram measurement,

3-month follow-up,  6-month follow-up,

mean (SD) mean (SD) mean (SD) mean (SD)

First aid confidence

Moving Stories 3.60 (0.89) 3.48 (1.02)2 3.47 (1.03) 3.29 (1.10)

Control 3.48 (1.03) 3.49 (1.02)° 3.46 (1.08) 355 (1.01)
General first aid intentions

Moving Stories 4.45(1.02) 4.27 (0.97) 4.25 (0.88)2 4.22 (1.01)

Control 4.42 (0.93) 4.25 (1L02) 4.23 (1.01)2 4.40 (0.92)
Specific first aid skills

Moving Stories 43.12 (4.61) 43.00 (4.76)2 42.55 (4.74)2 42.57 (4.47)

Control 44.41 (3.77) 43.18 (4.87) 43.87 (4632 43.59 (4.38)
Beliefs about help

Moving Stories 3.03 (1.63) 2.97 (1.79) 2.45 (1.63) 2.51(1.70)

Control 2.56 (1.45) 2.36 (1.56)2 2.29 (1.51)2 2.39 (1.56)
Help-seeking intentions (total)

Moving Stories 4,06 (0.98) 418 (1.02)2 3.98 (0.91)2 3.94 (0.83)

Control 3.87(0.90) 3.86 (0.81)2 3.85 (0.75) 3.85(0.75)
Help-seeking intentions (infor mal)

Moving Stories 4.83 (1.15) 4.86 (1.22) 4.85 (1.07) 4.85(1.07)

Control 4,79 (1.14) 4,67 (1.08) 4,61 (1.20) 4.72 (1.08)
Help-seeking intentions (formal)

Moving Stories 3.21(1.23) 3.42 (1.34)2 3.08 (1.28) 2.99 (1.23)

Control 2.93 (1.06) 3.00 (1.00)2 2,89 (0.94) 2.93(1.13)
Per sonal stigma

Moving Stories 18.56 (3.83) 17.74 (3.36)2 17.14 (4.10)2 16.81 (4.06)

Control 17.57 (3.70) 17.87 (3.58) 17.59 (3.55) 16.79 (3.47)
Perceived stigma

Moving Stories 22.71 (4.14) 22.24 (4.81)2 22.73 (4.90)2 22.62 (4.84)

Control 21.97 (4.48) 22.61 (4.70)2 22.01 (4.86)% 22.08 (4.28)
Social distance (stigma)

Moving Stories 14.27 (2.78) 14.56 (2.82)2 13.87 (3.03)2 14.19 (2.97)

Control 15.13 (2.91) 14,54 (2.87) 14.88 (2.99) 14.58 (3.06)

3Primary outcomes.

Outcome M easures

Symptom Recognition

No effects of condition on recognition of depressive symptoms
in the depression vignette or on overestimation of depressive
symptomsin the psychosisvignette were found from preprogram
to postprogram measurements and 3- and 6-month follow-ups.
For the social anxiety vignette, variance was close to 0
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(approximately no adolescents indicated they thought the
vignette was about depression); therefore, we did not conduct
any analyses on the social anxiety vignette.

First Aid Confidence

No effects of condition were found at the postprogram
measurement and 3-month follow-up for first aid confidence.
Participation in the experimental group predicted changes over
timein first aid confidence from the preprogram measurement
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to the 6-month follow-up compared with the control group
(b=-0.20, 95% CI -0.35 to —-0.05; tyg905=—2.61; P=.01).
Contrary to our secondary hypothesis, the experimental group
had a decrease in first aid confidence from the preprogram
measurement to the 6-month follow-up (tg=3.74; P<.001),
whereas this effect was not found in the control group.

First Aid Intentions

Participation in the experimental group did not significantly
predict changes over time in intentions for general or specific
first aid skills.

Beliefs About Help

Participation in the experimental group did not significantly
predict changes over time in beliefs about the helpfulness of
adults.

Help-Seeking I ntentions

Participation in the experimental group did not significantly
predict changes over time in help-seeking intentions toward
informal, formal, or all help sources.

Stigma

Participation in the experimental group, compared with the
control group, was related to changes over time in personal
stigmafrom pre- to postprogram measurements (b=—0.53, 95%
Cl -1.02 to —0.03; t;79.16=—2.08; P=.04) and from preprogram
measurements to the 3-month follow-up (b=-0.57, 95% ClI
-1.11 to -0.03; t17439=—2.07; P=.04). At the postprogram
measurements and 3-month follow-up, in line with our primary
hypotheses, personal stigma decreased significantly in the
experimental group (postprogram measurement: tg;=2.40, P=.02;
3-month follow-up: t4;=3.81, P<.001), whereasthiswas not the
casefor the control group. No effects of condition on perceived
stigma and socia distance were found at postprogram
measurement and the 3- and 6-month follow-ups, and the effects
on personal stigmadid not last at the 6-month follow-up.

First Aid Behavior

There were no significant differences at the 3- and 6-month
follow-ups between the experimental and control groups on
whether adolescents had provided help to someone in their
network with a mental heath problem. At preprogram
measurements, of the 71 participants who were in contact with
someone in their network with a mental health problem, 66
(93%) indicated having offered help. At the 3-month follow-up,
thiswas 89% (31/35 participants), and at the 6-month follow-up,
it was 67% (24/36 participants).

Help-Seeking Behavior

There were no significant differences at the 3- and 6-month
follow-ups between the experimental and control conditionson
whether adolescents had a personal experience with a mental
health problem. At preprogram measurements, 17.3% (32/185)
of the participants indicated whether they ever had a mental
health problem (or did not know for sure). At the 3-month
follow-up, 10.9% (19/174) of the participants indicated having
had a mental health problem in the previous 3 months (or did
not know for sure), whereas at the 6-month follow-up, thiswas
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5.4% (9/166) of the participants. None of the adolescents at the
3- and 6-month follow-ups mentioned that they had not been
hel ped.

Distal Measure

Participation in the experimental group was not related to
changes in depressive symptoms over time.

Process M easures

Contamination Check

In the control group, at the 6-month follow-up, 3% (2/80) of
the adolescents indicated that they had heard of Moving Sories.
None of them indicated they had played the game.

User Statistics

Most of the adolescents in the experimental group participated
intheintroduction and contact sessions (97/99, 98% and 93/99,
94% of participants, respectively). During the playing days,
49% (49/99) of the adol escents played the gamefor 5 days, 34%
(34/99) played it for 4 days, 14% (14/99) played it for 3 days,
and 3% (3/99) played it for <2 days.

Evaluation of Moving Stories

The adolescentsin the experimental group rated Moving Sories
positively at the postprogram measurements. When asked
whether they would recommend elements of the study and
program to a friend, 92% (90/98) of the adolescents indicated
they would recommend the game, 66% (65/98) indicated they
would recommend the contact session, and 79% (77/98)
indicated they would recommend the research element. Of the
98 adolescents, 75 (77%) understood the game, 67 (68%)
thought they had learned something from it, and 74 (76%) were
interested in how Lisa would be doing in 6 months. Fewer
adolescents rated the contact session positively (44/98, 45%);
however, 53% (52/98) of the adolescents indicated that they
had learned something from it. Approximately 40% (39/98)
indicated that they would play the game a second time to get a
better score. Interms of stigmatizing attitudestoward Lisa, 23%
(23/98) of the adolescents indicated that they would not hang
out with Lisain daily life, whereas the others were neutral or
positive toward her.

Discussion

Principal Findings

The goal of this cluster randomized controlled trial was to test
the effects of the newly devel oped game-based school program
Moving Stories [20] on mental health literacy and stigma
regarding depression in adolescents.

We found that participation in the Moving Stories program
reduced personal stigmaover time compared with participation
in the control condition. These results are in line with previous
research showing that contact with someone with lived
experience can reduce stigma [39]. Interacting with a video
game character with depressive symptoms combined with
meeting someone with lived experience in the Moving Stories
program seemed to be similarly effective, at least in terms of
immediate effects. However, improvements in persona stigma
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did not continue beyond 3 months, and the effects could be a
result of regression to the mean [83]. These results suggest that
repeated conversations about mental health in the classroom or
increased interactions with people with mental health disorders
(either virtually or face-to-face) may be needed to achieve
longer-lasting improvements. Furthermore, implementing
booster sessions with the game may be beneficia as well
[84-86].

Contrary to our secondary hypothesis, wefound that adolescents
inthe Moving Stories group wereless confident about providing
help at the 6-month follow-up compared with adolescents in
the control group; however, there were no group differences at
the 3-month follow-up or after the program. The adolescentsin
the Moving Sories group may have felt less confident after 6
months about remembering and applying the helpful skillstaught
in the Moving Stories program, whereas the adolescents in the
control group had no knowledge of whether specific skillswere
helpful or harmful. Indeed, we did not find any effects on first
aid skills. It could be that, for confidence to increase, a strong
and longer-lasting knowledge improvement would be needed.

No group differenceswere found for symptom recognition, first
aid intentions, beliefs about the hel pfulness of adultsin general,
help-seeking intentions in general, or toward informa and
formal sources specifically. We did not find group differences
in perceived stigma, social distance, or providing and seeking
help. The null resultsin our study are not in line with previous
work, as other mental health literacy programs have been found
to be effective in improving mental health literacy, specifically
intermsof knowledge[43,44,47]. An explanation could be that
our study was conducted on apopulation of younger adolescents.
Most successful mental health literacy programs have been
tested on older adolescents [43,44], and a study with younger
adolescents found weaker effects [45]. Younger adolescents
may be less devel opmentally equipped or lack experience with
depressed peers to relate to the topic [45]. Another reason for
not finding significant effects could be that the content of the
Moving Stories program was not sufficient to improve mental
health literacy. Other mental health literacy programs have
incorporated didactic sessions in which facts about depression
and first aid skills are explained. The Moving Stories program
did not include didactic sessions but was focused on learning
by doing [50]. It is possible that the experiences in the video
game did not sufficiently lead to improved knowledge. As the
contact session took approximately 50 minutes and focused on
sharing experiences and trand ating the story of Lisato the real
world, providing information about depression was not
prioritized. Future iterations of Moving Stories could combine
the learning by doing in the video game with the didactic
sessionsfrom other programsto improve its effectiveness. This
might be especially beneficial for a younger, less-experienced
group of adolescents. Finally, it could also be that we did not
have sufficient power to show effects in a Dutch context. We
based our power analysis on an Australian study; however, the
contexts of the 2 countries might have differed too much. Future
studies in a Dutch context with Moving Sories, or any other
mental health literacy program, should start with a lower
expected effect size.

https://mental .jmir.org/2022/8/e26615
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Finally, the process eval uation showed that Moving Sorieswas
well-received by the adolescents, and adherence to the full
program was high. Thisisasimportant asthe stigmaresults, as
both digital and nondigital mental health programs often suffer
from engagement problems [87]. If we want a school program
to be successful outside the research context, we need
adolescents to be intrinsically motivated to participate in the
program. Although the Moving Stories program does not have
the same entertainment goals as the video games adolescents
play today, adolescents in our study were still engaged by the
game and interested in the content of both the game and the
contact session.

Strengthsand Limitations

This study used a rigorous design to test the effects of a new
mental health literacy program. Most studies on the effects of
health literacy programs do not include a control group, and
very few studies test the effects over a longer period [40-42].
Another strength of this study is the assessment of =1 element
of mental health literacy [21]. Many studies on mental health
literacy focus solely on knowledge of depression facts[88]. In
this study, we also assessed knowledge of available help, first
aid skills, and help-seeking and first aid intentions.

A limitation of our study was the difference between dropouts
and completers at the 6-month follow-up. Age and education
level differencesin attrition were mostly because of aclassthat
received the questionnaire right before the Christmas break and
therefore received fewer reminders. Compared with the other
classes, adolescents in this class had a higher mean age and
lower educational level. However, this particular class did not
explain the attrition differences found in depressive symptoms.
Adolescents with depressive symptoms may have been less
comfortable with answering questions about their mental state
and therefore did not fill in subsequent questionnaires [89-91].
In addition, all participants were made aware that in the
exceptional case that the data showed that the adolescent was
feeling very bad, they themselves and their parents would be
contacted by the research team. To avoid such a cal, the
adol escents could have chosen not to fill out later questionnaires.

A second limitation was the relatively low reliability of some
of the outcome measures (ie, beliefs about help and personal
stigma). These outcomes should beinterpreted with caution. In
general, low psychometric quality is found for mental health
literacy measures[88] and, to enable comparisons, weincluded
guestionnaires that were used in studies on one of the most
rigorously evaluated mental health literacy programs (teen
Mental Health First Aid [44]). Although the use of vignettes
had the benefit of not relying on labels to assess mental health
first aid, a disadvantage was that we did not know what the
effects of repeated use of the vignetteswere. However, our study
did show a variety in responses to the vignettes over time,
meaning that the participantsdid not simply repeat their answers.
More work is needed to develop measures of good quality that
help us assess the effects of mental health literacy programs
more effectively [88].

Finally, we were unable to explore the behaviora effects of the
Moving Sories program because of small subsamples and
differences at baseline in the quality of the provided help
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between the 2 conditions. If we are interested in studying
whether adolescents show appropriate and effective behavioral
responses when coming into contact with a friend with
depressive symptoms after participation in a mental health
literacy program, long-term follow-ups with larger samplesare
needed to allow for the occurrence of such an event. Moreover,
assessing reaching out for help next to assessing receiving help
would provide even more useful information.

Future Directions

On the basis of the results of this study, we have several
recommendations for future directions of the Moving Sories
program specifically and mental health literacy programs in
general. One recommendation is to compare the effects of a
mental health literacy program between younger and older
adolescents. The original idea of Moving Sories was to teach
adolescents first aid skills and help-seeking behavior before
most mental health problems occurred. However, it could be
that a mental health literacy program is more effective when
students have experienced mental health problems themselves
or intheir social environment, which is more likely when they
are older. Another recommendation is to tailor mental health
programs to the preferences of the users. This becomes amore
feasible option when digital tools are used and might improve
their effectiveness [87]. For example, for Moving Sories, we
could create amale or nonbinary version of Lisa and increase
the number of first aid and dialog options in the game. Then,
the game could be tailored to the preferences of auser but also
to their knowledge and experience level. Finaly, although many
programs, both for mental health literacy and stigma, include

Tuijnman et al

the presence of aperson with lived experience, the organization
of these sessions on a large scale has proven to be difficult.
Other options could beto include video material of peoplewith
lived experience while aschool mental health professional leads
adiscussion. An added benefit is that the students participating
in these discussion sessions are immediately in contact with
someone who can provide help if they need it.

Conclusions

The results of this clustered randomized controlled trial seem
to show that the Moving Stories program could be effective in
reducing persona stigma regarding depression in adol escents,
although the effects were small. Moreover, the program was
well-received and well-adhered to, something that can be
difficult to achieve with young adolescents. Inits current form,
the Moving Sories program had no effect on mental health
literacy components, perceived stigma, or social distance. Our
results suggest that a larger sample might be needed to show
the effects on a Dutch adol escent population. Nevertheless, the
stigma results and positive eval uations may be a good stepping
stone for further iterations of the program. Combining the
program with didactic elements from other programs and
scheduling regular follow-up conversations in the classroom
might improve theseresults. Moreover, tailoring the video game
to each individual player's preferences and skill level could
further increase its effects. With better results and after showing
itseffectivenessin studieswith larger sample sizes, the program
could be implemented in schools to improve help-seeking in
adolescents and reduce the negative consegquences and burden
of depressive symptoms.
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Abstract

Background: Smartphone self-monitoring of mood, symptoms, and contextual factors through ecol ogical momentary assessment
(EMA) provides insights into the daily lives of people undergoing psychiatric treatment. Therefore, EMA has the potentia to
improve their care. To integrate EMA into treatment, a clinical tool that helps clients and clinicians create personalized EMA
diaries and interpret the gathered data is needed.

Objective: This study aimed to develop a web-based application for personalized EMA in specialized psychiatric carein close
collaboration with all stakeholders (ie, clients, clinicians, researchers, and software devel opers).

Methods: The participants were 52 clients with mood, anxiety, and psychotic disorders and 45 clinicians (psychiatrists,
psychologists, and psychiatric nurses). We engaged them in interviews, focus groups, and usability sessions to determine the
requirements for an EMA web application and repeatedly obtained feedback on iteratively improved high-fidelity EMA web
application prototypes. We used human-centered design principles to determine important requirements for the web application
and designed high-fidelity prototypes that were continuously re-evaluated and adapted.

Results: The iterative development process resulted in Personalized Treatment by Real-time Assessment (PETRA), whichisa
scientifically grounded web application for the integration of personalized EMA in Dutch clinical care. PETRA includesadecision
aid to support clients and clinicians with constructing personalized EMA diaries, an EMA diary item repository, an SMS text
message-based diary delivery system, and a feedback module for visualizing the gathered EMA data. PETRA isintegrated into
electronic health record systemsto ensure ease of use and sustainableintegration in clinical care and adheresto privacy regulations.

Conclusions: PETRA was built to fulfill the needs of clients and clinicians for a user-friendly and personalized EMA tool
embedded in routine psychiatric care. PETRA isuniquein this codevel opment process, its extensive but user-friendly personalization
options, its integration into electronic health record systems, its transdiagnostic focus, and its strong scientific foundation in the
design of EMA diaries and feedback. The clinical effectiveness of integrating personalized diaries via PETRA into care requires
further research. As such, PETRA paves the way for a systematic investigation of the utility of personalized EMA for routine
mental health care.
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Introduction

Background

Ecological momentary assessment (EMA; also referred to as
the experience sampling method or ambulatory monitoring) [1],
isanincreasingly popular self-monitoring method to gain insight
into daily life experiences relevant to mental health problems.
With EMA, clientsmonitor their daily lifeasitislived viashort
guestionnaires (ie, diaries) on their smartphones. Several times
per day, they ratetheir experienced symptoms, affect, thoughts,
activities, and (social) contexts [2]. In research, EMA has
already been applied to improve our understanding of mental
disorders by examining how symptoms fluctuate in daily life,
in relation to stressful and rewarding events, and in a diverse
range of mental disorders [3-6]. Increasingly, researchers and
scientists are recognizing the potential of EMA as a tool for
improving mental health care [7-10]. Self-monitoring through
EMA and visuaizing the data in EMA feedback may offer
clients and clinicians relevant insights into the person-specific
mechanisms that contribute to clients’ mental health problems
[8].

EMA asa Self-monitoring Tool

In many medical disciplines, self-monitoring of, for example,
daily blood pressure or glucose levels, is already a common
practice and isinformative for diagnosis and treatment planning
[11,12]. Similarly, mental health trestment may benefit from
the self-monitoring of daily symptoms, (social) contextual
experiences, and treatment-related factors [13]. Indeed, for this
reason, many mental heath treatments such as cognitive
behavioral therapy already use someform of (paper-and-pencil)
self-monitoring [14], and routine outcome monitoring is well
established [15]. However, EMA isboth more detailed and more
frequent than existing monitoring methods. Typically, EMA
assesses momentary experiences (“right now, | feel cheerful”),
which can be rated on a visua analog scale ranging from 0O to
100 (“not at al” to “very much,” respectively). In mental health
care, momentary experiences can pertain to symptoms (eg,
sadness, restlessness, or hearing voices) or other factorsrelevant
to treatment (eg, harmful or helpful thoughts and behaviors).
The number of EMA assessments per day, aswell asthetiming
and duration of the assessments, depend on the goal of the EMA
diary and the experienced burden of completing the diaries.
Most EMA studies thus far have used 3 to 10 assessments per
day for 1 to 2 weeks[16,17], whereas some have monitored for
up to 4 months [18].

Clinical Promiseof EMA

Self-monitoring through EMA is suggested to improve clients
self-management by increasing their insights into their
well-being. By frequently reflecting on one’'s symptoms and
learning what types of activities or situations positively or
negatively influence well-being, clients may become more in

https://mental .jmir.org/2022/8/€36430

control [19]. As such, EMA self-monitoring may be an
intervention in itself. In addition, EMA data can be visualized
to enhance the understanding of clients' personal mechanisms
that contribute to mental health problems. Such EMA feedback
could be as simple as demonstrating variability in affect or
showing contexts in which clients have complaints. As EMA
is suggested to be unaffected by memory biases [20], such
feedback could provide amorereliable overview of how clients
fared between treatment sessions. This could improve shared
decision-making and the therapeutic aliance (ie, the
client-clinician relationship, involving an agreement on the
goalsand tasks of treatment, aswell astheir interpersonal bonds
[21]) [10,19]. Therefore, EMA feedback could form the basis
of amore collaborative approach to diagnosis and intervention,
where clients and therapists use EMA data to decide together
on the next treatment step.

Empirical Evidencefor Clinical Effectivenessof EMA

Thefirst empirical investigationsinto the clinical effectiveness
of EMA are promising. In qualitative research, clients and
clinicians describe the beneficial effects of EMA on client
self-management, therapeutic aliance, and treatment
effectiveness [22-25]. This is supported by a clinical trial
demonstrating that adding EMA monitoring and feedback to
antidepressant treatment was more effective in reducing
depressive symptoms than using antidepressant medication
alone [26], and it improved clients’ feelings of empowerment
[27], emation differentiation [28], and behavioral change[29].
However, 2 other clinical trialsdid not replicate these beneficia
effects in individuals with depression in routine care [30] and
individualsreporting aloss of interest and pleasure (anhedonia)
[31]. Thisdiscrepancy may be becausein clinical trialsthusfar,
EMA diaries have been standardized for al clients. This
insufficiently relates EM A feedback to clients’ treatment goals,
making the EMA less effective, and may increase the burden
for clients, who have to frequently answer questions that are
irrelevant to their current situation [32]. Therefore,
personalization of the EMA seemsto be a core requirement for
successful clinical implementation.

Developing Web-Based EM A Technology

Given that clients, clinicians, and researchers aign in their
positive evaluation of theclinical utility of EMA, thefield needs
aflexible, user-friendly, and evidence-based application for the
use of personalized EMA diaries in mental health care. More
specifically, this entails the development of a digital
infrastructure that enables clients and clinicians to intuitively
construct personalized EMA diaries, deliver them to clients
smartphones, and dynamically visualize the gathered EMA data.

In this paper, we describe the development of Personalized
Treatment by Real-time Assessment (PETRA), a web-based
application that enables the use of personalized EMA diaries
in Dutch mental health care. PETRA was built into electronic
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health record (EHR) systems to ensure sustainability and easy
access. The web application comprises a decision aid to help
clients and clinicians construct personalized EMA diaries, an
EMA diary item repository, a diary delivery system, and a
feedback module to visualize the gathered EMA data. PETRA
was developed in close collaboration with clientsand clinicians
as they will be the primary users. Involving them early in the
development processis crucial to ensure the uptake of PETRA.

Methods

Study Design

PETRA was developed using the road map of the Center for
eHealth Research (CeHRes) of the University of Twente, the
Netherlands [33]. The road map comprises 5 iterative phases.
Inthefirst 2 phases of the CeHRes road map (contextual inquiry
and vaue specification), we conducted focus groups and
interviewsto identify the needs and requirements of the rel evant
stakeholders, clients and clinicians, for a personalized diary
web application [34]. The next phase (design) comprised an
iterative design process in which prototypes were devel oped,

Boset d

evaluated, and adapted frequently based on feedback from
clientsand clinicians[35]. In this paper, we describe the results
of these 3 phases and the resulting PETRA web application.
Thefinal 2 phases of the CeHRes road map (operationalization
and summative evaluation) will involve implementing the web
application and evaluating its use in practice.

During each of these phases, stakeholderswere actively involved
to ensure their perspectives are integrated into PETRA. The
CeHRes road map follows human-centered design principles,
attempting to understand the needs of users and actively
involving them in designing sol utions to meet these needs[36].
Therefore, the PETRA project team was multidisciplinary and
comprised the core scientific team; a scientific programmer;
the RoQua devel opment team to ensure sustainable embedding
in existing mental health care software; a user experience (UX)
designer to integrate the needs of all stakeholders; and client
and clinician representatives engaged in interviews, focus
groups, and usability sessions. All team members critically
reviewed the prototypes, which were then continuously adapted
and re-evaluated (Figure 1).

Figurel. Overview of the developmental phasesof PETRA (Personalized Treatment by Real-time Assessment). EMA: ecological momentary assessment.

Phase 1 and 2: Identifying
requirements of clients and clinicians

Focus groups and
interviews

Developing lists
of requirements and of
relevant EMA constructs

Data saturation reached?

(4 %

No - Backto Yes - Move to
previous step Phase 3

Setting and Participants

The PETRA web application was developed from 2016 to 2022
at the Department of Psychiatry, University Medical Center
Groningen (the Netherlands), facilitated by iLab, acollaborative
initiative to implement scientific innovations into clinica
practice [37]. PETRA’s software was built into RoQua [38], a
nonprofit web-based questionnaire system for research and care.
RoQua is fully integrated into the EHR systems of several
mental health care facilities in the Netherlands, which are part
of the Rob Giel Research Center (RGOc) [39]. The facilities
participating in this collective mostly provide secondary or
tertiary (specialist) mental health care services to clients
presenting with a diverse range of mental disorders, such as
major depression, bipolar disorder, anxiety disorders, and
psychosis.
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Participant Recruitment

Participants comprised a convenience sample of clients and
clinicians recruited from RGOc facilities, who took part in
interviews, focus groups, and usability sessions. All clientswith
a (self-reported) history of mental health problems (regardless
of type) were eligible to participate in the study. Similarly, all
cliniciansworking in an RGOc facility wereeligible. Clinicians
could be psychiatrists, psychologists, or psychiatric nurses.
Participant characteristicsfor the first 2 phases can befound in
the studies by Bos et a [22,23] but were not systematically
collected in the design phase. The clients were informed of the
PETRA project by the RGOc coordinator of the client
representatives or their clinician. If interested, clients received
a flyer and, after providing consent, were invited for an
interview, focus group, or usability session. The clients were
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reimbursed for their time (€10 [US $10.18] per hour). Clinicians
wereinvited based on prior participationin ongoing diary studies
or their expressed interest in PETRA during (department)
presentations. Both clients and clinicians were invited to join
multiple onsto offer feedback on the adaptationsthat were
made.

Ethics Approval

The University Medical Center Groningen Medical Ethics
Committee exempted thisresearch from afull review (reference
number 201900401). Clients signed awritten informed consent
formto participate in the focus groups, interviews, and usability
sessions.

Phases1and 2: | dentifying the Requirementsof Clients
and Clinicians

Phases 1 and 2 aimed to identify perceived problems in the
status quo of mental health treatment, perceived advantages and
challenges of personalized electronic diaries, and core
requirements for the EMA web application to be devel oped.
In-depth quaitative interviews and focus groups were conducted
with 40 clientsand 27 clinicians between June 2016 and March
2018 on the perceived utility of EMA for psychiatric care and
perceived important requirementsfor aclinical EMA tool. Focus
groups with clients or clinicians were conducted in groups of
3to 7 participants until data saturation was reached (ie, no new
themes emerged). The focus groups and interviews were part
of 2 qualitative studies that broadly focused on identifying
applications of EMA in diverse clinica contexts and
implementation requirements. For more details, we refer the
reader to previous studies [22,23] (for interview guides, see
Table S1 in Multimedia Appendix 1). In this paper, we
specifically discuss the resulting recommendations for the
development of an EMA tool on which PETRA was based.
Furthermore, in this phase, we compiled a list of potentially
relevant constructs to assess personalized EMA diaries. On the
basisof previous EMA research and subsequent suggestions by
clientsand clinicians, each construct waslinked to related EMA
diary items (eg, “1 feel anxious’ for the construct “Anxiety”).

Phase 3: Development of PETRA Prototypes

Overview

On the basis of the recommendations in phases 1 and 2, we
designed prototypes for the web-based personalized EMA tool
PETRA. These were continuoudly tested and redesigned in
usability sessions with clients and clinicians held from May
2019 to August 2021. Owing to the COVID-19 pandemic, all
usability sessions after March 2020 were conducted via video
cals (for interview guides, see Table S1 in Multimedia
Appendix 1). At each session, the researcher FB and UX
designer TV were present. After each session, they wrote a
report with the main recommendations. The participants were
invited to provide feedback on this report.

Sessions With Clinicians

On the basis of phases 1 and 2, clinicians were considered the
primary users of the decision aid and feedback module: they
would need to integrate PETRA into their working routines and
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introduceit to clients. Therefore, most of the usability sessions
were held with clinicians. A total of 18 clinicians participated
in 21 of the 31 usability sessions (5/18, 28% were men).
Approximately 77% (24/31) of the sessions were held
individualy, and 23% (7/31) of the sessionstook placein groups
of 2to 3 clinicians. Most clinicians were psychol ogists (10/18,
56%), followed by psychiatrists (4/18, 22%) and psychiatric
nurses (4/18, 22%). Of the 18 clinicians, 7 (39%) participated
once, 8 (44%) participated twice, and 3 (17%) participated
thrice. During each session, clinicians were asked to describe
their thoughts and expectations regarding EMA and their
requirements for a diary web application. Subsequently, the
clinicianswerewalked through adigital prototype of the PETRA
web application. They were encouraged to describe what they
saw on the screen and provide their initial thoughts on each
page (the think-aloud method). When the clinicians offered
suggestions for improvement, follow-up questions were asked
until an in-depth understanding of the proposed adaptation was
reached. The clinicians were aso invited to explain how they
would use PETRA in treatment and to suggest new features or
feedback types.

Sessions With Clients

A total of 12 clients participated in =1 of the 4 usability sessions,
which were similar to those with the clinicians. Clients were
currently or had been previously in treatment for mood,
psychotic, or anxiety disorders (8/12, 67% were men). Of the
12 clients, 9 (75%) participated in 1 usability session, and 3
(25%) participated in 2 sessions. The sessions took place in
groupsof 3to 7 clients. One of the sessions specifically focused
on designing low-fidelity (paper-and-pencil) prototypes for
EMA diary feedback. The other usability sessions were used to
obtain feedback on the digital high-fidelity prototypes of the
PETRA web application. Feedback was sought on the workflow
and itsintended use in treatment.

Data Analysis

Theinterviews and focus groupswere transcribed and analyzed
thematically using the Qualitative Analysis Guide of Leuven
[40]. Briefly, this approach involves the identification of
important themes within qualitative data, which are then
iteratively verified against the transcripts. Further details are
provided el sewhere[22,23]. Theresulting themesregarding the
requirements of aclinical EMA tool are described in the Results
section.

After each usability session, wireframes were created with the
proposed changes to the PETRA web application (see Figures
2-4 for example wireframes or adide-by-dlide overview onthe
PETRA website[41]). A wireframeisablueprint that explicates
the flow throughout the web application. Intotal, 9 low-fidelity
wireframes of the overarching structure and workflow of
PETRA were designed, each version improving upon the
previous one. The final ninth wireframe was used for the next
stage, which focused on determining the types of content,
visuals, and graphs depicted on the screens. This stage
comprised 15 high-fidelity wireframes, which were again
improved iteratively.
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Figure 2. The first wireframe that was designed of the first page of the decision aid, on which participants select the goal of the EMA diary. The
usability sessions indicated a need for an introduction and a more detailed progress menu. More detailed wireframes can be found here [41]. EMA:
ecological momentary assessment.

X | |

Which protocol do you want to follow?

Selected goal

Diagnostics: general X

Dlscover associations between complaints

What do you specifically want to investigate?

This is goal #1

This is goal #2

This is goal #3

This is goal #4

Next step

Figure 3. The ninth wireframe that was designed of the first page of the decision aid, on which participants select the goa of the EMA diary. As
suggested in usability sessions, it incorporates an introduction and a more detailed progress menu. More detailed wireframes can be found here [41].
EMA: ecological momentary assessment.

Welcome to PETRA Progress diary
Easily compile your own diary here
and and type of diary -

PETRA helps you to compile your own diary. You start by selecting a goal: what should the diary
Selected goal

help you with? Next, you chaose the diary topics and questions, Finally, you decide when and
how often the diary should be completed. On the right side of the screen, you can view your Discover associations between behavior and complaints
progress and your decisions. Make a decision

What is the goal of the diary?

2 Topics and questions +

Discover associations between behavior and complaints x
This goal can ba d at random or at fixad

3 Configure and finalize diary +

Further specify the goal

What is the impact of lifestyle on my complaints?
This goal can be d at random or at fixed

How do my complaints relate to each other?
This goal can be d at random or at fixed

What triggers my complaints?

This goal can be d at random or at fixed

What is the impact of sleep on my wellbeing?
This goal is assessed once per day at a fixed moment

make a decision first
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Figure4. Thefina (visual) design of thefirst page of the decision aid, on which participants select the goal of the EMA diary. More detailed wireframes
can be found here [41]. EMA: ecological momentary assessment.

Results
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Welcome to PETRA

Easily compile your own diary here
Determine the goal and focus of the diary.
PETRA will suggest relevant diary questions. Please adapt as you see fit

On the right you can view your progress with compiling the diary.

What is the goal of the diary? question 1/ 4

Discover what influences my complaints )
This goal can be assessed at random momants or at fixed moments

Further specify the goal question 2/ 4

What is the impact of lifestyle and sleep on my complaints?
This goal can be assessed at random moments or at fixed moments

What triggers my complaints?
This goal can be assessed al random moments or af fixed momenis

What helps me cope with my complaints?

This goal can be assessed at random moments or af fixed moments

What is the impact of my thoughts?
This goal can be assessed at random momaents or ar fixed moments

How do my physical and psychological complaints relate to
each other?

This goal can be assessed at random moments or at fixed moments

Chc-ése questions

Compile a diary in 3 steps

1. Select a goal ~

Discover what influences my complaints

2. Select diary topics and questions

3. Configure and finalize diary

perceived advantages and challenges of personalized electronic

Phases 1 and 2: Core Requirements of PETRA

Overview

The first 2 phases of the CeHRes road map resulted in an
in-depth overview of clients' and clinicians' perceptions of
perceived problemsin the status quo of mental health treatment,

diaries, and core requirements for the EMA web application to
be developed (Table 1). The core requirements were (1)
extensive possibilities for personalization, (2) resource

efficiency, (3) scientifically grounded and provided by atrusted
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source, and (4) meeting the demands regarding privacy and safe
data storage. Relevant quotes can be found in Table S2 in
Multimedia Appendix 1.
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Table 1. Resultsof phases 1 and 2 of the Center for eHealth Research road map in the devel opment of the PETRA (Personalized Treatment by Real-time

Assessment) application.

Theme Description

Problems clients and cliniciansidentified in the status quo of mental health treatment

Reliability or efficiency
of current monitoring ~ »
instruments .

throughout the day

Often paper-and-pencil based and deemed less reliable and efficient
Often focus too much on symptoms and fail to take important contextual factors and strengths into account
Usually only administered 1 to 2 times per month; missing relevant information about clients’ daily lives

«  Usualy not person-specific enough to be directly relevant to clients

Insights

bias)

Therapeutic aliance

Per ceived advantages of personalized electronic diaries
Reliability or efficiency
forgotten or ignored

Insight .
client self-management

Limited insight into overall progress and treatment outcomes

Limited insight into the effects of treatment or lifestyle adaptations

Limited insight into the frequency and severity of symptoms and when they occur

Limited insight into triggers and relapse signals

Recall of well-being in between sessionsisbiased by current mood or otherwise difficult torecall for clients (recall

Knowledge imbalance between client and clinician, weakening the therapeutic alliance

Current monitoring instruments are often not discussed in treatment, weakening the therapeutic alliance
Limited contact between client and clinician in between sessions

Client does not believe in the current treatment approach as the effects are not clearly visible

More reliable and efficient as assessments take place multiple times per day via smartphone and are less easily

Offersinsightsinto progress, treatment effects, and the flow of symptoms throughout daily life, thereby increasing

. Offersinsightsinto contextual factors and personal strengths

Therapeutic alliance .

Client and clinicians share the same information and can, therefore, collaborate more easily

« Relevant diary feedback can more easily be integrated in treatment, strengthening the therapeutic alliance and

clients' trust in their clinician

Perceived challengesin constructing personalized electronic diaries

Diary construction .

What kind of clinical questions can be answered with electronic diaries?

«  How to formulate or select relevant and valid diary items?
«  How to determine the number of assessments per day, balancing client burden and the number needed to answer

aclinical question?

«  How to determine the necessary diary schedule (eg, time-contingent or event-contingent) for a clinical question?
«  How to make sure the diary maximizes its advantages and minimizes disadvantages?

Diary feedback .

How to automatically analyze and visualizethe diary datawithout the need for statistical knowledge of the clinician?

« How tointerpret the diary feedback in aclinical context?

Personalization

All clients and clinicians stressed the necessity for extensive
personalization of the diary content, schedule, and duration.
They suggested that clients and clinicians should be able to
compile different EMA items based on the clients’' current care
needsin aflexible manner. Thismeansthat EMA diaries should
be transdiagnostic and adaptable in diverse stages of treatment.
The aternative, where diaries are constructed based on client
diagnosis, was viewed as limiting, more burdensome, and not
inline with the real-world situation where many clients present
with symptoms of multiple diagnoses. Furthermore, EMA diaries
should not only focus on symptoms but also on personal
strengths and (social) contextua factors. This need for
personalization has also been highlighted in research on
monitoring in general [32,42,43].

https://mental .jmir.org/2022/8/€36430

Resource Efficiency

Both clients and clinicians emphasized that the use of EMA in
treatment should be easy, time efficient, and fit with the existing
workflow of clinicians. This means that constructing
persondized EMA diaries and interpreting the resulting feedback
should be intuitive and cost clients and clinicians limited time,
effort, and resources. This corresponds with research
demonstrating that eHealth is most useful if it matches client
and clinician expectations[44]. Thus, the web application should
be largely automated and integrated into existing digital
infrastructures used in mental health care, preferably the
clinician’s EHR system.

Scientific Background

Clients and clinicians indicated that they found it difficult to
assess the effectiveness of eHealth applications, which
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correspondsto eHealth research [45,46]. Therefore, they stressed
the need for aweb application that is scientifically grounded so
that the resulting diary and feedback are valid, trustworthy, and
according to scientific standards for EMA [16]. Furthermore,
ascliniciansare not primarily trained in the innovative methods
and statistics necessary for constructing and analyzing diary
data, they indicated that the web application should help them
with constructing diaries and interpreting feedback.

Privacy

Thefina corerequirement clientsand clinicians mentioned was
that the gathered diary data should be safely stored, protecting
the privacy of clients, according to data protection laws (eg, the
General Data Protection Regulation [GDPR] law of the
European Union). Given thefar-reaching personalization of the
diaries, the data should be treated accordingly.

Phase 3: Design of PETRA

Overview

The core requirements for a web application for personalized
EMA diariesweretranslated into the current design of PETRA.

Figure5. Overview of PETRA.
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PETRA was developed as a web-based application, built into
EHR systems via RoQua. As per the suggestion of clinicians,
this means that clients and clinicians do not need additional
log-in data, and clients do not need to install an app on their
phones, allowing easy access for both. PETRA was devel oped
for adult clients diagnosed with mood, anxiety, or psychotic
disordersreceiving treatment in specialized mental health care.
Proficiency in the Dutch language and client possession of a
smartphone with internet access are required to use PETRA.

PETRA comprises four main parts: (1) a decision aid, (2) an
item repository of diary items, (3) an SM S text message—based
diary delivery system, and (4) afeedback module. An overview
of the various parts of PETRA is shown in Figure 5. Each part
wasiteratively evaluated and adapted based on the feedback of
clients and clinicians, who mostly agreed on the design of
PETRA's features. PETRA was designed to be used
collaboratively: clients and clinicians together decide on the
goal, content, and schedule of the EMA diary and interpret the
feedback together. Clients have access to the decision aid and
feedback modulesviatheir clinician. PETRA'sstepsare outlined
in more detail in the following sections.

:: Themes and

Decision aid,
including the item repository in step 2

Decision Aid

A decision aid was developed to assist clients and cliniciansin
constructing personalized EMA diaries. This decision aid is
intended to be used collaboratively by clients and clinicians.
Thefollowing specifications can be personalized viathe decision
aid: (1) the content (or diary items), (2) the number of
assessments per day, (3) the diary schedule (timing of the
assessments), and (4) thelength of the EMA monitoring period.
These specifications depend on the intended goal of the diary,
anticipated burden for the client, and the client’s main symptom
profile.

PETRA's decision aid was developed based on the results of
phases 1 and 2 and guidelines for designing EMA studies
[16,47]. First, we developed a list of clinical goals for which
personalized EMA may be insightful. Such goals include, for
example, gaining insights into the effects of lifestyle on
well-being or monitoring the effects of medication. Each goal

https://mental .jmir.org/2022/8/€36430
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Feedback
module

Diary delivery
system

islinked to potentially relevant EM A items, apreferred number
of assessments, apreferred diary schedule, and apreferred diary
period (Tables S3-S5in Multimedia Appendix 1). Thismatching
process was based on clinical EMA research demonstrating the
requirements for different types of research questions. For
example, if gaining insightsinto contextual factorsisthe primary
goal, the best practice in EMA research is to opt for a
semirandom diary schedule, in which the assessments are
randomly generated within multiple predefined time blocks.
Thisisgenerally considered the most ecologically valid way of
gaining an overview of someone’s activities and events during
the day [48].

In additionto the goal, clientsand clinicians select the symptom
profile they wish to focus on. We developed alist of prevalent
symptom profiles in specialist mental health care (eg,
depression, anxiety, and psychosis). Each symptom profile was
linked to potentially relevant EMA items. For example, relevant
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constructs for clients in depression treatment could be mood,
anhedonia, worry, self-esteem, and resilience.

The decision aid first prompts clients and clinicians to decide
on the clinical goa, symptom profile, and preferred diary
schedule (see Figure 5 or the PETRA website for avideo [49]).
In the next 2 steps, based on these decisions, PETRA
automatically preselects the relevant EMA items and proposes
adiary schedule. This preselection can be adjusted according
to personal preferenceswhile remaining within valid boundaries
(eg, if the goal is to assess the relationship between activities
and symptoms, only a semirandom schedule of at least five
assessments per day can be selected [48]). Clientsand clinicians
can deselect irrelevant items or select additional items. The
PETRA decision aid further includes apreview function, which
visualizes the diary as the patient views it on their phone, and
a burden indicator, which is a gradient bar that changes color
according to the number of items in the diary to remind clients
and clinicians to discuss the burden when constructing diaries
(S6 and S7 in Multimedia Appendix 1 [16,17,47,50,51]).
Although research currently offers no clear-cut guidelines on
the diary length and associated burden [17,50], a study
demonstrated that 60 items per diary were perceived as more
burdensome than 30 [51], and another study showed that EMA
studies, on average, comprised 30 items [16]. It is likely that
the number of items and associated burden differs between, as
well aswithin, individual s and across popul ations and treatment
stages. Therefore, the burden indicator was based on our
experiencein designing EMA studies and will be updated based
on the UXs and emerging research.

EMA Item Repository

The EMA item repository was developed as clients and
cliniciansindicated apreferencefor amenu in which they could
select clinically relevant constructs (eg, mood or hearing voi ces)
that automatically tieinto preworded items. Although the EMA
fieldisyet to establish thevalidity of EMA items, best practices
have been developed in EMA research on the wording of EMA
items [16,47,50]. The PETRA items were developed based on
these best practices.

The EMA item repository was devel oped by the scientific team
based on extensive experience with the items used in EMA
studies and subsequent evaluations and suggestions by clients
and clinicians. First, we determined potentially relevant
constructs to be assessed; that is, constructs pertaining to
symptoms, strengths, and contextual factors. For each construct,
we formulated 4 to 10 diary items.

This resulted in four item sets based on the EMA assessment
schedule: (1) at semirandom moments (128 items), (2) at fixed
moments (126 items), (3) once daily in the evening (62 items),
and (4) oncedaily inthemorning (18 items). EM A assessments
can occur either at fixed time points (eg, at noon) or at random
points in predefined intervals (eg, somewhere between 10:30
AM and noon), termed fixed or semirandom EMA designs,
respectively. Fixed designs are believed to be less burdensome
for clients, whereas semirandom designs supposedly provide a
more representative overview of daily experiences [2,48]. The
item sets were developed as experiences can be expected to
operate on different timescales and, therefore, require different
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wording. For example, mood usually fluctuates throughout the
day and requires multiple assessments for valid estimation.
However, excessive buying, a symptom of mania, may only
vary from day to day and can be sufficiently assessed only in
the evening. Most items are answered on 0 to 100 visual analog
scales (ranging from “not at all” to “very much”), some via
selecting categorical multiple-choice checkboxes (eg, indicating
activities, coping strategies, or locations), and some viaentering
text (eg, descriptions of events). The full lists of EMA items
are available in item S9 in Multimedia Appendix 1
[16-18,22,23,26,37,42,47,50-72] (Bos, F, unpublished data,
May 2022; Jenner, JGL, unpublished data, October 2006;
Bringmann, L, unpublished data, January 2021). In addition to
theitem sets, clientsand clinicians can also formulate alimited
number of person-specific items.

Semirandom and fixed diary schedules are mutually exclusive.
Once-daily items are often an informative addition to these more
frequent assessment schedules. Therefore, in the decision aid,
the constructs of the once-per-day schedules are integrated
within the construct structure of the semirandom and fixed
schedules. This ensures that clients and clinicians can select
items based on the construct. For example, the construct
(hypo)mania provides items assessed in the moment
(semirandom or fixed), as well as morning and evening items.
Although the EMA items are grouped into constructs in the
decision aid, they are reordered in the actual diary to balance
positive and negative items and ensure that more fleeting
momentary emotions are assessed before contextual experiences
[16,50].

EMA Dédlivery System

Once clients and clinicians have constructed the EMA diary,
clients receive SMS text messages on their personal
smartphones. The messages are sent according to the chosen
diary schedules and contain a link to the EMA diary items,
which are presented and filled in viathe browser. Clientsreceive
remindersif the diary has not been completed within 20 minutes,
and thelink is disabled after 30 minutes (semirandom and fixed
schedules) or 3 hours (once-daily schedules).

Feedback Module

The gathered EMA data for each client are visualized in the
PETRA feedback module, which clientsand their clinicianscan
discuss during a regular treatment session (see Figures 6-8 or
the PETRA website for avideo [49]). This module is grouped
around three themes identified by clients and clinicians as
relevant to psychiatric treatment: the fluctuations and changes
in symptoms and strengths over time, associations between
(social) contexts and symptoms and strengths, and the impact
of pleasant and unpleasant events (see item S8 in Multimedia
Appendix 1 for moredetails). The early versions of the feedback
module were based on the feedback module developed in the
Therap-i trial [52]. The PETRA feedback moduleisupdated in
real time and offers dynamic feedback options, and each graph
can be adapted and can display any of the assessed EMA items.

Clientsand cliniciansindicated that the understanding of EMA
data is greatly facilitated by qualitative descriptions of the
context provided by clients. Therefore, clients are actively
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encouraged to provide such descriptions. In the feedback
modul e, these qualitative evaluations can be linked to high and
low scores to provide contextual information on moments the
client experiences high or low symptoms. Furthermore, all
entered text is summarized in word clouds to intuitively
summarize the main themes that emerged from the qualitative
data and provide context for when these themes emerged. The
PETRA feedback is descriptive as statistical analysis of diary
data was considered too complex, unclear, and vulnerable to

Boset d

misinterpretation [73,74]. However, the modular structure of
the feedback module ensures that novel feedback can be easily
added in later stages. For example, if empirical evidence shows
that certain patterns in EMA data can be linked to treatment
response or outcome, PETRA can offer thisinformation directly
initsfeedback module[75-77]. Finally, the module has areport
function, which enables usersto save graphs and comments (eg,
therapy notes) for later use.

Figure 6. An interactive graph on the variation in mood and symptoms in the feedback module. All continuous ecological momentary assessment
(EMA) diary items can be selected from the menu on the right side of the screen. Clicking on any of the assessment points will activate asliding pane

depicted in Figure 7. For avideo, see here [49].
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Figure 7. Sliding panel in the feedback module that provides relevant contextual information for a specific moment in the time series and surrounding

moments. Moments are selected by clicking on assessment points in the graph depicted in Figure 6. For avideo, see here [49].

Context on the diaries ®

Here, you can see all free text that has been entered with every diary.
You can select period or search by keyword.

Period Keyword
@, tot El

tuesday 20-07-2021 - 23:22
cheerful 51/100  social media alone home

Had a nice dinner, got late night call about work

tuesday 20-11-2021 - 19:55
cheerful 58/100 household chores, groceries, admin alone

Sold a chair, waiting for someone to finish a task (annoying)

tuesday 20-11-2021 - 18:14
cheerful 59/100 household chores, groceries, admin alone

Really busy with work

tuesday 20-11-2021 - 16:54
cheerful 58/100  talking to someone friends  cCafellibraryfpark

Had a nice chat with PT, stubbed my toe

tuesday 20-11-2021 - 13:15
cheerful 78/100  working/studying alone  home

Took a nice walk with coffee to go, nothing

tuesday 20-11-2021 - 12:45
cheerful 40/100  working/studying alone home

Received a nice e-mail, feeling super busy

Figure 8. A word cloud of all freely entered text in the feedback module. Clicking on aword provides more context on when this word was used. For

avideo, see here [49].
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Discussion

Principal Findings
In this paper, we outline the development of PETRA, a
web-based application for personalized EMA in Dutch
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psychiatric care. Interviews, focus groups, and usability sessions
with clients and clinicians demonstrated that they expected an
added value of integrating personalized EMA into treatment.
Crucia requirements entailed a personalized and user-friendly
diary tool built on scientific foundations, which adheres to
privacy regulations. The subsequent thorough cocreation design
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process ensured that PETRA was considered intuitive,
user-friendly, and useful for clients and clinicians.

By involving clients and clinicians from the start of the
development, PETRA can be considered a significant
advancement of current EMA (web-based) applicationsthat are
mostly targeted at researchers. By systematically integrating
the perspectives of clients and clinicians with those of
researchers and software developers, the PETRA web
application has promise as atool for assisting both clients and
clinicians in the personalized treatment of mental health
problems.

Limitations

Inthisproject, we attempted to include adiverse group of clients
and clinicians with differing levels of interest in using
personalized EMA for treatment. However, thiswasarel atively
small sample, and participants were selected based on their
interest in EMA. Therefore, it cannot be ruled out that we
overestimated the eventual uptakein clinical practice. ASEMA
requires significant time and resources from both clients and
clinicians, it may not appeal to everyone [78,79], which was
also highlighted in the focus groups and interviews. However,
research indicates that EMA isfeasible for diverse psychiatric
populations [47,80,81], including individuals diagnosed with
depression [26,27,82], bipolar disorder [83,84], anxiety [85],
and psychotic [53,86,87] disorders, from youth [88,89] to older
adult populations [90]. Feasibility will likely not depend on
diagnosis but rather on the intrinsic motivation of clients,
symptom severity, and stage of care [22,23].

Furthermore, there are some limitationsthat pertain specifically
to the PETRA tool. First, PETRA is only accessible to clients
viatheir clinicians via their EHRs. This can be a psychiatrist,
psychologist, or psychiatric nurse affiliated with a RoQuamental
health care facility. We are currently developing client access
to PETRA directly via their personal health record system to
enable clients to interpret feedback independently of their
clinician. Thisisin line with clients' desire to have access to
their own data [23]. Second, proficiency in the Dutch language
and client possession of a smartphone with internet access are
required to use PETRA. Thisimplies that PETRA is currently
unavailable in other languages.

Comparisons With Prior Studies

Thus far, EMA software development has mainly focused on
researchers [91-94], who have different needs from clients and
clinicians. However, there are three known EMA platforms for
clinical purposes: MindLogger [94], m-Path [95], and PsyMate
[96,97]. MindLogger does not solely focus on EMA but aso
on other self-monitoring techniques and mobile interventions.
As m-Path and PsyMate are most similar to PETRA, we will
briefly review them here. Both platforms offer a web
environment for clinicians and clients and a smartphone app
that delivers EMA diaries to clients. PsyMate provides a
standardized EMA diary: a set list of EMA items (which may
differ dightly according to the target group) and 10 assessments
per day on a semirandom schedule. m-Path is an open-source
platform that targets both researchers and clinicians. It offers
full freedom with creating adiary but no decision aid, requiring
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knowledge of constructing EMA diaries. Similar to PETRA,
PsyMate and m-Path were developed based on best practices
for EMA and GDPR compliance. Their smartphone appsenable
client access to EMA data, which PETRA is till developing.
PETRA differs in that it was codeveloped with clients and
clinicians from the beginning, balancing personalization with
user-friendly diary construction and feedback. Furthermore, the
PETRA decision aid and feedback module were specifically
developed for use as shared decision-making tools, integrating
EMA with contextual information. Finally, its integration into
EHR systemsviaRoQua[38] ensuresthat PETRA issustainably
embedded in clinical practice. As such, each platform has a
different focus, and its concurrent development can advance
our understanding of how to optimally implement EMA in
clinical practice.

Qualitative work demonstrates that clients and clinicians
consider personalized EMA a useful add-on tool for diagnosis
and treatment [22-24,78,98]. Similarly, self-monitoring of
symptoms is considered safe and acceptable in diverse
psychiatric populations [32,99,100]. Our results suggest the
need for a collaborative approach to integrating personalized
diariesin care, where clients and clinicians decide together on
the focus of the EMA and the interpretation of feedback [22].
This corresponds to research demonstrating the importance of
shared decision-making for psychiatric outcomes[10,101-103].
Throughout the development process, we realized the
importance of tailoring PETRA's EMA diaries and feedback
to diverse clinical settings and client populations. However,
much is unknown regarding the optimal type and timing of
EMA feedback and how this potentially varies across diagnoses
and treatment strategies. This means that PETRA will need to
be continuously re-evaluated and adapted based on the diverse
needs of clientsand cliniciansin psychiatric care. Thisiterative
process has also been highlighted in other recent publications
on the co-design of self-monitoring technology with users
[42,97,104].

Ethical Consider ations

Several ethical considerations arise when developing tools for
highly personalized self-monitoring. First, the (sometimes
qualitative) data are sensitive, and the privacy of the client
should be well protected [105]. For PETRA, software and data
transmission security are guaranteed by RoQua[38] and arein
compliance with the GDPR. Second, clients may expect that
the self-monitoring application aerts them or their clinician in
the case of elevated EMA scores, which PETRA currently does
not provide. Research indicates that this feature is desired by
clients [23]; however, scientific evidence is lacking on how to
provide EMA-based aerts with adequate sensitivity and
specificity. Therefore, it isimportant to manage the expectations
of clientsand cliniciansthrough training. Third, self-monitoring
can be burdensome: clients can feel disturbed in daily activities
or even experience symptom worsening [22,106]. Clients and
clinicians will have to decide together whether the benefits of
EMA outweigh this burden. The PETRA application helps
clients and clinicians with this decision by providing a burden
indicator, which helps them make informed decisions on the
number of items. Similarly, the burden may be reduced by
placing equa emphasis on symptoms and strengths in
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personalized diaries, in linewith other studies on self-monitoring
technology [104,107].

Finally, research suggests that clinician training and support
via a helpdesk are important requirements for the
implementation of EMA in clinical settings [25,97]. The
cliniciansin this study also expressed these needs. Training is
important to minimize potential health risksand help clinicians
construct valid diaries, accurately interpret EM A feedback, and
integrate EMA into treatment. Therefore, inthe PETRA project,
clinicians receive training on the valid use of EMA and the
integration of PETRA in treatment, and they have accessto a
helpdesk. Clinicians are made aware that the feedback should
betreated asan additional perspectivethat isequally (not more)
valuable compared with the perspectives of clientsand clinicians
themselves. Furthermore, short instructive videos are included
in PETRA’s various steps, explaining (1) how the decision aid
works, (2) what clients should know when completing a diary,
and (3) how to interpret the feedback [49].

Directions for Future Research

Although self-monitoring is already a prominent feature in
several treatment modalities and protocols [14,108], an
important next step isto determine the clinical effectiveness of
adding personalized EMA to the treatment. This is especialy
relevant as only standardized diaries have been investigated in
randomized controlled trials [26,27,29-31]. Extensive
personalization options are clearly desired in clinical practice
but may mean that effective components may differ across
clients, which may complicate research into the effectiveness
of personalized EMA [105]. Furthermore, future trials should
not only solely focus on symptom improvement but also on
more proximate outcomes relevant to the mechanisms of EMA,
such as self-management and the therapeutic aliance [52].
Finally, future research will have to investigate the clinical
populations and treatment settingsfor which personalized EMA
can be effective. PETRA enables research on these questions.
Within the PETRA project, the effectiveness of personalized
EMA istested both qualitatively and quantitatively. PETRA is
currently being tested in pil ot sessionswith clientsand clinicians
and is continuously updated. Analytics are collected to assess
which features of PETRA are used and how, when, and by
whom. Furthermore, clientsand cliniciansareinvited to fill out
guestionnaires on their positive and negative experiences with
PETRA, aswell astheir effects on self-management [109,110]
and thetherapeutic alliance[111]. Thiswill allow usto examine
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how personalized EMA influences psychiatric care and to
improve PETRA accordingly. These steps can help to set
personalized EMA, such as PETRA, as an eHealth technology
apart from the myriad of appsavailableto clientsand clinicians,
who will be more inclined to use EMA if it is supported by
scientific evidence [112].

The second step concerns further scientific validation of the
EMA items[113,114] and the development of moreinnovative
EMA feedback. Such endeavors should explore more descriptive
visualizations [115] and further develop statistical methods to
analyze EMA data. Previous publications on EMA have often
highlighted the potential of person-specific statistical models
for informing treatment. These models include, for example,
network analysisto demonstrate associ ations between symptoms
[54,116,117], early warning signalsto aert clientsto impending
relapse[118,119], and machinelearning to differentiate between
diagnoses[120]. However, since then, several publications have
shown that the outcomes of these models depend on
methodological and statistical choices[73] and that researchers
disagree on their implications for treatment [74]. Therefore,
PETRA focuses on descriptive feedback, with alarge role for
qualitative descriptions until more consensus on statistical
models has been reached.

Conclusions

PETRA was developed to meet the demands of clients and
clinicians for a personalized and user-friendly EMA tool
embedded in routine psychiatric care. By collaboratively
constructing EMA diariesand interpreting the resulting dynamic
feedback, PETRA offers clients and clinicians a new tool to
illuminate daily life processes that worsen or alleviate mental
health problems. This approach may have beneficial effects on
client self-management and the therapeutic aliance and, thus,
has the potential to significantly improve clinical care. Our
findings demonstrate the importance of a multidisciplinary
approach to the development of personalized EMA tools,
including clients, clinicians, researchers, and software
developers, to ensure that their needs are sufficiently addressed
inthedesign of thetool. PETRA isuniquein its codevel opment
process, extensive but user-friendly personalization options,
integration into EHR systems, transdiagnostic focus, and strong
scientific foundation in the design of EMA diaries and feedback.
As such, PETRA paves the way for a systematic investigation
of the effect of personalized EMA on specialized mental health
care.
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Abstract

Background: The COVID-19 pandemic has broad negative impact on the physical and mental health of people with chronic
neurological disorders such as multiple sclerosis (MS).

Objective: We presented a machine learning approach leveraging passive sensor data from smartphones and fitness trackers of
people with MS to predict their health outcomes in a natural experiment during a state-mandated stay-at-home period due to a
global pandemic.

Methods: First, we extracted features that capture behavior changes due to the stay-at-home order. Then, we adapted and applied
an existing algorithm to these behavior-change features to predict the presence of depression, high global MS symptom burden,
severe fatigue, and poor sleep quality during the stay-at-home period.

Results: Using data collected between November 2019 and May 2020, the algorithm detected depression with an accuracy of
82.5% (65% improvement over baseline; F;-score: 0.84), high global MS symptom burden with an accuracy of 90% (39%
improvement over baseline; F;-score: 0.93), severefatigue with an accuracy of 75.5% (22% improvement over baseline; F;-score:
0.80), and poor sleep quality with an accuracy of 84% (28% improvement over baseline; F;-score: 0.84).

Conclusions:  Our approach could help clinicians better triage patients with MS and potentially other chronic neurological
disordersfor interventions and aid patient self-monitoring in their own environment, particularly during extraordinarily stressful
circumstances such as pandemics, which would cause drastic behavior changes.

(IMIR Ment Health 2022;9(8):€38495) doi:10.2196/38495

KEYWORDS

mobile sensing; sensor; sensing; mobile health; mHealth; algorithm; multiple sclerosis; disability; mental health; depression;
deep; fatigue; tiredness; predict; machine learning; feature selection; neurological disorder; COVID-19; isolation; behavior
change; health outcome; fitness; movement; physical activity; exercise; tracker; digital phenotyping
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Introduction

The COVID-19 pandemic and the ensuing response (eg,
lockdown and social distancing) have broad negative impacts
on physical and mental health worldwide [1-7]. The effect is
more pronounced for people with chronic neurological diseases
such as multiple sclerosis (MS) [8-10]. People with MS have a
significantly higher burden of mental health comorbiditiesthan
the general population. Moreover, people with M S have a50%
lifetime prevalence of depression, 2-3 times higher than the
general population [11-13]. Given its association with higher
disability and mortality, depression isamajor comorbidity that
lowers the quality of life [11,14-20]. Further, people with MS
have greater COVID-19 risk due to certain immune
disease-modifying therapies aswell astheir physical disability,
and many have experienced drastic changein their neurol ogical
care dueto the pandemic [21]. Concernsfor COVID-19, coupled
with decreased social support and health care access during the
pandemic, have contributed to even higher stressand depression
in people with MS[10,22-24].

During the pandemic, digital technologies have become
invaluable for supporting socia interaction, health care access,
and health monitoring. Digital health tools can also measure an
individual’s mental health profile based on passive (noninvasive)
tracking. Given the complexity and heterogeneity of real-world
behaviors, models that leverage different aspects of an
individual’s daily behaviors are necessary to accurately predict
mental health status. Relevant to depression in peoplewith MS,
clinicians could use this digital passive sensing approach to
potentially identify patients who require urgent health
interventions.

Past research has leveraged passively generated data from
personal digital devices (eg, smartphones and fitness trackers)
to capture human behavior and predict health outcomes. This
moment-by-moment, in situ quantification of theindividual-level
human phenotype using data from personal digital devices is
known as digital phenotyping [25]. Previous works using
passively sensed smartphone and wearable data to predict
physical disability and fatigue in people with MS have been
exploratory in assessing the feasibility of data collection and
the preliminary association between sensed behaviors and
outcomes [26-28]. However, the clinical applicability of digital
phenotyping to inform clinical outcomesin people with MSin
the real world has not yet been established.

Here, we present a machine learning approach leveraging data
from the smartphones and fitness trackers of people with MS
to predict their heath outcomes during a mandatory
stay-at-home period of the pandemic. Building on an existing
analytical pipeline[29], we quantified behavior changes during
the stay-at-home period when compared to the preceding period
and used the changesto predict the presence of patient-reported
outcomes of depression, neurological disability, fatigue, and
poor sleep quality during the stay-at-home period. This study
is different from prior studies in that it examines the clinical
utility of digital phenotyping with passive sensorsfor predicting
health outcomes during the early wave of the COVID-19
pandemic in a unique natural experiment. The study has
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relevance for predicting the health outcomes of patients with
chronic and complex conditions beyond MS during major
stressful scenarios (eg, pandemics and natural disasters) that
could considerably alter behaviors.

Methods

Overview

This study was part of alarger study that aimed to examine the
clinical utility of passive sensors on smartphones and fitness
trackers in predicting clinically relevant outcomes in people
with MS. Data collection from participantsin this larger study
occurred between November 2019 and January 2021. Because
datacollection for 56 participants spanned thelocally mandated
stay-at-home period in response to the COVID-19 pandemic,
we used this unique natural experiment to test the hypothesis
whether machine learning models leveraging passive sensor
data can predict the health outcomes of people with a chronic
neurological disorder (ie, peoplewith MS) during major stressful
scenarios.

To briefly summarize our approach, we used datafrom 3 sensors
in the participants smartphones (cals, location, and screen
activity) and 3 sensorsin the participants’ fitnesstrackers (heart
rate, seep, and steps) to predict patient-reported outcomes of
depression, global MS symptom burden, fatigue, and sleep
quality during the COVID-19 stay-at-home period. We
computed behavioral features from these 6 sensors before and
during the stay-at-home period and took the difference as a
measure of behavior change resulting from the stay-at-home
mandate. We then used changesin behavioral featuresto predict
the outcomes.

All methodswere performed in accordance with the institutional
review board guideline and institutional regulation.

Participants

The study included adults 18 years or older with a
neurol ogist-confirmed M S diagnosis who owned a smartphone
(Android or iOS) and enrolled in the Prospective Investigation
of Multiple Sclerosis in the Three Rivers Region study, a
clinic-based natural history study at the University of Pittsburgh
Medical Center [21,30-34].

Ethical Consider ations

The ingtitutional review boards of University of Pittsburgh
(STUDY19080007) and Carnegie Meéllon University
(STUDY 2019 _00000037) approved the study. All participants
provided written informed consent.

Study Design

The participants downloaded a mobile app to capture sensor
data from their own smartphones and additionally received a
Fitbit Inspire HR (Fitbit Inc) to track steps, heart rate, and sleep.
Data were continuously collected from smartphone and Fitbit
sensors of 56 participants during the study period (16 November
2019to 15 May 2020, including thelocal stay-at-home period).

All 56 (100%) participants completed data collection for a
predefined period of 12 weekswhile 39 (70%) agreed to extend
data collection for an additional 12 weeks (for a total of 24
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weeks). Moreover, 6 (11%) participants who did not have
sufficient data during the period before the stay-at-home
mandate were excluded from the machine learning analysis.

Survey Response and Patient-Reported Outcomes

All participants completed a baseline questionnaire, which
queried their demographics and baseline health outcomes, on
the Saturday following enrollment. During the study, the
participants completed additional questionnaires, as described
below, at intervals according to each questionnaire. All
guestionnaires for the overall study were administered via the
web using the secure, web-based Research Electronic Data
Capture system, including the stay-at-home period [35,36].
Depression

We used the Patient Health Questionnaire-9 (PHQ-9) to measure
the severity of depression symptoms once every 2 weeks [37].
PHQ-9 contained 9 questions, with each answer being scored

on a scale of 0 to 3. Higher scores indicated more severe
depressive symptoms.

Global MS Symptom Burden

We used the Multiple Sclerosis Rating Scale—Revised
(MSRS-R) to measure globa MS symptom burden and
neurological disability once every 4 weeks [38]. MSRS-R
assessed 8 neurological domains (walking, upper limb function,
vision, speech, swallowing, cognition, sensory, bladder, and
bowel function); each domain scored as0to 4, with O indicating
the absence of symptom and 4 indicating higher symptom
burden and more severe disability.

Fatigue

We used the 5-item version of the Modified Fatigue Impact
Scale (MFIS-5) to measure the impact of fatigue on cognitive,
physical, and psychosocial function once every 4 weeks [39].
Eachitem in MFIS-5 was scored on a 5-point Likert scale from
0 (never) to 4 (almost aways). Higher scores indicated more
severe fatigue.

Sleep Quality

We used the Pittsburgh Sleep Quality Index (PSQI) to measure
sleep disturbances once every 4 weeks [40]. PSQI comprised
19 individual items, with 7 component scores (each on a 0-3
scale) and 1 composite score (0 to 21, where higher scores
indicate a poorer sleep quality).

For each outcome, we averaged the measures collected during
the stay-at-home-period and then dichotomized the resulting
outcomes using thresholds. The binary outcomes would likely
have better clinical utility as they are more easily understood
by patients (for self-monitoring), volunteerswith limited mental
health training, or even clinicians. For “Depression,” PHQ-9
scores were dichotomized as “=5: presence of depression” and
“<5: absence of depression.” For “ Global MS symptom burden,”
MSRS-R scores were dichotomized as “=6.4: higher burden”
and “<6.4: lower burden.” For “Fatigue,” MSIF-5 scores were
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dichotomized as “=8: high fatigue” and “<8: low fatigue.” For
“Sleep quality,” PSQI scoreswere dichotomized as*>9: poorer
deep quality” and “<9: better sleep quality.” The thresholdsfor
depression and sleep quality were based on previous works
[37,41]. Given the lack of consensus from the literature, we
calculated the median scores of the global M'S symptom burden
and fatiguein alarger data set of 104 peoplewith MS, of which
the 56 (53.8%) people with MS in this paper represented a
subgroup (with data collection encompassing the stay-at-home
period) and used the median scores as the thresholds.

Sensor Data Collection

Each participant installed a mobile app based on the AWARE
framework [42], which provided backend and network
infrastructure that unobtrusively collected from smartphones
the location, screen usage (ie, when the screen status changed
to on or off and locked or unlocked), and call logs (for incoming,
outgoing, and missed calls). Further, participants wore a Fitbit
Inspire HR, which captured the number of steps, sleep status
(asleep, awake, restless, or unknown), and heart rate. Callsand
screen use were event-based sensor streams, whereas |ocation,
steps, sleep, and heart rate were time series sensor streams. We
sampled location coordinates at 1 sample per 10 minutes, and
steps, deep, and heart rate at 1 sample per minute.

Data from AWARE were deidentified and automatically
transferred over WiFi to astudy server at regular intervals. Data
from the Fithit were retrieved using the Fitbit application
programming interface at the end of the data collection.
Participants were asked to keep their devices charged and to
always carry their phone and wear Fithit.

To protect confidentiality, we removed identifiableinformation
(eg, names and contact information) from survey and sensor
data prior to analysis. We followed the standard practice for
sensor data security.

Mediation Analysis

Mediation analysis was performed using the nondichotomized
outcomes (ie, the average of the patient-reported outcomes
collected during the stay-at-home-period). Process Macro in
SPSS (IBM Corp) was used for mediation analysis [43].

Data Processing and M achine Learning

The data processing and analysis pipeline (Figure 1) were built
on our prior work [29] and involved several steps:

1. Feature extraction from sensors over time dlicesto identify
behavior changes.
2. Handling missing features.
3. Machine learning to predict patient-reported health
outcomes during the stay-at-home period:
» Using 1-sensor models (ie, models containing features
from 1 sensor).
+  Combining 1-sensor models to obtain the best model
for each outcome.
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Figure 1. Dataprocessing and analysis pipeline. (A) Machine learning pipeline for predicting depression (Patient Health Questionnaire-9 [PHQ-9]),
global MS symptom burden (Multiple Sclerosis Rating Scale—Revised [MSRS-RY]), fatigue (Modified Fatigue Impact Scale-5 [MFIS-5]), and Sleep
quality (Pittsburgh Sleep Quality Index [PSQI]) using passive sensors from smartphones and fitness trackers. (B) For each sensor during the
pre-stay-at-home period and the stay-at-home period, each feature was extracted from 15 time slices. The pre-stay-at-home features were subtracted
from the stay-at-home features to obtain the behavior change features. First, raw data from the device sensor were preprocessed and then filtered by a
time-of-the-day epoch and a days-of-the-week option. Features were then extracted from the selected raw data.
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Feature Extraction

We computed features from the 6 sensors of calls, heart rate,
location, screen, sleep, and steps, given their potential to inform
depressive symptoms [29,44-48], as well as fatigue [49], MS
symptom burden such as decreased mobility [27], and Sleep
quality [50,51].

Location features captured mobility patterns. Steps and heart
rate captured the extent of physical activities. Calls features
captured communication patterns. Screen featuresmight inform
the ability for concentration [52,53] and the extent of sedentary
behavior [54], despite potential caveatsfor peoplewith MSand
other chronic neurological disorders. Sleep features captured
dleeping duration and patterns, which could indicate sleep
disturbance (eg, insomnia or hypersomnia) associated with
depression [55]. Please see Multimedia Appendix 1 (section
A.1[29,44,46,56-59]) for details of features extracted from each
Sensor.

Features from the 6 sensors were extracted over a range of
temporal dslices (Figure 1B) preceding and during the
stay-at-home period. For each period, we obtained the daily
averages of these features by computing the average of thedaily
feature values. We computed features of behavior changes by
subtracting the daily averages of features during the baseline
(pre—stay-at-home) period from the stay-at-home period for the
machine learning models.

Temporal Slicing

The tempora dlicing approach extracted sensor features from
different time segments (Figure 1B). Past work showed that this
approach can better define the relationship between a feature
and depression. For example, Chow et a [60] found no
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relationship between depression and the time spent at home
during 4-hour time windows, but they found that people with
more severe depression tended to spend more time at home
between 10 AM and 6 PM. Similarly, Saeb et al [61] found that
the same behavioral feature calculated over weekdays and
weekends could have a very different association with
depression. Here, we obtained all available data (spanning
multiple days of the study) from a specific epoch or time
segment of the day (all day, night [ie, 12 AM-6 AM], morning
[ie, 6 AM-12 PM], afternoon [ie, 12 PM-6 PM], and evening
[ie, 6 PM-12 AM]) and for specific days of the week (all days
of theweek, weekdaysonly [ie, Monday-Friday], and weekends
only [ie, Saturday-Sunday]) to achieve 15 data streams or
tempora dices. To extract featuresfrom each of the 15 temporal
dices, wefirst computed daily features, averaged daily features
from the pre—stay-at-home period, and averaged daily features
from the stay-at-home period. We then subtracted the
pre—stay-at-home feature matrix from the stay-at-home feature
matrix to obtain the behavior change features. We concatenated
the resulting 15 temporal slices of behavior change features to
derive the final feature matrix.

Phase

Extract features for the

L stay-at- -
Stay-at-home stay-at-home period

Feature Matrix

After feature extraction, each of the 6 sensors had a feature
matrix, with each sample containing a participant’s feature
vector comprising behavior change features from 15 different
temporal slices.

Handling Missing Data

Missing sensor data can occasionally occur due to several
reasons. Our approach for handling missing data is described
in Multimedia Appendix 1 (section A.2).
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Machine Learning Using Nested Feature Selection

We built machine learning models to predict dichotomized
outcomes using the data set, building on a published approach
[29], and validated our models using |eave-5-participants-out
cross-validation to minimize overfitting. The model generation
process followed these steps:

1. Stable feature selection using randomized
regression, leveraging temporal slices.

2. Training and validating 1-sensor models for each of the 6
feature sets of calls, heart rate, location, screen, sleep, and
steps.

3. Obtaining predictions from combinations of sensors by
combining detection probabilities from 1-sensor modelsto
identify the best performing model.

4. Classifying different outcomes
by running the pipeline for each outcome.

Stable Feature Selection

To enable stable feature selection from a vast number of
behavioral features, Chikersal et al [29] proposed an approach
caled “nested randomized logistic regression,” which we
deployed in this study. This method decomposed the feature
space for each sensor by grouping features from the same time
dlicesand performed randomized | ogistic regression on each of
these groups. The selected features from all groups (ie, al time
dlices) are then concatenated to give a new and much smaller
set of features. Next, we performed randomized logistic
regression on this new set of featuresto extract thefinal selected
features for the sensor. We performed the nested feature
selection for each of the six 1-sensor models, thereby nesting
the process. This method was peformed in a
leave-5-participants-out manner such that the model used to
detect an outcome for a participant did not include that person
during the feature selection process. More details about this
method can be found in Multimedia Appendix 1 (section A.3).

Training and Validating 1-Sensor Models

For each sensor, we built amodel of the selected features from
that sensor to detect an outcome. We used
leave-5-participants-out  cross-validation to choose the
parameters for that model. We trained models using the
following 2 machine learning algorithms: logistic regression
and gradient boosting classifier [29]. We chose the model with

logistic
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the best F;-score for a given outcome, which provides the

detection probabilities for the outcome. The process is
independent of other outcomes.

Obtaining Predictions From Combinations of Sensors

The detection probabilities from all six 1-sensor models were
concatenated into a single feature vector and given as input to
an ensemble classifier (ie, AdaBoost with gradient boosting
classifier as a base estimator), which then outputted the final
label for the outcome. For all outcomes, only the detection
probabilities of the positive label “1” were concatenated. The
positive label wasthe* presence of depression” for “ depression,”
“high burden” for “global MS symptom burden,” “severe
fatigue” for “fatigue” and “poor sleep quality” for “sleep
quality” The “n_estimators’ (the maximum number of
estimators at which boosting isterminated) parameter wastuned
during leave-5-participants-out cross-validation to achieve the
best-performing combined model.

To analyze the usefulness of each sensor, we implemented a
feature ablation analysis by generating detection results for all
possible combinations of 1-sensor models. For six 1-sensor
models, there were 57 combinations of feature sets, asthe total
combinations= combinationswith 2 sensors + ... + combinations

with 6 sensors =
E

Classifying Different Outcomes

Thispipeline of training and validating six 1-sensor modelsand
57 combined models was run independently for each of the 4
outcomes. For each outcome, we reported the performance based
on the best combination of sensors. We aso reported the
performance of baselinemodels (ie, asimple majority classifier
whereby every point is assigned to whichever isin the majority
in the training set) as well as models containing all 6 sensors.

Results

Participant Characteristics

The characteristics of the 56 participants were representative
of the typical MS study (median age 43.5 years; n=48, 86%
women). Table 1 shows the detailed participant characteristics.
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Table 1. Study participant characteristics.

Chikersal et &

Variable Value
Sex, n (%)
Female 48 (86)
Male 8(14)
Race, n (%)
White 51 (91)
African or African American 5(9)
Ethnicity, n (%)
Non-Hispanic or Latino 55 (98)
Hispanic or Latino 1(2
Age (years), median (IQR) 435 (37-52)

Time elapsed (years) from age of first neurological symptom
onset to study participation, median (IQR)
PDDS? score at start of study, median (IQR)
Disease-modifying treatment, n (%)
Higher efficacy
Standard efficacy
Depression diagnosis, n (%)
Not diagnosed with clinical depression before study enrollment
Diagnosed with clinical depression before study enrollment
Pharmacotherapy for depression, n (%)
Not taking medication for depression before study enrollment
Taking medication for depression before study enrollment

Nonpharmacotherapy for depression, n (%)

Not receiving nonmedication therapy for depression before study enrollment

Receiving nonmedication therapy for depression before study enrollment

13.0 (6.7-17.4)

1(0-3)

38 (68)
12 (21)

39 (70)
17 (30)

39 (70)
17 (30)

52 (93)
4(7)

Study outcomes: aver age measures during the stay-at-home period, median (I1QR)

PH Q—9b (depression)
MSRS-R® (global MS® symptom burden)
MFIS-52 (fatigue)

PSQI (seep quality)

3.7 (0.0-7.4)
7.5(3.4-10.3)
8.0 (4.6-11.0)

11.0 (7.8-14.3)

3PDDS: Patient Determined Disease Steps.

bPHQ-9: Patient Health Questionnaire-9.

°MSRS-R: Multiple Sclerosis Rating Scale—Revised.
IMS: multi ple sclerosis.

EMFIS-5: Modified Fatigue Impact Scale-5.

fPSQI: Pittsburgh Sleep Quality Index.

Interrelated Outcomes

The main study outcome is patient-reported depression as well
as associated neurological symptom burden, fatigue, and sleep
quality. We measured the Pearson correlations among the
average val ues of the 4 outcomes during the stay-at-home period
for the participants. Depression severity (PHQ-9) correlated

https://mental .jmir.org/2022/8/€38495
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with the globa M S symptom burden (MSRS-R), fatigue severity
(MFIS-5), and sleep quality (PSQI; Figure 2).

To dissect the complex relationship among these outcomes to
inform better patient monitoring and guide potentially more
preciseinterventions, we performed mediation analysis (Figure
3). When MFIS-5 and PSQI were both included as mediators
in the model (path c'), the association between MSRS-R and
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PHQ-9 was no longer significant (effect size=0.13 and the
bias-corrected bootstrap confidence intervals=—0.14 and 0.40).
However, the associ ation between M SRS-R and PHQ-9 through
MFIS-5 (path albl) remained significant (effect size=0.34 and
the bias-corrected bootstrap confidence intervals=0.13-0.52).

Chikersal et &

The association between MSRS-R and PHQ-9 through PSQI
(path a2b?2) also remained significant (effect size=0.13 and the
bias-corrected bootstrap confidenceintervals=0.02-0.27). Hence,
the relationship between the global MS symptom burden and
depression might be mediated by both fatigue and sleep quality.

Figure 2. Correlationsamong the 4 clinically relevant patient-reported outcomesin this study. For al correlations, P<.001 (N=56). MFIS-5: Modified
Fatigue Impact Scale-5; MSRS-R: Multiple Sclerosis Rating Scale—Revised; PHQ-9: Patient Health Questionnaire-9; PSQI: Pittsburgh Sleep Quality
Index.

1 2 3 4
. PHQ-9 Score (Depression) 1
0.602 1

. MSRS-R (Functional Disability)
. MFIS-5 (Fatigue)
. PSQl (Sleep Quality)

0.713
0.597

0.73

B W N

Figure 3. Parallel mediation analysis. Path model showing the effect of Multiple Sclerosis Rating Scale—Revised (MSRS-R; measuring global MS
symptom burden) on the Patient Health Questionnaire-9 (PHQ-9) score (measuring depression) as mediated simultaneously by Modified Fatigue Impact
Scale-5 (MFIS-5; measuring fatigue) and Pittsburgh Sleep Quality Index (PSQI; measuring sleep quality). Path c represents the effect of MSRS-R on
PHQ-9 without mediatorsin the model. Path ¢’ representsthe effect of MSRS-R on PHQ-9 when MFIS-5 and PSQI mediators areincluded in the model.
Paths albl and a2b2 represent the effect of MSRS-R on PHQ-9 through MFIS-5 or PSQI respectively. The figure shows nonstandardized 3 regression
coefficients (* P<.05, ** P<.001, ***P<.0001) as reported by PROCESS Macro in SPSS [43]. MS: multiple sclerosis.
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Predicting Outcomes During the Stay-at-home Period

Figure 4 showsthe performance of the machinelearning pipeine
for predicting each of the 4 outcomes using the best sensor
combinations (ie, the set of sensorsthat had the best performance
for each outcome). Accuracy is the percentage of patients for
whom the outcome label was correctly predicted. F;-scoreisa
metric of model performance that measures the harmonic mean
of precision and recall. Precision isthe positive predictive value,
or the number of true positive labels divided by the number of

https://mental .jmir.org/2022/8/€38495
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al positive labels (true positive + false positive). Recall is
sensitivity, or the number of true positive labels divided by the
number of al patients who should have the positive labels (true
positive + false negative). In this study, “positive” label refers
to the outcome of interest (eg, presence of depression is the
positive label for depression). Figures S1 to $4 in Multimedia
Appendix 1 report the performance of individual sensors and
when all 6 sensorswereincluded. Tables S1to S4in Multimedia
Appendix 1 list the features sel ected by the best modelsfor each
outcome, and their corresponding coefficients.
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Figure4. Performance of the machine learning pipeline using all sensors and the best sensor combination for predicting each of the 4 clinically relevant
outcomes in people with multiple sclerosis during a state-mandated stay-at-home period. "Accuracy (All Sensors)" and "F1 Score (All Sensors)" are
the accuracy (x 0.01) and F1-score obtained by combining all 6 sensors. "Accuracy (Best Sensors)" and "F1 Score (Best Sensors)" are the accuracy (x
0.01) and F1-score obtained by the best combination of sensors. See Multimedia Appendix 1 for additional performance metrics of al models. MFIS-5:
Modified Fatigue Impact Scale-5; MSR-R: Multiple Sclerosis Rating Scale—Revised; PHQ-9: Patient Health Questionnaire-9; PSQI: Pittsburgh Sleep

Quality Index.
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Depression

The baseline model (simple majority classifier) had an accuracy
of 50.0% in predicting the presence of depression during the
stay-at-home period. The model containing all sensors had an
accuracy of 70% (40% improvement over the baseline). The
model with the best combination of sensors (calls, heart rate,
and location) had an accuracy of 82.5% (65% improvement
over the baseline).

Global MS Symptom Burden

The baseline model had an accuracy of 64.7% in predicting high
global MS symptom burden (versus “low burden™) during the
stay-at-home period. The model containing all sensors had an
accuracy of 76.7% (18.5% improvement over the baseline). The
model with the best combination of sensors (cals, heart rate,
location, and screen) had an accuracy of 90% (39%
improvement over the baseline).

Fatigue

The baseline model had an accuracy of 61.8% in predicting
severe fatigue (versus “mild fatigue”) during the stay-at-home
period. The model containing all sensors had an accuracy of
71.7% (16% improvement over the baseline). The model with
the best combination of sensors (calls, heart rate, and location)
had an accuracy of 75.5% (22% improvement over the baseline)

Sleep Quality

The baseline model had an accuracy of 65.7% in predicting
poor sleep quality (ie, “poor sleep quality” versus “ better sleep
quality”) during the stay-at-home period. The model containing
all sensors had an accuracy of 70.2% (7% improvement over
the baseline). The model with the best combination of sensors
(location and screen) had an accuracy of 84% (28%
improvement over the baseline).

Discussion

Principal Findings
In this unique natural experiment conducted during the early

wave of the COVID-19 pandemic, we reported the clinical utility
of digital phenotyping for predicting clinically relevant outcomes
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for people with MS. Using only passively sensed data, our
machine-learning model s predicted the presence of depression,
high global M'S symptom burden, severefatigue, and poor sleep
quality during the stay-at-home period with potentially clinically
actionable performance.

The best model s outperformed not only baseline models (smple
majority classifier) but also models containing al sensors. The
best sensor combinations for predicting depression and fatigue
were the same (ig, cals, heart rate, and location), while these
sensors were also included in the best sensor combination for
predicting global MS symptom burden (ie, cals, heart rate,
location, and screen). Comparably, the best sensor combination
for sleep quality (ie, location and screen) had the smallest
overlap with the sensor combinations for the other three
outcomes. Thisobservation was consistent with thefinding that
depression, fatigue, and global M'S symptom burden were better
correlated among themselves than with sleep quality (Figure
2). We also looked at the feature coefficients of the features
selected by the best models (Multimedia Appendix 1, section
B.2). Examples of the best features of changed behavior selected
by the best model for predicting depression (ie, features with
the highest absol ute coefficients) include increase in number of
incoming calls during evenings on weekdays, decrease in
average heart rate when the personis at rest or haslow activity
(outside exercise heart rate zones) during evenings on weekends,
and increase in regularity in movement patterns in 24-hour
periods with respect to nights on weekends.

Our findings built on a small body of prior work that explored
the feasibility of passive sensing in people with MS and
preliminary correlations between passively sensed behaviors
and MS outcomes. For example, Newland et a [26] explored
real-time depth sensors at hometo identify gait disturbance and
fallsin 21 patientswith M S. Other studiesreported correlations
between passively sensed physical activity and disability
worsening in people with MS [27,62,63]. Chitnis et al [28]
examined the gait, mobility, and sleep of 25 people with MS
over 8 weeks using sensors mounted on their wrist, ankle, and
sternum, and reported correl ations among gait-rel ated features
(eg, turn angle and maximum angular velocity), sleep and
activity, and disability outcomes.
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Previous work on predicting health outcomes for people with
MS using passively sensed behaviorsis scarce. Tong et al [49]
used passively sensed sleep and activity data collected from
198 people with MS over 6 months to predict fatigue severity
and overall health scores, achieving good performance in line
with acceptableinstrument errors. To our knowledge, our study
isthe first to use passively sensed behavior changes to predict
multipleinterrelated clinically relevant health outcomesin MS,
including depression, disability, fatigue, and deep quality. While
several studies used passively sensed data from the general
population to report behavior changes during the COVID-19
pandemic [64-67], our study provides the first real-world
evidence of potentia clinical utility of passively sensed behavior
changes to predict health outcomes during the unique
stay-at-home period in apopulation with achronic neurol ogical
disorder and complex health needs. From a methodological
standpoint, the application of behavioral features computed over
temporal slicesto predict depression and other health outcomes
in people with MSis novel. Our approach of using change in
features between the period preceding the stay-at-home and
stay-at-home periods to predict outcomes during the
stay-at-home period is also novel. Finally, we included new
heart rate features that can be computed using data from the
Fitbit application programming interface.

Our approach has potential clinical utility, particularly during
major stressful events (beyond COVID-19) that worsen health
outcomes and limit health care access. For instance, predictive
models built using our approach could help patients self-monitor
their health when access to in-person clinical care becomes
suddenly limited and could encourage patients (or their
caregivers) to actively seek medical attention sooner when the
models predict adverse outcomes. Further, our models could
help clinicians better monitor at-risk patients and make triage
decisionsfor patientswho require prioritization for interventions
(eg, medication and counseling), particularly in the setting of
suddenly limited health care access and scarce resources.

Limitations

Our study has 2 limitations. First, the COVID-19 pandemic
started during our data collection for an ongoing larger study
of people with MS. While it provided a unique opportunity to
conduct a natural experiment to assess the utility of digital
phenotyping to predict health outcomes in people with MS

Acknowledgments

Chikersal et &

during the highly unusual stay-at-home period, we had amodest
sample size of participants who happened to have sufficient
sensor data collected both just before the sudden issue of the
stay-at-home order and during the stay-at-home period. We also
had limited ability to seek external replication of the drastic
behavior changes during the early stage of the pandemic since
the stay-at-home order was lifted and has not been reinstated.
To reduce the chance of overfitting and improve the validity of
the findings, we used | eave-5-participants-out cross-validation,
such that in each fold, the participants used for training and
testing were different. Our approach performed well for not
only 1 outcome but all 4 clinically relevant outcomes pertaining
to mental health and neurological disability in peoplewith MS.
We have reasonable confidence because of the consistently
good model performance acrossall 5 folds and the consistently
robust predictionsfor al 4 outcomes. We are not aware of other
published studies with data from before and during the
stay-at-home orders, particularly involving patient population
with chronic neurological disorders such as MS who are at
heightened risk for adverse health outcomes resulting from
social isolation, reduced support, and limited health care access.
Given the uniqueness of the data set, we believe the findings
areclinicaly relevant despite the relatively modest sasmple size.
Second, the study used patient-reported health outcomes. Given
therestriction of in-person clinical visits during the stay-at-home
period, rater-performed examination was not feasible.
Importantly, these patient-reported outcomes are all validated
for people with MS, highly correlated with rater-determined
measures, interrelated among themselves, and clinically relevant.

In summary, we reported the potential clinical utility of digital
phenotyping in predicting subsequent health outcomesin people
with MSduring a COV1D-19 stay-at-home period. Specifically,
we predicted the presence of depression, high global MS
symptom burden, severefatigue, and poor sleep quality in people
with M S during the stay-at-home period using passively sensed
behavior changes measured by smartphone and wearabl e fitness
tracker. The predictive models achieved potentially clinically
actionable performance for al 4 outcomes. This study paved
the way for future replication studies during major stressful
events and has implications for future patient self-monitoring
and clinician screening for urgent interventionsin M S and other
complex chronic diseases.
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Abstract

Background: Remote measurement technologies, such as smartphones and wearable devices, can improve treatment outcomes
for depression through enhanced illness characterization and monitoring. However, little is known about digital outcomes that
are clinically meaningful to patients and clinicians. Moreover, if these technologies are to be successfully implemented within
treatment, stakeholders' views on the barriers to and facilitators of their implementation in treatment must be considered.

Objective: Thisstudy aimsto identify clinically meaningful targetsfor digital health research in depression and explore attitudes
toward their implementation in psychological services.

Methods: A grounded theory approach was used on qualitative data from 3 focus groups of patients with a current diagnosis
of depression and clinicians with >6 months of experience with delivering psychotherapy (N=22).

Results:. Emerging themes on clinical targets fell into the following two main categories: promoters and markers of change.
The former are behaviors that participants engage in to promote mental health, and the latter signal a change in mood. These
themes were further subdivided into external changes (changesin behavior) or internal changes (changes in thoughts or feelings)
and mapped with potential digital sensors. The following six implementation acceptability themes emerged: technol ogy-related
factors, information and data management, emotional support, cognitive support, increased self-awareness, and clinical utility.

Conclusions. The promoters versus markers of change differentiation haveimplicationsfor acausal model of digital phenotyping
in depression, which this paper presents. Internal versus external subdivisions are helpful in determining which factors are more
susceptible to being measured by using active versus passive methods. Theimplicationsfor implementation within psychotherapy
are discussed with regard to treatment effectiveness, service provision, and patient and clinician experience.

(IMIR Ment Health 2022;9(8):€38934) doi:10.2196/38934
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depression; digital health tools; implementation; qualitative; wearable devices; smartphone; passive sensing; sensor data; mobile
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Introduction

Thewidespread availability of remote measurement technologies
(RMTs), such as smartphones and wearables, provides
opportunities to assist in the management of patients with
long-term health conditions, such as depression. Passive sensing
involves the automatic monitoring of behavioral, physiological,
and environmental information using multiple digital sensors
[1], whereas active sensing requires user input by replying to
guestionnaires or completing smartphone-based tasks. Used in
combination, active and passive monitoring provide ways of
capturing continuous, ecologically valid, and high-resolution
measures of signs and symptoms related to depression. There
are numerous potential uses for such data, including outcome
measurements,  patient  stratification, and  clinical
decision-making within the treatment.

Cognitive behavioral therapy (CBT) is the first-line treatment
for people with mild to moderate depression; however,
approximately 50% of patients do not recover from the episode
following treatment [2,3]. To date, there are no reliable
predictive indicators of treatment outcomes[4]; therefore, akey
guestion iswhether RMTs could be used to identify predictors
of recovery. For example, RMTs could detect certain behavioral
subtypes of depression, which may be moreresponsiveto CBT
than antidepressants.

Another application of RMTs is as an outcome measure.
Currently, clinical and research outcome measurementsrely on
infrequent use of symptom scales, which rely on patients
remembering and communicating complex mood states, sleep,
appetite, and other core symptoms of depression, which is an
ability impaired in depression [5]. RMT, by directly measuring
key features of depression such as sleep and activity, may
provide morevalid indicators of core depression phenomenol ogy
and therefore provide better measures of treatment outcomes.

A further application of RMTswould beto provideinformation
to clinicians and patients, which could enhance the delivery of
care. For example, the impact of interventions such as sleep
hygiene or behavioral activation could be observed by patients
and clinicians using RMT, which would provide a more direct
and continuous indicator of change in targeted behaviors than
when relying on diaries or conventional outcome measures.

The measure of behaviors of interest in depression has taken a
bottom-up or data-driven approach to infer clinical states from
digital sensors; digital markers of behavior have adjusted to
existing sensors rather than the other way around [6]. These
approachesare helpful inidentifying potential digital biomarkers
of disease; however, they are not always clinically meaningful.
To generate clinical targets relevant to a patient’s needs, their
viewsonwhat illness or improvement looks like for them should
be included. Clinical outcomes in digital health research are
based on mainstream diagnostic scale items, however, even
established psychometrics are criticized for overlooking outcome
domains that are important to patients [7]. Therefore,
patient-centered approachesto digital mental health are needed.

User acceptability isat the core of technology adoption [8], and
thus, the patient and clinician acceptability of RMTsis crucia
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for successful implementation within the treatment. Although
RMTs have shown adequate levels of acceptability [9], few
studies have explored in-depth views on patient experience[6],
and those conducted in a clinical setting are fewer still [10].
This is problematic, given that treatment-seeking populations
have the potential added acceptability considerations of
increased burden of symptom severity, low cognitive and
emotional resources [11], and ethical concerns surrounding
personal data sharing [12].

In addition to barriers, identifying and harnessing facilitators
of RMT use during treatment may further motivate their use
within services. Simblett et al [11] found that patients felt that
RMTs provided opportunitiesto connect with peersand brought
about a sense of control and understanding of their condition.
However, previous studies have mostly considered participants
who were already using health tools as part of aresearch study
[13-15]. Although the experiences of current users are
undeniably helpful, understanding pre-use attitudes toward new
tools, including barriers to and facilitators of their adoption, is
central to their uptake and implementation in heath care
services.

Therefore, the objectives of this study were 2-fold. Using
qualitative methods, wefirst aimed to understand what outcomes
are important for clinicians and patients as they improve with
trestment to create clinically meaningful targetsfor digital health
research. Second, we aimed to explore patient and clinician
attitudes toward the use of RMTs and identify any perceived
barriers to and facilitators of using these methods during
psychological treatments for depression.

Methods

Design

This was a qualitative study with a focus group design. A
thematic analysiswas used to identify overarching themeswithin
the participants' attitudes and experiences. The topic guide was
developed based on the research goals, where the 2 main aims
were allocated to approximately half of the session each.

Participants

We recruited atotal of 22 participants, of whom 16 (73%) were
current or recent users of the Improving Accessto Psychological
Therapies (IAPT) Talking Therapy program, a psychotherapy
delivery service provided by the United Kingdom's National
Health Service (NHS). A separate group of clinicians within
the IAPT program were also recruited (6/22, 27%). They either
delivered CBT or were part of the care team for patients
undergoing CBT for depression and anxiety.

Clinicians with at least 6 months of experience in their roles
were recruited via email through their services. Patients were
recruited through advertisements in mental health service
waiting rooms and advertisements circulated by the staff.
Patients were eligible if they were aged >18 years and had
received at least three sessions of |APT-delivered CBT for a
depressive disorder in the past year.
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Ethics Approval

The study was reviewed by the London Bridge Research Ethics
Committee, and approval from the Health Research Authority
was obtained (reference 19/L0/0662).

Patient and Public I nvolvement

This research was reviewed by a team with experience with
mental health problemsand their caregiverswho were specially
trained to advise on research proposals and documentation
through the Feasibility and Acceptability Support Team for
Researchers—a free, confidential servicein England provided
by the National Institute for Health Research Maudsley
Biomedical Research CentreviaKing's College London, South
London, and Maudsley NHS Foundation Trust. The reviewed
documentation comprised all participant-facing documents,
excluding the interview schedule.

Procedure

A total of 3 separate focus groups led by 2 researchers were
conducted in August 2019 at King's College London, 2 for
patients and 1 for clinicians. All participants provided written
informed consent to participate in this study. Patient sessions
ran for 2 hours and clinician groupsfor 1 hour. The participants
were compensated £25 (US $32.50) for participating in the
study.

Baseline demographic data, including age, gender, ethnicity,
and the type of treatment received or administered, were
recorded. During the focus groups, participants were prompted
with a series of prespecified questions to explore the outcomes
that peoplevauein relation to their mental health (eg, improved
sleep, increased socialization, and completion of daily chores).
In addition, they were asked about their attitudes toward using
smartphones and wearable technology during psychological

de Angel et a

treatment (see supplementary note 1 for the topic guides in
Multimedia Appendix 1). Sessions were audio recorded and
transcribed verbatim (excluding filler words, such as*“erm” or
“um”). The same 2 researchers—a PhD candidate and a
postdoctoral health psychologist—facilitated all the sessions.

Data Analysis

Transcriptions were independently coded and analyzed by 2
researchers using the NVivo software (version 12; QSR
International). To improve the breadth of perspectives and
reduce researcher bias, coding was replicated by a qualitative
researcher who was not present in the focus groups.

Following Braun and Clarke [16], an inductive, thematic
analysis approach was followed, in which the data drive the
generation of themes rather than a previous theoretical basis.
Theresearchersread the transcriptsto identify emerging themes.
Recurring topics were grouped under the same code until the
general patterns of themeswereidentified. Theresearchersthen
met to discuss and consolidate themes, generating anew list of
codes, which was used for afurther round of coding.

Results

Sample Demographics

There were atotal of 22 participants. The main demographic
characteristics of the sample are presented in Table 1. All
patients had adiagnosis of depression, and 63% (10/16) reported
comorbidities. Half of the participants (8/16, 50%) reported
having comorbid anxiety disorders, including generalized
anxiety disorder and panic disorder. The results were separated
into two main sections: (1) relevant clinical outcomes and (2)
implementation barriers and facilitators.

Table 1. Demographic characteristics of participantsin the clinician focus group and both patient focus groups (N=22).

Characteristics Clinicians (n=6) Patients Total (N=22)
Group 1 (n=9) Group 2 (n=7)
Age (years), mean (SD) 36.7 (9.3) 47.9 (15.7) 47.7 (11.6) 44.6 (13.3)
Gender, n (%)
Women 5(83) 6 (67) 7 (100) 18 (82)
Men 1(17) 3(33) _a 4(18)
Ethnicity, n (%)
Asian or Asian British 1(16) — 1(14) 2(9)
Black African or Caribbean, or Black British 1(16) 3(33) — 4(18)
White British 3(50) 4 (44) 4(57) 11 (50)
White other — 1(11) 1(14) 2(9
Mixed or multiple ethnic groups 1(16) 1(11) 1(14) 3(14)
Comorbid anxiety diagnosis, n (%) N/AP 4 (44) 4(57) 8 (50)°
Physical health condition, n (%) N/A 2(22) 1(14) 3(19)°

@Not available (no participants with these characteristics).

BN/A: not applicable (diagnosis information not collected for the clinician group).

CPatient data only; total: N=16.
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Clinical Outcomes

Overview

Thefirst section of the focus group discussionsrevolved around
identifying which behavioral changes signaled an improvement
in, or worsening of, mood to our participants. Two main themes
were identified: behaviors that people engage in, which have
an impact on mood, named here as promoters of change, and

de Angel et a

behaviors that manifest because of a change in mood, termed
as markers of change. These themes were further subdivided
into either external changes (referring to changes in their
behaviors and could, in principle, be measured objectively) or
internal changes (referring to changes in thoughts or feelings
rather than actions). Figure 1 summarizes the markers and
promoters of change discussed in the groups with example
quotes.

Figurel. Internal and external markers and promoters of change and their corresponding remote measurement technology sensors through which they

could be measured.

Changes Internal External Potential passive sensors
Promoters . Perfectionism and pressure . Physical activity * Accelerometer
of change . Insight into improvement . Establishing a routine * GPS, phone use, accelerometer
. Engaging with treatment and *  Sleep hygiene * Accelerometer, microphone, light
homework . Setting realistic goals * Phone use, calendar
. Psychoeducation * App use
. Distractions and hobbies * App use, microphone, GPS
*  Screen time and social media * Phone use
. Stigma * Social media use, call and message
logs
Example “If | connect with people who are “It's been really good for me | mean, you
quotes expecting a bit too much from me, that know, forcing myself to run and, just
can set me back.” walking or to keep up and just get out and
get moving.”
“If you put too much in your diary then
you start to get really kind of stressed, "Once they realise that they need to put
trying to sort of fit it all in.” routine back in their lives [...] it makes a
huge difference to the individual and they
do start feeling better”
Markers of . Cognitive factors . Socialisation * Bluetooth, microphone, call logs
change o Concentration and focus . Increased energy and activity * Accelerometer, GPS
o  Problem solving . Leaving the house * GPS
©  Ability to cope e  Task completion * Calendar, app use
. Confidence and self-acceptance . Change in speech * Microphone
e  Plans for the future e  Improved self-care » Camera
. Body language * Accelerometer, magnetometer,
gyroscope
Example “People are less overwhelmed, they’'re “At some point due to high stress and
quotes able to problem solve, for the most exhaustion my body just shut down. And |
part, and deal with their avoidance, wasn’t able to leave my house at all.”
which can increase their problems,
especially if they’re related to things “Itheir] responses to questions becoming
that have necessary tasks that need to faster, and their content becoming longer
be completed.” and more detailed”.

Promoters of Change

Internal

Three main subthemes emerged asinternal processesthat could
help promote or hinder improvementsin people's moods. First,
participants found that feeling pressure from themselves or
striving for perfectionism to be better or do more would hinder

https://mental .jmir.org/2022/8/€38934
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their improvement. Second, they felt that having insights into
their illness and awareness of progress was gratifying. Third,
experiencing an improvement in mood led some people to
gradually disengage with treatment “instead of doing the work
again so you do get complacent” (PO7) by leaving homework
incomplete or stopping the medication, which, in consequence,
worsened mental health.
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External

A prevalent subtheme for al focus groups as a promoter of
mental well-being was staying active, including both vigorous
exercise and milder physical activity. This was followed by
establishing aroutine, which both clinicians and patients found
to be central to experiencing improvement. Striving to create
better sleep habitsto improve mental health and setting realistic
goalsin the short term gave people a sense of accomplishment.
However, unredistic targets ran the risk of bringing
discouragement and worsening the mood if left incomplete.

Psychoeducation, including signing up for and engaging with
mental health courses, was perceived as helpful, as was
completing the homework assigned during therapy. In addition,
participants found value in finding suitable distractions such as
comedy shows, music, and pursuing hobbies. Notably, only
clinicians discussed social media and screen time as having a
potential impact on mental health.

Societal stigma or how other people reacted to participants
mental health difficulties was discussed only by patients as
something that affected their mental state but recognized that
they had no control over it.

Markers of Change

Internal

As people experienced improvement, they reported a genera
feeling of being better able to cope, feeling less overwhelmed
with daily difficulties, and more motivated to go about their
daily lives. A participant summarized it as“I find I'm able to
run my day better” (P13). Participants also reported an increase
in confidence, self-acceptance, and making more plans for the
future, astheir symptoms improved.

de Angel et a

External

The single most mentioned theme was socialization and how,
as mood improved, they “began to reach out to friends again,
to reconnect with them socialy” (P07). Going out more often
and meeting an increased number of people were mentioned.

Lack of energy, both physically and mentally, was discussed
asone of the more noticeablethings, particularly with reference
to being able to leave the house as a combination of both
physica and mental motivation. Clinicians pointed out that
“people become more active, don’t they, as we go through
therapy” (C02).

Successful completion of daily tasks and other small daily
achievements was highlighted, which clinicians believed
represented an improvement in cognitive function. Specifically,
people noticed they were able to “get things off my to-do list
rather than just postponing them” (PO1).

Clinicians reported noticing changes in a patient’s speech;
however, one of the clinicians pointed out that speech change
patterns may be different in anxiety, which, in contrast to those
with depression, may be faster to answer when symptoms are
more severe. Changesin self-care habits were also reported by
both clinicians and patients.

The patients expressed the importance of body language and
how others could discern their mood from their physical
appearance and facial expressions.

Implementation Barriersand Facilitators

The second part of the study focused on how RMTs, with the
potential to measure the aforementioned symptoms, were
perceived by patients and clinicians. A total of 6 overarching
themes and 26 subthemeswereidentified (Figure 2), and quotes
for each subtheme are presented in Table S1 in Multimedia
Appendix 1.

Figure 2. A breakdown of the six themes and subsequent subthemes emerging from the data. End nodes correspond to the number of codes related to
each subtheme; the larger the node, the more instances of coding for that subtheme.

Seli-reflection and tngger identificatio

Goal setting

Therapeutic alliance and replacing human interaction

4. Cognitive
Support
Self-autonomy

3. Emotional

Creates community ® support

Additional channel of communication =

Clinician wor

Technology-Related Factors

Under thefirst theme of technol ogy-rel ated factors, weidentified
the subthemes of accessibility, usability and convenience,

https://mental .jmir.org/2022/8/€38934

5.Increased self-

. Treatment trajectory
sitive and negative reinforcement

Rumination and health anxiet

awareness

6. Clinical Utility

1. Technology-
related factors

personalization of experience and modularity, reliability, and
discreetness or stigma. Most participants were concerned about
the price of the technology and the surrounding infrastructure,
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including accessto reliable Wi-Fi. Participants al so agreed that
technology and software would need to be simple to use and
convenient; for example, requiring regular charging or software
updates that took time and technological literacy would affect
their engagement. Participants valued the option to personalize
their experience and adapt the software to their needs by
deciding what to measure and manipulating the screen display.
Clinicians agreed that modularity within the software would
also be useful for them.

Concerns arose regarding the reliability of the technology,
especialy deviceswith physiological readings, and how making
health decisions based on unreliable sensors could potentially
be harmful. Discretion was also important, aswearable devices
should not identify people with psychiatric disorders.
Participants preferred mobile phone apps to wearable devices;
however, commercially available fitness devices or
smartwatches would avoid these concerns.

Information and Data

Data and information management emerged among the three
focus groups and revolved around five main topics: security,
privacy, control over data collection, feedback, and clinician
data management and workload. Compared with patients,
clinicians verbalized more data considerations.

Within the subtheme of security, participants were mainly
concerned about sensitive information being leaked or picked
up through digital sensors and going out to third parties and
private corporations. Privacy concernswere related to who could
gain access to the data and what choice patients would have
over their access. In addition, patients wanted control over data
collection and the option to engage with this technology or opt
out rather than being a prerequisite for treatment. Therefore,
many participants preferred the idea of a wearable device over
a smartphone app for health or research purposes, as having a
separate device gave participants a sense of awareness and
control over when data collection took place.

Patients generally wished to review their progress, and thus,
receiving feedback from RMTs would be valuable but should
be tailored according to personal preferences and in away that
promotes positive reinforcement.

For clinicians, themes emerged related to managing big data,
training, and clinical workloads. They were concerned about
receiving adequate training, which would affect the effectiveness
of the tool and their overall workload, and discussed the
necessity of software to help sift through large amounts of
information to generate actionable insights. Clinicians raised
further concerns about whether RMT data would be used to
eva uate risk and whether this would add to their workload.

Emotional Support

Attitudes toward whether RMTs could provide an additional
source of emotional support during treatment went in 2 opposite
directions. On the positive end of the spectrum, participants
believed that digital tools could complement human interaction
by creating another channel of communication, which was
thought to help with in-treatment discussions. Both clinicians
and patients discussed how RMTs could accommodate the
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provision of lower-intensity extra support after treatment, for
example, by having posttreatment check-ins. This technology
was aso thought to provide an opportunity to create a
community by sharing achievements and involving others in
their goals, thus providing an additional source of support.

Conversely, 2 further subthemes revolved around the fear of
overreliance on technology and a decline in human interaction.
Clinicians believed that relying on a wearable device during
treatment could affect relapse rates if patients became reliant
on these tools and they were then taken away after treatment.
Patients echoed this sentiment and added that this overreliance
may detract from afeeling of autonomy.

Any replacement of human interactionswas almost universally
considered detrimental to the therapeutic alliance. Participants
believed that no longer feeling accountabl e to atherapist would
detract from their motivation to engage with treatment or
homework.

Cognitive Support

The positive motivational impact of automated messages or
notifications being delivered to people via smartphones was
discussedin al groups. Participantsthought positively of RMTs
as tools for memory aids in several ways, including helping
manage practicalities such as taking medication and keeping
track of what improves their mood. Clinicians believed that
using RMTs as memory aids could improve adherence to
homework or medication. Another way in which it was
perceived as a complement to treatment was through planning
and goal setting.

I ncreased Self-awareness

Subthemes within self-awareness revolved around having a
reflexive tool to identify triggers and boosters of well-being,
assesstreatment trajectory, positive or negative reinforcements,
and the potential to worsen rumination and health anxiety.
Keeping a continuous log of these reflections was thought to
help identify changes in symptom trajectories in an ecological
context, such that it could provide guidance on what improves
people’'s mood and identify negative triggers.

Clinicians discussed the benefits of potentially identifying
treatment trajectories, such that they may adjust strategies
depending on changes in behavior. A subtheme of positive
reinforcement emerged in the groups, in which people believed
that being shown progress could prove motivating. Others
advised caution, as being presented with failureto achieve goals
could lead to feelings of self-defeat. Being forewarned of a
possible dip in mood gave some people a sense of foreboding,
which they felt could create a self-fulfilling prophecy.

A prevalent concern was whether monitoring health would lead
to increased anxiety as people obsess over data, which could,
inturn, worsen existing symptoms such aslack of sleep. Indeed,
some people disliked the idea of having a regular request to
reflect on their mental state and, therefore, constant reminders
of their ill mental health. Clinicians highlighted the risks to
those with health anxiety if they were exposed to constant health
monitoring and feedback.
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Clinical Utility

Thetheme of clinical utility emerged in relation to how, and to
what extent, digital tools could complement treatment. The
identified subthemes were related to improving the clinical
experience, objective symptom measurement, outcome
definitions, treatment effectiveness or concerns over the
evidence base, and targeting physical health.

RMTs were thought to improve the clinical experience by
replacing questionnaires, offering an electronic alternative to
paper, and gamifying data collection. Both patient groups
expressed a strong dislike for repeated symptom measurement
guestionnaires, and automatic data collection was considered a
pleasing alternative. For aspects of therapy that cannot be fully
automated, such as homework, participants still expressed a
stronger disposition to engage with electronic methods.

Clinicians discussed the utility of more objective behavioral or
physiological symptom measuresthat could help contextualize
a patient’'s symptoms. At the same time, they warned that
objective benchmarks for outcome definitions would vary
drastically across patients, such that symptom improvement
may manifest with opposite digital signatures across different
conditions.

Both patient groups discussed the issue of trust and whether
technology was as effective as human-based treatments in the
context of treatment. It was important for all groups that any
recommendations based on digital tool readings be evidence
based or accredited by the NHS to ensure their reliability.

An additional discussed benefit of using these devices in a
clinical population was that they encourage improvement in
physical health and sleep, which are items reportedly targeted
in treatment.

de Angel et a

Discussion

We aimed to understand what improvement-related outcomes
areimportant for clinicians and patients, aswell asthe attitudes
toward the use of RMTs within psychologica treatment. The
main purpose of this study wasto generate clinically meaningful
targets for RMT research and help in their implementation in
research and clinical practice.

Clinical Outcomes

Participants talked about the behavioral, cognitive, and
emotional changes experienced alongside mood fluctuations.
Emerging themes were categorized as either markers or
promoters of change to differentiate how participants viewed
these fluctuations. Markers of change seemed to be referred to
as consequences of improvement in mental state, whereas
promoters were viewed as thoughts or behaviors that were
perceived as affecting changes in mental state.

This differentiation has implications for the causa model of
digital phenotyping in depression. Undoubtedly, patient and
clinician perspectives do not necessarily reflect the reality of
the time order relationship of these symptoms, which is a
necessary characteristic of causd inference. However, thismodel
can serve as a useful framework to contextualize the analysis
of relationships between digital features. This is especialy
relevant as, with few exceptions[17], much of the existing work
on digital mental health is based on correlations [18], and
determining causality isnecessary to extract actionableinsights,
especialy asthey relate to treatment [19].

Inthismodel, depicted in Figure 3, markers of change could be
used as a proxy for changes in mental state—the effect in a
causal effect model—and, therefore, primary targets for the
remote monitoring of symptoms. However, promoters of change
may be unrelated to the current mental state but be actionable
targets for treatment and predictors of mood fluctuations.

Figure 3. Model depiction of promoters and markers of change. As mood fluctuates, so do the markers of change, such as socialization, homestay, or
speech, each represented by a colored line. These vary with mood and can be used in combination to assess the current mental state. Promoters of
change, such as routine, sleep hygiene, and psychoeducation, can be viewed as clinical targets, which can be actioned at a time of downward mood

trend (as depicted by the red asterisk) and promote improved mental health.
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Change in activit
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The subdivisions of internal versus external factors could be
helpful in determining which factors are more susceptible to
measurement with active versus passive methods. GPS and
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accelerometer sensors have been widely used for this purpose,
with promising results [20,21]. Other factors, such as body
language (gait and posture), maintenance of aroutine, self-care,
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and task completion, have a very scarce literature base if any
(eg, gait [22] and task completion [23]), likely because of the
difficulty in operationalizing them via remote sensing.

Degspite the advantage of minimal engagement required for
passive sensing, data from active apps such as smartphone
calendars can provide low-burden information on items such
as workload, leisure activities, and completed daily tasks. For
example, Wahleet a [23] included calendar eventsin prediction
algorithms to distinguish people with depression from
nondepressed people. However, it islikely that a multidomain
approach to data collection would be preferable to capture the
complex nature of the behaviors of interest.

Questions have arisen regarding the accuracy and face validity
of digital sensorsthat genuinely detect the behavior they claim
to measure [24]. However, sensor data have been widely found
to have adeguate construct validity in that they can predict
self-assessed moods [18]. This means that although caution is
advised when inferring real behavior from digital features, they
may serve as helpful signals for depression.

Implementation Barriersand Facilitators

Overview

Theimplementation of digital healthtoolsin health care services
requiresinsightsinto barriers and facilitators from stakehol ders.
In the second section of our focus group discussions, we
identified six main themes. technology-related factors,
information and data, emotional support, cognitive support,
increased self-awareness, and clinical utility. The implications
and impact of these themes on implementation within treatment
with regard to treatment effectiveness, service provision, and
patient and clinician experiences are discussed in the following
sections.

Implications for Treatment Effectiveness

One of the necessary drivers of implementation is that these
tools are perceived as improving treatment outcomes. The
perception that RM Ts could provide better communi cation and
increased self-awareness are 2 routes through which this could
be achieved. The third route is through supporting homework
[25]. Being able to follow patient trajectories more closely
would aid the development of prediction models for recovery
and relapse [15] and help clinicians make prompt and
better-informed decisions [26]. In addition, integrating a
treatment platform where patient-clinician communication is
enhanced with physical health tracking, psychoeducation, and
memory and motivational aids that are specifically tailored to
patient symptoms and treatment schedules could boost
effectiveness and move toward amore holistic and personalized
approach to treatment.

The patient-clinician therapeutic relationship was one of the
most prominent themes, where concerns that it may replace
human-delivered treatment can feel dismissive and indeed hinder
treatment effectiveness, despite finding value in the extra
low-intensity support technology provided. Despite the dearth
of research on the effect of digital health on therapeutic
relationships [27], a recent narrative review suggests that an
alliancewithin digital mental health can be cultivated, although
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it may take a different form [28]. Given that a therapeutic
alianceisahighly predictive factor for treatment response[28],
such concerns should be carefully considered inimplementation
strategies [29].

Importantly, RMT capabilities in terms of feedback schedules
need to be tailored to individual needs so as not to exacerbate
symptoms. Generally, feedback was appreciated; however, close
monitoring was strongly discouraged for those with health
anxiety. Indeed, case studiesfrom the physical health field have
found that wearables worsen mental health in such cases[30].

Impact on Service Provision

Service provision could be negatively affected by the broadening
of the digital divide—the gap between those who benefit from
the digital age and those who do not. This study found that
technology-related factors such as accessibility, usability, and
complexity could affect the breadth of service provision by
increasing the digital divide in three main ways: those with
lower technology experience and literacy are less likely to
benefit from technologies with more complex designs [31],
peoplewith severe depression are morelikely to be unemployed
and therefore have lower purchasing power for devicesor stable
internet [32], and reduced cognitive abilities could affect the
capacity to effectively interact with the devices.

Despite research linking remote monitoring to increased overall
accessto health care[33] and an overall increasein the capacity
for service provision, inequalities may still appear if those with
less access, experience, or capacity are less likely to benefit
from this technology.

Patient Experience

The main potential for improvement in patient experienceisby
replacing recurring symptom questionnaires, which were almost
unanimously disliked by patients, who disliked the repetition
and negative phrasing of their symptoms. This is supported by
previous research showing that patients with depression would
value measures of wellness and illness[34]. Digital active data
collection methods could allow for different ways of capturing
symptoms, such as visual or animated scales. Their use could
also be reduced altogether by incorporating passive sensing.

Additional patient concerns revolved around data, specifically
around having agency over datacollection and access, afinding
replicated elsewhere [11]. Therefore, patient-clinician
discussions on which behaviors to monitor, and why, could
improve attitudes toward RMT use in treatment. Privacy
concerns could be reduced for some people if certain features,
such as location-based data, were not deemed relevant to a
patient’s treatment and, therefore, not recorded.

Clinician Experience

A key facilitator for clinicianswasthe utility of having objective
behavioral measuresto contextualize symptoms. They believed
that this could be used to motivate and engage patientsin their
care. However, amajor factor that could affect clinician buy-in
was related to data management and interoperability, aconcern
also found in primary care settings [35]. Electronic medical
record systems are already a source of excess datainputting for
clinicians. Adding active and passive datagenerated from digital
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health toolsisunlikely to improve care and may well overburden
clinicians unless they are provided with adequate tools and
training to manage and interpret datain actionable ways. Much
of the research on acceptability revolves around patients;
however, clinicians are end users who have been shown to
express varying attitudes toward the implementation of new
technologies, attitudes that can be improved through exposure
to technology and training [36].

Strengths and Limitations

This study included clinician views, a key stakeholder with a
strong influence on implementation success and whose practice
we aim to influence. The inclusion of 3 separate focus groups
allowed for different dynamicsand awider range of experiences
to be captured in this study.

Some limitations include the fact that despite the importance
of capturing attitudes before implementation, the barriers and
facilitators reported here may vary after the experience of
sustained RMT use. This study relied on a small sample of
participants with treatment experience from a single health
service, meaning that these results may not be broadly
generalizable to other settings.

In addition, the participants’ previous experiences with
technologies were not included in the analysis.

There may aso be confusion surrounding the term RMTs and
what they can be used for; thus, adichotomy may arise between
the use for self-management, which patients are more likely to
envision, or the use for prediction in clinical care. The latter is
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less understood and thus might have affected the participants
responses.

Future Research

Futurelongitudinal studies could include active datathat capture
the emotional and psychological factors presented in this study
and could generate passive data features that closely match the
behavioral markersreported here. Studies examining the severity
of depression and device engagement are aready underway
[37]. Applying such methods to patients currently in
psychotherapy could provideinsightsinto how real engagement
and device use vary within mental health services. Finaly, the
study by Torous et a [38] sheds light on the importance of
supporting working alliances in digital heath platforms;
therefore, similar studies examining remote measurement and
digital therapeutics are necessary.

Conclusions

Digital tools bring new methods of data collection and new
outcomes, therefore, there is a need for a re-evaluation of the
clinical targetsthat are considered important. Therefore, advice
on what type of information should be measured and analyzed,
aswell asattitudes toward their use from different stakeholders,
is central. This study used a qualitative approach to identify
clinical targets that are important to patients and clinicians and
developed a framework for determining which factors may be
more susceptible to be measured using active or passive
methods. We also identified 6 main themes surrounding attitudes
toward RMTs, which could drive implementation efforts in
health care settings.
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Abstract

Background: Engagement with mental health smartphone apps is an understudied but critical construct to understand in the
pursuit of improved efficacy.

Objective: This study aimed to examine engagement as a multidimensional construct for a novel app called HabitWorks.
Habit\Works delivers a personalized interpretation bias intervention and includes various strategies to enhance engagement such
as human support, personalization, and self-monitoring.

Methods: We examined app use in a pilot study (n=31) and identified 5 patterns of behavioral engagement: consistently low,
drop-off, adherent, high diary, and superuser.

Results: We present a series of cases (5/31, 16%) from thistrial toillustrate the patterns of behavioral engagement and cognitive
and affective engagement for each case. With rich participant-level data, we emphasize the diverse engagement patterns and the
necessity of studying engagement as a heterogeneous and multifaceted construct.

Conclusions: Our thorough idiographic exploration of engagement with HabitWorks provides an example of how to operationalize
engagement for other mental health apps.

(IMIR Ment Health 2022;9(8):€33545) doi:10.2196/33545

KEYWORDS
engagement; mental health apps; cognitive bias modification; human support; mobile health; mHealth; mobile phone

: [8]), particularly when app use is supported by some level of
Introduction human coaching [9,10].
Background A critical challenge to redizing the potential of mental health

Over the past 2 decades, the number of available mental health
smartphone apps has grown to well over 10,000 [1]. Compared
with the number of apps available, research testing the efficacy
of apps is extremely limited [2,3]. However, a growing body
of research supportsthe clinical benefits of some mental health
appsfor arange of emotional disorders (anxiety and depression
[4], anxiety [5], depression [6], schizophrenia[7], and a cohol
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RenderX

appsisattrition; app use has been found to decline significantly
after the first 2 weeks [11], and a recent review of health app
use from >100,000 users found that the average period of use
wasjust 5.5 days[12]. Mental health app usersrarely complete
the “full course” of the app intervention [13]. There are many
possible explanations for declining app use; for example, users
may have “gotten what they need” [4], or the app has “lost its
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novelty” [14]. Intervention fatigue (emotional or cognitive
weariness atributed to the intervention) [15], lack of
accountability, and low alliance with app interventions have
been highlighted as the reasons for disengagement [16].
Furthermore, the presence of technical issues [17] or genera
unhappiness with app features are obvious reasons for
discontinued use and emphasize the need to incorporate user
input into the app design process [18].

Although there is an implicit assumption of a meaningful
relationship between app use and benefit, the relationship
between app use and clinical outcomesis complex. Greater app
use has not consistently been associated with better clinical
outcomes (eg, Lin et al [19] and Bakker et a [20] found
association between app use and clinical outcomes, and Graham
et al [4] found no association between app use and clinical
outcomes). Thus, researchers have called for more attention to
engagement [1,21], suggesting that the way in which people
use and relate to (ie, connect with and enjoy) the app may have
important implications. This user-app relationship occurs both
during and outside of actual app use and may be central to app
efficacy [22]. Although systematic research on the most effective
methods to enhance engagement is lacking, a recent review
identified a broad range of factors that may facilitate
engagement, including increases in insight, sense of control
over one's mental heath challenges [23], and human
connections incorporated into the intervention [11,24].

Although there are many definitions of engagement, most concur
on its multifaceted and dynamic nature [23,25] suggesting that
it subsumes the extent of intervention use (amount, frequency,
and duration), as well as subjective experience (attention,
interest, and affect) with the intervention [26]. Nahum-Shani
et a [27] integrated theories of engagement across disciplines
(ie, education, industrial or organizational psychology, and
computer science) and suggested that engagement may be best
thought of as“energy investment involving physical, affective,
and cognitive energies directed toward afocal stimulusor task.”
Recent examinations of engagement have indeed focused on a
tripart model: behavioral (physical involvement with the
intervention), cognitive (thinking about, attending to, and
processing the intervention), and affective (emotional response
to the intervention) [23,27-29]. These 3 domains are distinct;
an individual can enjoy an intervention (affective) but not
complete the suggested amount of use (behavioral), or they can
complete intervention sessions (behavioral) and not make
connections between the app and their life (cognitive).
Nahum-Shani et al [27] asserted that engagement is a state that
waxes and wanes because of a variety of internal and external
factors [30] rather than arelatively stable construct [28,31].

This Study

In this study, we aimed to operationalize the model of
engagement by Nahum-Shani et a [27] for anovel mental health
app called Habit\Works. We developed Habit\Works to provide
support during the critical transition between acute psychiatric
care and outpatient treatment, atime of high risk for symptom
deterioration, rehospitalization, and treatment disengagement
[32]. HabitWorkswas initially devel oped for patients receiving
cognitive behavioral therapy (CBT) skills-based partia hospital

https://mental .jmir.org/2022/8/e33545
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care and was designed to augment treatment by facilitating the
practice of cognitive therapy skills, to promote skill practicein
the postacute period, and to ease the transition back into
community treatment [33].

HabitWorks delivered a personalized interpretation bias
intervention, as well as self-monitoring. This intervention was
designed to promote an adaptive interpretive style, as the
tendency to interpret ambiguous situations negatively (or not
interpret them positively) plays an important role in the
maintenance of most emotional disorders [34]. This type of
intervention reliably improved interpretation bias and, in some
cases, led to improved clinical symptoms [35,36]. The
interpretation bias exercise wasframed asaway for participants
to practice catching themselves when jumping to negative
conclusions, ultimately fostering healthier mental habits. The
symptom-monitoring component was presented as a way of
raising awareness about mood fluctuations.

Inasmall pilot study, HabitWorks was feasible and acceptable
for a transdiagnostic sample of patients attending a partial
hospital program [33]. Qualitative feedback revealed that
participants enjoyed using the app and related the content to
their daily lives. Although adherence was excellent during acute
care (ie, 78.6% met the 5-session benchmark), similar to many
apps [11], use throughout the month after discharge decreased
over time (ie, based on the 3-session weekly adherence
benchmark, weeks 1-3: approximately 33% adhered; week 4:
approximately 0% adhered) [33]. Increasing app use during the
month following discharge is likely to be vital to the efficacy
of HabitWorks, as similar cognitive bias modification
interventions have been found to be most effective with practice
and repetition [36,37]. Consequently, we made several
refinements to the app to enhance engagement during the
postdischarge period.

This study aimed to (1) present an operationalization of
engagement with HabitWbrks based on the 3-facet model, (2)
identify patterns of behavioral engagement with Habit\Works
during the month after discharge, and (3) present case examples
toillustrate 5 distinct patterns of behavioral engagement. The
identification of engagement patterns was based solely on use
because of the objectivity of the measurement, precedent
regarding the way in which engagement patterns have been
categorized in larger studies [11,38] and our project’s a priori
determination of adherence. Although we primarily focused on
behavioral engagement for pattern categorization, we also
explored indicators of affective and cognitive engagement.
Research indicates that presenting only behavioral outcomes
may be simplistic and fail to fully capture engagement as a
construct [27]. Examining affective and cognitive engagement
is crucial for developing a more thorough and nuanced
understanding of the way people interact with apps. An
idiographic approach was preferred to achieve a rich
understanding of patterns of engagement [39,40] with this new
app and as research on other apps has highlighted the
heterogeneity in the preference of app features[26]. Exploring
individual patterns of engagement with HabitWbrksmay inform
further tailoring of the app to enhance its efficacy for high-risk
populations, aswell asinform the development of similar types
of mental health apps.

JMIR Ment Health 2022 | vol. 9 | iss. 8| €33545 | p.88
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

Methods

Participants and Setting

Thisstudy included 31 participantswho were randomly assigned
to HabitWorks in a pilot randomized controlled trial (RCT;
Table 1 provides the demographic characteristics of
participants). Participantswere recruited from apartial hospital
program at McL ean Hospital in Belmont M assachusetts, which

Table 1. Full sample demographics (N=31).

Ramadurai et d

provides intensive, CBT-based, transdiagnostic treatment.
Inclusion criteriaincluded at least moderate symptom severity
at admission (>9 on the Patient Health Questionnaire-9 [41] or
Generalized Anxiety Disorder-7 [42]), at least aminimal level
of interpretation bias (<80% accuracy on the Word Sentence
Association Paradigm [WSAP]; [43]), having an AppleiPhone
(HabitWor ks was not compatible with Android), and willingness
to sign arelease form to communi cate with outpatient providers
in case of any safety concerns.

Characteristics Values
Age (years), mean (SD) 29.2 (10)
Gender, n (%)
Nonbinary transmasculine 1(3)
Woman 19 (61)
Man 11 (36)
Sexual identity, n (%)
Queer 1(3)
Bisexual 3(10)
Gay or lesbian 2(7)
Heterosexual 25 (81)
Ethno-racial identity, n (%)
Do not know 1(3
Asian and White 3(10)
Asian 2(7)
Hispanic or Latinx 2(7)
Non-Hispanic White 24.(77)

Exclusion criteriaincluded current mania, psychosis, or severe
clinical acuity, as judged by clinic staff, which would impair
the understanding of consent and research procedures. Forgeard
et a [44] provided athorough overview of the partial hospital
program, and Beard et a [33] provided the description of
eigibility for the HabitWorks study. Eligible participants
provided informed consent to participate in the study procedures
as an augmentation to their care as usual. The 5 case examples
chosen from the larger sample (N=31) have been masked such
that they include no identifiable information, and all
demographic data (ie, diagnosis and occupation) have been
changed.

https://mental .jmir.org/2022/8/€33545

Ethics Approval

This study was approved by the Mass General Brigham
Ingtitutional Review Board (2018P000252).

HabitWor ks I ntervention

HabitWorks delivered a personaized, transdiagnostic
interpretation bias intervention. The app was developed in
consultation with content experts and clinic directors for
implementation strategy. Given the importance of user
involvement in the devel opment process [1], a patient advisory
board and open tria participants provided critical feedback
throughout the development process, informing modifications
to the app and methods to enhance engagement [33]. Table 2
provides a detailed list of HabitWorks features and prior
evidence supporting their usefulness.

JMIR Ment Health 2022 | vol. 9 | iss. 8| €33545 | p.89
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

Ramadurai et d

Table 2. Features of HabitWbrks and strategies used to enhance engagement.

Feature or strategy

Empirical support What does this ook like in Habit\Works?

Human support

[11,39,45-50]

Customizationand notifica=  [51-53]

tions

Personalization

Novelty

Mood and tracking fea-
tures

Habitdiary

Feedback

Privacy and data security

[45,54]

[55,56]

[45,50,57-60]

[61-63]

[54,60]

[18,64-66]

App use was guided during acute care as support staff checked in with participants daily or less
frequently if preferred.
Postdischarge support was continued through weekly email check-ins.

Participants were prompted to schedul e 3 exerci se sessions per week in the month after discharge
and were then sent push notifications at the scheduled times.

Exercise scheduling was customizabl e such that participants could schedul e and change exercise
session timing, promoting participants’ sense of control and feasibility to use in the context of
the participant’s busy life.

Increased relevancy of HabitWorks by only offering it to those who demonstrated at least a
minimal level of interpretation bias.

Participants completed personalization checklists ng demographic characteristics and
worry domains (eg, social situations, panic symptoms, and relationships). The app algorithm
then selects relevant word-sentence pairs (see the study by Beard et al [33] for checklists).

HabitWorks presented variations of theinterpretation bias exercisein format and length through
the “level up” and bonus functions. When participants reached 90% accuracy, they progressed

to the next out of 10 levels, which featured increasingly positive interpretations and introduced
novel word-sentence pairings[33].

The app presented 17 randomized encouraging GIFs, such as a celebrity giving athumbs up, at
the end of each exercise session.

Participants completed mood surveys prompted by the app weekly and self-initiated surveys as
desired.

HabitWorks included progress graphs of mood check-in data, as well as exercise performance.
The exercise graphs depicted changes in reaction time and interpretation accuracy over time.

The Habitdiary asked participants to reflect on their week and record instances in which they
found themselves jumping to negative conclusionsor noticed changesin their thinking or behav-
ior.

Participants were prompted to complete entries once weekly during check-ins and could also
initiate additional entries as desired.

HabitWorks provided feedback during the exercise to participants immediately following each
trial based on the accuracy of their responses (ie, “ Correct!” Or “Try Again!”), aswell as at the
end of each exercise on overall reaction time, accuracy, and percentage improvement (see the
study by Beard et al [33] for adescription of feedback).

HabitWorks provided PHQ-9% and GAD-7° scores.

Users required a unique passcode to access HabitWorks.

HabitWorks enabled touch 1D to access the app and ensured thorough understanding of participant
rights, data collected, data storage techniques, and data uses by going over consent documentation
and storing this document within the app.

3PHQ-9: Patient Health Questionnaire-9.
PGAD-7: Generalized Anxiety Disorder-7.

The interpretation bias exercises were based on the WSAP
[43,67]. At the onset of the exercises (Figure 1 provides
screenshots), participantswere instructed to imagine themsel ves
in each of the upcoming situations. Next, aword was presented
that represented a positive (funny), neutral (toast), or negative
(embarrassing) interpretation of an ambiguous situation that
followed (during your speech at the wedding, you notice people

https://mental .jmir.org/2022/8/€33545

in the audience laughing). Participants clicked “yes’ or “no”
on their phone screen, indicating whether they believed theword
and sentence were related. Next, they were presented with
corrective feedback (ie, “Correct!”) based on the accuracy of
their responses. In this task, endorsing neutral or positive
interpretations and rejecting negative interpretations were
considered as accurate responses.
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Figure 1. Supplemental screenshots of a Habit\Works exercise trial.
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16:38 wll T 16:17 w T

Are the word and
sentence related?

Gossip

16:43

You hear that a coworker
was talking about you.

Correct +1!

HabitWorks delivered several versions of the WSAP, varying
by the length and order of the stimuli. Each exercise after
discharge comprised 50 trials. Additional variations of the task
included the following: (1) areverse exercise (the sentence was
followed by the word), (2) abonus session (only 30 trials), and
(3) a habit test (personalized assessment version of the task in
which there was no corrective feedback).

Participants were asked to use the app daily during acute care,
with support from bachelor's degree-level research staff as
desired. This report focuses on engagement during the month
following discharge, during which participants were asked to
complete exercises 3 times per week independently, as well as
a weekly in-app check-in that included a mood check-in (ie,
depression and anxiety scores) and the habit test. During this
postdischarge period, participants continued to be supported
via weekly email check-ins from the staff. Participants were

https://mental .jmir.org/2022/8/€33545

RenderX

asked to complete assessments after treatment (1 week after
discharge) and after 1 month (1 month after discharge).
Participants were compensated US $100 for completing the
study assessments but were not compensated for their app use.

M easures

Overview

Measures were administered via the HabitWorks app, as well
as on the web using REDCap (Research Electronic Data
Capture; Vanderbilt University) [68]. Figure 2 [27,69] shows
the indicators used for the measurement of each engagement
facet. Of note, although some indicators of engagement were
planned a priori (eg, number of exercises completed and
affective ratings on exit questionnaire), others were selected
post hoc based on available data from the RCT (eg, Habitdiary
entries).
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Figure 2. Operationalization of engagement in HabitWorks based on the visual model used by Nahum-Shani [27] and created by Appleton et al [69].

CEQ: Credibility and Expectancy Questionnaire.

CONTEXT

7

Behavioral

Demographic Factors
Setting (acute: partial hospital
care, post-discharge: daily life)

N

Cognitive

Affective

Usage
Exercises completed
User-initiated mood check-ins
Adherence
Exercise benchmarks in acute
and post-discharge period

Qualhtatwc feedback from Qualitative feedback from
Sesmpng!assessments sessions/assessments
Habitdiary con_tent Exit Questionnaire

Level Progression Expectancy (CEQ)
Credibility (CEQ)

Weekly check-ins completed

Behavioral Engagement

Use

We calculated the number of exercises completed per week,
number of Habitdiary entries completed, and number of
self-initiated mood surveys.

Adherence

Adherenceto the protocol was defined as the completion of the
suggested 12 exercises and 4 weekly check-ins during the
1-month postacute phase of the study.

Cognitive Engagement

Credibility and Expectancy Questionnaire(Credibility Only)
After the first session of HabitWorks, the participants were
asked to compl ete the Credibility and Expectancy Questionnaire

https://mental .jmir.org/2022/8/€33545

RenderX

(CEQ) [70]. The CEQ is a widely used 6-item self-report
measure with items that load on 2 factors: credibility (items
1-3) and expectancy (items 4-6). A rating scale of 1 (not at all)
to 9 (completely) or 0% to 100% is used for each question,
depending on the question content. The credibility items from
the CEQ assess how logical the participants believe the
intervention to be. We examined theinitial ratings of credibility
as a measure of early-stage cognitive engagement with the
intervention.

Habitdiary

Participants were asked to compl ete free-response diary entries
weekly during the 1-month postdischarge phase and were able
to initiate additional entries as desired from the dashboard of
the app (Figure 3). The content of the entries was coded as an

indicator of the degree to which participants applied the app
content to their lives or used the feature as afree-response diary.
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Figure 3. Supplemental screenshot of the HabitWorks dashboard.
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Level Progression

The participants progressed through a series of 10 levelsin the
HabitWorks app based on exercise performance [33]. As
participants progressed through the levels, they were presented
with increasingly positive stimuli to endorse compared with
more neutral stimuli at the beginning. As such, the achieved
levels corresponded with mastery of the task and the content
received (ie, more positive stimuli). To progress from one level
to the next, the participants had to achieve 90% accuracy in
their exercise. Importantly, an accuracy score of 70% on the
assessment version of the WSAP (ie, no corrective feedback)
reflects a healthy, nonanxious interpretation style [43]. We
examined the final achieved level as a marker of cognitive
engagement with the app.

Qualitative Feedback

Participants were asked to provide feedback on the HabitWorks
app verbally during each assessment time point and during
weekly check-ins conducted viaemail. In addition, qualitative
interviews were conducted at the 1-month assessment by the
senior author (CB). Although qualitative interviews were not
initially intended to assess engagement, several prompts (ie,
“Doyou feel like anything's changed with you since you started
the HabitWorks app?’ and “Are you thinking about yourself or
other peopl e differently?’) reflect our theoretical understanding
of cognitive engagement (Multimedia Appendix 1 provides a
full measure). Feedback from assessments and sessions
underwent rapid coding qualitative analysis [71] by the first
(RR) and second (EB) authorsto identify predominant themes
related to the ways in which participants connected the app to
their other treatment or daily life. These datawere subsequently
used asindicators of cognitive engagement.
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Affective Engagement

Exit Questionnaire

We administered a self-reported measure of satisfaction [35].
This exit questionnaire prompted participants to rate how
helpful, relevant, user-friendly, and satisfying they found
Habit\Works on a scale with options ranging from 1 (completely
disagree) to 7 (completely agree; Multimedia Appendix 1
provides the full measure).

Qualitative Feedback

Several items (ie, “What did you think about the HabitWorks
app?’; “What did you find beneficia?’; “What was not
helpful?’) included in the qualitative interview reflect our
theoretical understanding of affective engagement (Multimedia
Appendix 1 provides the full measure). This qualitative
interview along with assessment feedback underwent rapid
coding qualitative analysis (described previously). Themesand
feedback that were identified as reflective of their experience
(eg, enjoyment and irritation) using HabitWorks were used as
indicators of affective engagement.

CEQ (Expectancy Only)

The expectancy items assessed how participants feel regarding
the intervention’s potential to reduce their symptoms. We
explored the ratings of expectancy toward HabitWorks as a
measure of early-stage affective engagement with the
intervention.

Results

Behavioral Engagement Patterns Overview

App use datawere passively collected within the app and stored
on asecure REDCap server. Upon study completion, datawere
exported and aggregated by participants for the following
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variables: type of use, date, and content related to use (eg,
accuracy score for exercises, mood symptom score, and
Habitdiary content). Use during the month after discharge was
focused on, as many factors (ie, insurance, clinical acuity, and
logistics) affected the length of stay in acute care, making
comparisons of use during acute care challenging. We calculated
the following summary variablesfor the month after discharge:
number of exercises completed per week, number of weekly
check-ins completed (of 4), number of Habitdiary entries
completed, and number of user-initiated mood surveys
completed.

Table 3. Summary of participant engagement.

Ramadurai et d

After a thorough visual inspection of the data, the first (RR),
second (EB), and last (CB) authors discussed and came to a
consensus to identify 5 patterns of engagement in the month
after discharge. The 3 authors then independently categorized
participantsinto one of the 5 use patterns: consistently low (0-2
exercises per week; 5/31, 16%), adherent (9-15 exercisesduring
month; 14/31, 45%), drop-off (adherent initially, then dropout;
2/31, 6%), high diary (adherent plus >2 diaries per week; 3/31,
10%), and superuser (>16 exercises during month, 7/31, 23%).
We then selected the cases that represented each engagement
pattern. Table 3 provides asummary of participant engagement
indicator data.

Facet and indicator Participant A Participant B Participant C Participant D Participant E
(consistently low) (adherent) (drop-off) (high diary) (superuser)
Behavioral

Exercises during 1 4(33) 13(108) 13(108) 10(83) 60 (500)

month after discharge

(suggested 12), n (%)

Number of Habitdiaries 4 4 6 11 17

Weekly check-ins(sug- 3 (75) 3(75) 2 (50) 4 (100) 4 (100)

gested 4), n (%)

Number of user-initiat- 3 3 7 1 22

ed surveys 1 month af-

ter discharge

Cognitive

1(notatal)to9(com- 7 6 5 9 7

pletely)

Credibility: useful—1 6 7 3 5 5

(not at all) to 9 (com-

pletely)

Level completionby 1 4 (40) 8(80) 10 (200) 1(10) 10 (200)

month (out of 10 lev-

es), n (%)

Habitdiary content Relationshipfunction- Dating, current treat-  Symptomimprovement Free-responserecord Worries about the fu-
ing, eating behaviors ment, general mental  and current treatment,  (ie, monitored with  ture, romantic relation-
and symptoms, and health status, and socid functioning, timings): sleep, ships, family, and
interpersonal conflict awareness of symp-  work, and COVID- food, symptoms, and health

tom improvement 19-related worries medication
Affective

Expected improvement 80 30 10 70 30

(%)

Exit questionnaire: 1~ 6.6 (0.55) 6 (0.71) N/AZ 5.6 (0.55) 6.6 (0.55)

(completely disagree)

to 7 (completely agree),

mean (SD)

3N/A: not applicable.

Participant A: “Consistently L ow”

Participant A was a college student with a primary diagnosis
of bipolar disorder. Participant A maintained a low level of
activity in the app throughout the month after discharge and
completed the 1-month follow-up assessment.

https://mental .jmir.org/2022/8/€33545

Behavioral Engagement

During the month after discharge, participant A completed 75%
(3/4) of the weekly check-ins, as well as 3 salf-initiated mood
check-ins. Exercise completion during the month after discharge
was low (ie, 4), reflecting low and sporadic use: participant A
completed 1 exercise in week 1, atotal of 2 exercisesin week
2, no exercisein week 3, and 1 exercise in week 4.
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Cognitive Engagement

At baseline, participant A's cognitive engagement, assessed by
credibility ratings (out of 9="completely”), wasgood (treatment
logicality=7 and usefulness of treatment=6). Participant A
completed 4 Habitdiary entriesthat covered several themessuch
asrelational functioning and interpretations (ie, family, social,
and romantic relationships), eating-related symptoms, and
interpersonal conflict. Level completion waslow; they reached
level 4 (out of 10) by the 1-month time point. At the 1-month
assessment, participant A indicated that they enjoyed theweekly
mood check-ins and that these were “ eye opening” with regard
to their symptoms.

Affective Engagement

At baseline, affective engagement measured by expectancy was
high (80%). At the 1-month follow-up, affective engagement
reflected by the exit questionnaire ratings (out of 7="completely
agree”) was excellent (satisfaction=6, helpfulness=7, and
user-friendliness=7). At the 1-month assessment, participant A
indicated that they liked the notifications and the ability to
schedul e and reschedul e exercise sessions at their convenience.

Summary

Participant A was considered “Consistently low” as they did
not reach an adherent level of use on a weekly basis, or
cumulatively, throughout the month following discharge.
Despitelow use, participant A demonstrated moderate cognitive
engagement and strong affective engagement. Therefore, we
speculate that other factors may have affected their behavioral
engagement. Notably, participant A's month after discharge
coincided with the onset of the COVID-19 pandemic. Participant
A's lack of activity in week 3 seemed to coincide with an
increasein suicidality, for which they received arisk evaluation
from the senior author. Their qualitative datarevealed other life
factors that increased their stress level during their transition
out of acute care (ie, moving out of their parents home during
the onset of the COVID-19 pandemic and conflict with family),
which may have contributed to their low use.

Participant B: “ Adherent”

Participant B had aprimary diagnosis of major depression, was
living alone, and was preparing to apply to college. Participant
B completed all follow-up assessments.

Behavioral Engagement

During the month after discharge, participant B completed 75%
(3/4) of the weekly check-ins, as well as 3 self-initiated mood
check-ins. Participant B was categorized as adherent as they
completed 13 of the 12 suggested exercises.

Cognitive Engagement

At baseline, cognitive engagement, assessed by credibility
ratings on a scale out of 9 (“completely”), was good (treatment
logicality=6 and usefulness of treatment=7). During the 1-month
postdischarge period, participant B completed 4 Habitdiary
entries that covered several themes such as dating, current
treatment, general mental health status, and awareness of
improvement of symptoms. Level completion was good; they
completed level 8 by the 1-month time point. At the 1-month
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assessment, participant B mentioned “[HabitWorks] allowed
me to have more control over negative automatic thoughts.”

Affective Engagement

At baseline, affective engagement measured by expectancy was
low, with the expected symptom improvement rated at 30%. In
the daily sessions, participant B consistently reported finding
the app easy to use. At the 1-month follow-up, affective
engagement reflected by the exit questionnaire ratings (out of
7="completely agree’) was excelent (satisfaction=6,
helpfulness=6, and user-friendliness=7). In the qualitative
interview, participant B said that they found the app easy to use
and feasible to fit into the structure of the day.

Summary

Participant B was considered “Adherent” as they met the
suggested exercise completion benchmarks. Despite their low
expectancy early in treatment, they demonstrated strong
behavioral, cognitive, and affective engagement throughout the
month. They did not exhibit high initiation to use app features
outside of the prompted occasions.

Participant C: “Drop-off”

Participant C wasateacher and had aprimary diagnosis of major
depression. Participant C adhered to the study protocol through
week 3 of the postdischarge month. Drop-off during week 4
coincided with the transition from remote to in-person learning
at their school, and participant C subsequently did not complete
the 1-month follow-up assessment.

Behavioral Engagement

During the month after discharge, participant C completed 50%
(2/4) of the weekly check-ins, as well as 7 self-initiated mood
check-ins, all before a drop-off in week 4. Exercise completion
during the month after discharge (ie, 13) was adherent but
reflected a drop-off in use; participant C completed 5 exercises
in weeks 1 and 2, a total of 3 exercises in week 3, and no
exercisesin week 4.

Cognitive Engagement

At baseline, participant C's cognitive engagement, assessed by
credibility ratings (out of 9="completely”), waslow to moderate
(treatment logicality=5 and usefulness of treatment=3).
Participant C commented on having trouble with the WSAP
and ambiguous situations related to work. Participant C
completed 6 Habitdiary entriesthat covered several themessuch
as symptom improvement and current treatment, social
functioning, work, and COVID-19-related worries (ie, getting
COVID-19 at work and wearing amask). Level completionwas
excellent; they reached level 10 by the end of week 3.

Affective Engagement

At baseline, affective engagement measured by expectancy was
low, with expected symptom improvement rated at 10%. As
participant C did not complete the 1-month follow-up, the exit
guestionnaire ratings and qualitative interviews could not be
used to indicate the level of affective engagement.
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Summary

Participant C was considered “Drop-off” as they initialy
exceeded the suggested number of exercises and then suddenly
dropped off in use and did not complete the follow-up
assessment. Although participant C was active, they used all
app features (ie, diary, mood surveys, and exercises) and showed
good cognitive engagement. Participant C's drop-off coincided
with the transition from remote to in-person school during the
COVID-19 pandemic, and they had previously voiced concerns
about this transition because of the fear of contracting
COVID-19.

Participant D: “High Diary”

Overview

Participant D had a primary diagnosis of panic disorder.
Participant D was excited to participate and “contribute to
science” and was attuned to the app, frequently reporting
perceived glitches or malfunctions to study staff. Participant D
stated that they wanted to be completely adherent and completed
all study assessments.

Behavioral Engagement

During the month after discharge, participant D completed 100%
(4/4) of the weekly check-ins, as well as 1 self-initiated mood
check-in. Exercise completion during the postdischarge month
was generally adherent, although slightly less than suggested
(ie, 10): atotal of 5 exercisesin week 1, atotal of 2 exercises
inweeks 2 and 3, and 1 exercise in week 4.

Cognitive Engagement

At baseline, cognitive engagement, assessed by credibility
ratings (out of 9="completely”), was very good (treatment
logicality=9 and usefulness of treatment=5). Participant D
completed 11 Habitdiary entries and seemed to primarily use
thisfeature asatool for monitoring sleep, food, symptoms, and
medication changes. Level completion wasvery low, remaining
at level 1 by the end of the month after discharge. Despite not
improving in exercise accuracy, participant D reported that it
was " cool that [the app made me] notice my negative automatic
thoughts’ and that it was " eye-opening” in that it created greater
awareness of interpretive stylein daily life.

Affective Engagement

At baseline, affective engagement measured by expectancy was
good, with expected symptom improvement rated at 70%. At
the 1-month follow-up, affective engagement reflected by the
exit questionnaire ratings (out of 7="completely agree”) was
good (satisfaction=6, helpfulness=5, and user-friendliness=6).
In the qualitative interview, participant D reported that they
liked the checklists to personalize stimuli and subsequently
found all presented stimuli relatable.

Summary

Participant D was considered “High diary” as they clearly
developed a preference for the Habitdiary feature. Indeed,
although participant D completed 10 exercises during the
postdischarge month, they seemed to use HabitWorks primarily
for itsdiary function rather than connecting the WSAP exercises
to their daily life. Similarly, they did not seem to benefit from

https://mental .jmir.org/2022/8/e33545

Ramadurai et d

the interpretation bias intervention exercises, as indicated by
them never progressing beyond level 1 (indicating low
interpretation accuracy).

Participant E: “ Super User”

Overview

Participant E had a primary diagnosis of major depression.
Participant E was extremely interested in participating
mentioning past positive experiences with mental health apps
and an interest in continuing to use appsto address mental health
concerns. Participant E was active throughout the study and
completed all the study assessments.

Behavioral Engagement

During the month after discharge, participant E completed 100%
(4/4) of the weekly check-ins, aswell as 22 self-initiated mood
check-ins. Exercise compl etion during the postdi scharge month
was extremely high (ie, 60 total, 15 exercises per week).

Cognitive Engagement

At baseline, cognitive engagement, assessed by credibility
ratings (out of 9="completely”), was moderate to good
(treatment logicality=7 and usefulness of treatment=5).
Participant E completed 17 Habitdiary entries, using thisfeature
as intended to track negative automatic thoughts, as well as
negative interpretations of eventsoccurringindaily life. Themes
present in the diary entries included worries about the future,
romantic relationships, family, and health. Level completion
was high, reaching level 10 by the end of the month after
discharge. During the follow-up assessment, participant E
reported that they found the situations personally relevant and
noticed that handling some real-life situations was more
challenging after they stopped using the app.

Affective Engagement

At baseline, affective engagement measured by expectancy was
low, with the expected symptom improvement rated at 30%.
At the 1-month follow-up, affective engagement reflected by
the exit questionnaire ratings (out of 7="completely agree”)
was excelent (satisfaction=7, helpfulness=6, and
user-friendliness=7). Throughout the study, participant E
reported that the exercises were fun and enjoyable. In the
1-month qualitative interview, participant E reported that they
enjoyed both the routineness (ie, consistent daily and weekly
elements) and the “game component” of the app. They aso
mentioned sometimes struggling to quantify symptoms over
the past 24 hours during weekly check-ins and sometimesfound
the app stimuli redundant.

Summary

Participant E was considered a“ Super user” asthey far exceeded
benchmarks for exercise completion during the month after
discharge. They also completed an extremely high number of
Habitdiaries and user-initiated mood surveys during this period.
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Discussion

Principal Findings

We examined patterns of behavioral engagement with a new
mental health app designed to facilitate a healthier interpretive
style as well as cognitive therapy skills practice following
discharge from short-term psychiatric care. First, we
operationalized engagement using a model that captures its
multifaceted and dynamic nature and presented 5 casesreflecting
the engagement patterns present in the sample. Thedatareveaed
heterogeneity across participants in behavioral use patterns, as
well as variability within participants in their behavioral,
cognitive, and affective engagement.

Behavioral Engagement

We identified 5 patterns of engagement in our sample:
consistently low, adherent, drop-off, high diary, and superuser.
Most of the participants (22/31, 71%) were categorized as
adherent or superuser. This finding differs from the typical
pattern of quick disengagement with mental health apps. Indeed,
only 16% (5/31) participants were categorized as consistently
low in use. This may be because of the framing of the app as
an augmentation and extension of care, motivation and
excitement to use the app in our sample, and the engagement
enhancement strategies used in Habit\Works.

High behavioral engagement may have been because of the use
of bachelor’s degree-level staff for human support throughout
the protocol [50,46]. HabitWorksisuniquein that it shiftsfrom
a guided intervention (during acute care) to a fully automated
or user-automated intervention (postdischarge period) [72].
However, even as a user-automated intervention, research staff
played an important role, checking in with progress viaweekly
email, answering any technical or content-related questions
regarding the app, and scheduling follow-up assessments.
Notably, participant D mentioned the usefulness of staff in
handling technical issues that arose, an issue area that often
otherwise resultsin dropout [17].

The evidence supporting the useful ness of human support brings
to the forefront the therapeutic alliance within app research, a
well-documented, robust predictor of treatment outcome in
traditional mental health care[73]. Human support may promote
an alliance by creating step-by-step “process accountability”
and enhancing agency and investment in treatment [16]. In
Habit\Works, human support was delivered by research staff
who checked in with the participants and monitored their app
data (both exercise and mood scores) throughout the study. This
type of support in Habit\Wbrks cultivated a sense of “teamwork”
among the app, staff, and participant, in essence, an alliance.
As defined, the therapeutic alliance seems to subsume the
aspects of affective (ie, expectancy and liking) and cognitive
(ie, trust and credibility) engagement. Overall, our findings
suggest that human support may have positively influenced
behavioral engagement at various points throughout the study.

Cognitive Engagement

Indicators of cognitive engagement varied across the 5 cases.
Although cognitive engagement assessed by initial credibility
ratings ranged from average to good, level completion varied
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dramatically acrossthe cases. Level progression in HabitWorks
required the achievement of 90% accuracy in the current level.
We might expect practice, or exercise completion, to be
associated with level achievement. However, participant D
“High diary” completed 10 exercises after discharge but still
did not progress past level 1. Thisis surprising, and one might
conclude that participant D misunderstood the exercise, was
inattentive during the exercise sessions, or was not engaged
cognitively with the app.

However, in addition to level completion, cognitive engagement
with HabitWorkswas elicited by the Habitdiary function, which
prompted participantsto journal briefly about when they noticed
themselves jumping to negative conclusionsin their daily lives.
Participant D (“High diary”) used the feature somewhat
differently than the other participants (ie, as a free-response
diary and self-monitoring record) and completed a high number
of diary entries. Their qualitative data indicated that they were
aptly applying the principles of the app to their life. Taken
together, we may conclude that this participant showed a
preference toward the diary feature and was in fact cognitively
engaged, despite their lack of level progression. This apparent
discrepancy may highlight the importance of measuring each
facet of engagement with >1 indicator.

Qualitative data from all 5 cases added further nuance to our
understanding of cognitive engagement, indicating that these
participants found that the app helped them become aware of
and assert control over their negative automatic thoughts, notice
their interpretive stylein their daily life, and better handle daily
life situations. Participants' use of CBT language (ie, negative
automatic thoughts) in their feedback may illustrate a useful
integrati on between the app and their CBT-based partial hospital
treatment.

Affective Engagement

Affective engagement, measured by expectancy for treatment
to improve symptoms, was quite low for participants B, C, and
E. However, at the 1-month assessment, all participants rated
HabitWorks highly across acceptability indicators (ie,
user-friendliness, satisfaction, and helpfulness). Qualitative
feedback highlighted how participants easily integrated the app
into their lives; how the app was relevant to their experiences,
and that the app was fun, enjoyable, and game-like. Although
it may be intuitive that afocus on subjective user experienceis
important to successful implementation [72], this focus may
also be central to securing clinically meaningful benefits for
users [21]. It is also notable that despite the initial low
expectancy for some, all users ultimately reported enjoying the
app. These findings suggest that HabitWorks has room for
improvement in generating early “buy-in” in this population
and support the conceptualization of affective engagement as
a state that fluctuates over time.

Relationships Between the Facets of Engagement

Although early affective engagement (ie, expectancy of app
benefits) was low for some participants and high for others,
these early ratings did not correspond in the expected direction
with behavioral engagement throughout the 1 month. Thetypical
relationship between expectancy and treatment engagement is
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such that lower expectancy is associated with lower engagement
in treatment [74]. However, participant A had the highest
expectancy and exhibited the lowest behavioral engagement,
and participant E had low expectancy and exhibited the highest
behavioral engagement. Moreover, all cases reported excellent
affective engagement on the exit questionnaire. Although we
cannot draw any conclusionsfrom acase series, thisobservation
underscores 2 aspects of the model of engagement by
Nahum-Shani et al [27]: (1) engagement isdynamic and should
be assessed in a corresponding manner and (2) the facets of
engagement are related but distinct.

Participant C (“Drop-off”) illustrates the connection between
cognitive engagement and behavioral engagement and the
difficulty of relying on just one or the other to determine
meaningful use. Although participant C's use of the app
suddenly dropped off after week 3 (ie, behavioral: shorter
duration of use), they had already completed the prescribed
number of exercises (ie, behaviora: adherent number of
exercises) and had achieved the highest level possible in the
app (ie, cognitive: interpretation bias accuracy). Their level
completion indicatesthat they reached a“ healthy” interpretation
level (ie, 90% accuracy) at each level. Considering their
behavioral and cognitive engagement together, we can surmise
that they effectively used Habit\Wbrks, suggesting that adrop-off
in useis not necessarily problematic in all instances.

This discussion aligns with previous research suggesting that
behavioral engagement alone does not necessitate better
outcomes [22]. Indeed, some minimum amount of use may be
necessary [ 75]; however, further use alone may not necessitate
larger improvements. Similarly, participant A’'s use pattern
illustrates the proposition that sustained use may not be
synonymous with meaningful use, and some participants may
benefit from a period of inactivity. Specifically, participant A
was inactive during week 3 but became active again later in the
treatment month and went on to complete the 1-month
assessment. Their period of disengagement may congtitute a
“recovery period,” a period of psychophysiological unwinding
thought to be important to meaningful engagement [27], which
allowed them to re-engage with the app subsequently. It is
possible that this type of sporadic engagement may be a
generaly healthy or adaptive use style.

Limitations and Future Directions

Our study had some limitations. First, the current case series
included some indicators of engagement that were chosen post
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hoc and were specific to the HabitWorks app. Thus, itisdifficult
to compare engagement patterns across studies. Second,
although in the RCT, HabitWbrks was compared with an active
control condition, differences in both features and
recommendations for use between conditions prevented
comparison of engagement patterns across conditions. Third,
in our focus on incorporating strategies to maximize app use,
it may be important to consider the potential for app overuse.
We did not examine the length of the interaction time, which
may be critical to further understanding effective use [76].
Problematic smartphone use that exceedsthe necessary clinically
meaningful use can become disruptiveinthe user’slifeand lead
to maintenance or furthering of psychosocial functioning
impairment [77]. Fourth, the free-response diaries could be
completed as desired by participants, and thus, the total amount
of diary use varied across participants, with greater content
available for those presumably more engaged in the app. Fifth,
the categorization of participants was based solely on behavioral
engagement. Future research with larger samples may apply
guantitative analyses to identify more nuanced patterns of
engagement that comprise all 3 facets, including cognitive and
affective. Finally, it ispossible that some engagement strategies
weremore helpful during early app interactions (ie, privacy and
security), whereas others encouraged engagement during later
interactions with the app (ie, novelty), and some others elicited
engagement throughout (ie, human support). Given the
conceptualization of engagement as state-like, it is likely that
the helpfulness of these strategies was not linear. An important
extension of thisstudy will beto understand why users engaged
with various app features[ 78] and which engagement strategies
were the most helpful and at which time points.

Conclusions

This case series of Habit\Wbrks participantsillustrated 5 patterns
of engagement seen in our psychiatric sample transitioning out
of CBT skills—based care. In the context of an RCT with specific
recommendations for use and standardized delivery, 5 distinct
patterns of engagement emerged. The study of engagement may
be best approached from an individual difference’s perspective
rather than with aggregated data. To better understand and
promote “ effective use” or “the extent, frequency, and duration
of investment of physical, cognitive, and affective energies...to
bring about a prespecified outcome” [27], a focus on multiple
facets of engagement and their interactions may be important.
This focus may ultimately alow for a better prediction of
clinical outcomes.
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Abstract

Background: Digital, self-guided cognitive behavioral therapy (CBT) interventions circumvent many barriers to in-person
therapy for young people (aged 12-24 years), although adherence to these interventions is low. The absence or insufficient
disclosure of recommendations or instructions for appropriate use may account for this. As such, many young people may not
self-administer these interventions appropriately or receive the optimal degree of treatment.

Objective: This systematic review aims to synthesize the literature on digital CBT for depression and anxiety in young people
to describe how appropriate use has been defined and communicated to users as instructions for use, to describe how adherence
has been measured, and to determine the associations between adherence and treatment outcomes.

Methods: A systematic review was conducted with 2 reviewers (SHL and MRA) extracting data independently. Overall, 4
electronic databases (Embase, MEDLINE, PsycINFO, and Cochrane Library) were searched in April 2021 for studies that met
the following inclusion criteria: participants aged between 12 and 24 years, evaluated a digital CBT intervention targeting
depression or anxiety, and reported instructions or recommendations for use or measures of adherence. Studies that evaluated
non-CBT interventions or cognitive- or behavioral-only interventions were excluded. M ethodological quality was assessed using
the Cochrane Risk of Bias Tool and the Integrated Quality Criteriafor the Review of Multiple Study Designs.

Results: There were 32 manuscripts that met the inclusion criteria, of which 28 (88%) were unique studies (N=16,578 youths).
Definitions of appropriate use varied among the different interventions in terms of intended recipients, duration and frequency
of use, and the features used to support engagement and adherence to appropriate use definitions. Reporting of appropriate use
definitions in studies was inconsistent, with no study systematically describing components of appropriate use or providing
information on how recommendations for use were relayed to users. Most often, definitions of appropriate use were derived from
the study protocol and descriptions of intervention features. Adherence was mostly operationalized as the degree of intervention
completion; however, reporting of adherence datawas heterogeneous. There was little evidence of an association between degree
of use and outcomes in the 9 studies that examined this.

Conclusions: Definitions of appropriate use are unique to each digital CBT intervention. However, statements of appropriate
use are not systematically reported in the literature. Furthermore, the extent to which recommendations for use are communicated
to usersisnot routinely reported. Despite unique definitions of appropriate use, adherence was most often generically operationalized
asthe degree of intervention compl etion and was not consistently associated with outcomes. We proposed aframework to promote
systematic reporting of definitions of appropriate use for digital interventions to provide guidance to users and to assist the
development of appropriate and nuanced measures of adherence.
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Introduction

Background

Cognitive behavioral therapy (CBT) isastructured, skills-based
psychotherapy, typicaly delivered in-person by a trained
clinician over aduration of 12 to 18 weeks[1,2]. It isthe gold
standard psychological treatment for anxiety and depression [3]
in both adults and young people, defined here as people aged
between 12 and 24 years, consistent with the Australian Ingtitute
of Health and Welfare [4-7]. To safeguard the integrity of CBT
and ensurethat efficacy ismaintained [8], CBT manuals provide
clinicians with explicit instructions on administration. These
manuals detail indications of who will benefit, the treatment
targetsand goal's, the number and duration of sessionsrequired,
seguence of content delivery, and between-session practice and
real-world enactment of skills (ie, homework [9]). Clinicians
al so adapt various engagement strategies to promote adherence
to CBT, including developing a therapeutic alliance through
collaborative goa setting, communicating and enhancing
treatment expectancies, and clarifying concepts to ensure that
treatment processes and rationale are well understood
[1,2,5-7,10,11]. Some CBT manuals aso differentiate the
critical, core treatment components from optional modulesand
strategies to measure symptoms and treatment outcomes [1].
To summarize, the components of CBT manuals that guide
clinicians administration asintended are asfollows: recipients,
target condition, number and duration of sessions, sequence of
content, homework activities, engagement-promoting strategies,
core therapeutic components, assessment and monitoring, and
crisis management.

Despiteits efficacy, the uptake of in-person CBT is suboptimal
across all ages [12-15]. In young people, thisis due in part to
the affordability and availability of trained practitioners,
perceived stigma, poor mental health literacy, and a preference
for self-reliance[16-18]. Among the young people who do seek
help, most do not receive CBT [19,20]. Improving access and
uptake of CBT is particularly critical for young people, as
three-quarter of depression and anxiety cases emerge by late
adolescence [21], and these disorders are a leading cause of
disability inthisage group [22,23]. Thetransition of CBT from
in-person professional administration to digital, self-directed
delivery was hypothesized to overcome many of the treatment
barriersfaced by young people[24]. A recent systematic review
and meta-analysis of internet- and computer-delivered CBT for
youth confirmed the positive effects of these interventions on
symptom reduction [25]. However, adherence to many of these
interventions is low despite the alignment of digital CBT with
young peopl€'s hel p-seeking preferences [24].

Although personal factors such as motivation may account for
low adherence, reliance on the young person to appropriately
self-administer digital CBT interventions with none to limited

https://mental .jmir.org/2022/8/€37640

clinician guidance or supervision may also contribute. Thus,
similar to any self-administered treatment, it is essential that
the young person is provided with clear instructions to ensure
appropriate use; that is, to ensure that the intervention is used
inaway that generatesoptimal clinical benefit. Unlikein-person
CBT, where instructions for engaging with the treatment are
well documented within manuals and directly relayed to youth
through their clinician, it is unclear whether instructions or
recommendations for the appropriate use of digital CBT are
provided to users or consistently documented in the literature.
Instructions for use may be provided during intervention
onboarding or guided via explicit or implicit software design
features. For example, many digital CBT interventions have
used the design feature, “tunnelling,” to replicate the structure
of in-person CBT, whereby therapeutic modules are presented
sequentially to guide usersthrough the content in an appropriate
sequence [26,27]. Other software design features, such as
tailoring content in responseto user input, automated feedback,
rewards and encouragement, and reminders and notifications,
have also been used to replicate clinician guidance and
supervision [28]. An understanding of how digita CBT
interventions define appropriate use and how instructions for
use arerelayed to youth requires examination to determine their
adequacy in supporting appropriate self-administration.

In addition to ensuring optimal outcomes, clear instructionsfor
theuse of digital CBT interventions are required for researchers
and clinicians to operationalize users adherence to these
interventions. Adherence is defined as a meaningful measure
of the extent to which individuals’ intervention use corresponds
with creators' recommendations, instructions, and expectations
of appropriate use[29,30]. For example, if therecommendation
is to complete al modules within a digital intervention,
adherence is measured by determining the number of modules
completed. Alternatively, if the recommendation is to engage
with a particular intervention activity on a specified occasion
(eg, compl ete amindfulness mediation upon waking), adherence
is measured by determining the frequency of this event. In this
way, adherence provides a measure of the validity of treatment
administration. Thus, clear instructions for appropriate use and
corresponding adherence measures are crucial for ensuring that
the necessary standards of quality, safety, and efficacy are met.
Despite the importance of this, in a review of the literature,
Christ et a [25] found that many studies on digital CBT for
youth generically operationalized adherence as program
completion, heterogeneously reported as the proportion of
participantswho completed all trestment modulesor the average
number of modules completed acrossthe sample. Several studies
failed to report any adherence data, and definitions of
appropriate use were not examined in the study by Christ [25].

Similar variability in thereporting of adherence has been found
in reviews of adult digital health interventions. One systematic
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review found that almost three-quarter of studies (45/62, 73%)
operationalized adherence as the degree of intervention use,
reported as the number of completed modules and activities,
log-ins, or time spent in the intervention [31]. Furthermore,
statementson instructionsfor use were only reported in one-third
(23/62, 37%) of studies, giving little indication of how
interventions defined appropriate use [31]. Inadequate reporting
of instructionsfor use and significant heterogeneity in reporting
of adherence are further demonstrated in at least 5 systematic
and narrative reviews of adherence to digital psychological
interventionsin adults[32-36]. Collectively, adherence appears
to be operationalized in the absence of adequately reported
definitions of appropriate use or is generically operationalized
asadherenceto total intervention exposure, based on the notion
of “the more, the better” rather than explicitly measuring the
accordance between recommended use and actual use. Studies
have provided little justification for this approach [31].
Furthermore, studies of adults and youth have not consistently
supported alinear relationship between adherence and outcomes
[25,29,37-39].

Despite the prevalence of digital CBT interventions for youth
[25], little is known about how young people have been
instructed to use these interventions, how adherence to
interventions has been operationalized, or whether measures of
adherence adequately determine differences between actual and
recommended use. It is important to examine this, as young
people have different patterns of engagement with technology,
preferences, and expectations compared with adults [40-42].
Clearer expectations of use may not only improve the
effectiveness of digital CBT but also assist young people in
selecting interventions most suited to their circumstances, while
also facilitating greater endorsement and dissemination by
mental health professionals. Establishing protocols for the
disclosure of appropriate use and the operationalization of
adherence is imperative for improving the uptake, adherence,
and effectiveness of digital CBT among youth.

Objectives

The primary aim of this systematic review wasto synthesize the
published literature on digital CBT interventionsfor depression
and anxiety in young people to investigate the definitions of
appropriate use and the disclosure of instructions for use to
users. To thisend, descriptions, recommendations or instructions
of appropriate use, or intervention features guiding use were
extracted from the included studies and mapped onto the 10
components within CBT manuals that typicaly guide
administration as a means of determining definitions of
appropriate use. A specific focus on digital CBT differentiated
our review from recently published reviews on engagement in
digital hedthinterventionsthat incorporated CBT and non-CBT
interventions. Thisreview also aimed to examine how adherence
to recommended use has been operationalized and measured
and to determinethe associationsbetween digita CBT
intervention use and outcomes among young people. This
information will improve our understanding of how young
people have been instructed to self-administer digital CBT
interventions and will determine whether the measures of
adherence used by researchers have accurately captured the
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degree to which young people complied with instructions for
use.

Methods

Protocol and Registration

PRISMA (Preferred Reporting Items for Systematic Reviews
and Meta-Analyses) was used to ensure the quality and
consistency of the procedure and reporting [43]. The review
protocol wasregistered with PROSPERO (CRD42020208668).
We deviated from the origina protocol to exclude cognitive-
and behavioral-only interventions and mindfulness-based and
acceptance and commitment therapy interventions to confine
the focus to digital CBT. In addition, we found that the study
manuscripts rarely reported on the instructions of appropriate
use. We acknowledge that this information may have been
provided to users within the intervention itself, but this is not
clear. As such, we derived the information on appropriate use
from the study protocols and intervention features.

Ethical Considerations

Conducting a systematic review or peer-reviewed literature is
not listed as a research activity that requires human ethics
approval by the UNSW Research Ethics Board. As such, ethics
approval was not applied for.

Eligibility Criteria
Participants

Participants were young people aged between 12 and 24 years.
Thisage range was sel ected to cover the full spectrum of youth,
asdefined by the Australian Institute of Health and Welfare[4].
Where the age range of participants extended 12 to 24 years,
studies were excluded if the total sample contained <80% of
participantsin the target range. | n the absence of age range data,
a judgment was made based on the recruitment setting (eg,
secondary school) and the reported mean age. Diagnostic status
was not used as an eligibility criterion for samples.

I nterventions

Eligible interventions included those directly targeting anxiety
or depression (including transdiagnostic interventions) via a
predominantly CBT-based psychological treatment delivered
by a computer, smartphone, or internet platform. Interventions
were also required to be used on more than one occasion. Purely
cognitive or behavioral interventions al one were not included,
nor were treatments aimed solely at problem-solving.
Interventions that were not predominantly CBT, such as
mindful ness-based interventions, acceptance and commitment
therapy, and interpersonal psychotherapy, were excluded.
Nonpsychological interventions, including exercise or physical
activities, music, and art therapy, were excluded.
Gratitude-based therapies and journaling were also excluded.

Comparison Groups

No restriction was imposed on the type or use of control or
comparison groups.
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Outcomes

Primary outcomes were symptoms of depression or anxiety
measured using standardized, validated, and reliable instruments
or scales, suitable for adolescents. Included studies were
required to report at least one measure of adherence and any of
the following: descriptions, statements, or instructions for
appropriate use or recommendations of use; descriptions of
intervention features supporting appropriate use, including
adherence-promoting features; or the association between
adherence and depression outcomes and adherence and anxiety
outcomes.

Studies

Studieswereincluded if they werewritten in English, published
in peer-reviewed journals, and published after January 1, 1991.
Studies were not excluded based on study type or quality; both
controlled and uncontrolled studies (eg, pre-post studieswithout
acontrol group) were included. Case studies were excluded.

Search Strategy

Overview

The electronic databases, Embase, MEDLINE, PsycINFO, and
Cochrane Library, were searched for articles published from
January 1, 1991, to April 7, 2021. The start date was selected
to coincide with the year in which the World Wide Web was
introduced. The following search terms were used in the title,
abstract, and keywords: (adolescent* OR youth OR child* OR
teen* OR young adult) AND (online OR digital OR internet
OR app OR mHealth OR eHealth OR web OR web-based OR
smartphone OR smart phone OR computer*) AND (anx* OR
depress* OR affect OR mood) AND (cognitive therapy OR
cognitive behavioural therapy OR cognitive behavior therapy
OR cognitive behavioral therapy OR CBT). Additional sources
wereincluded through ahand search that comprised examining
reference lists of key articles and systematic reviews and
authors' knowledge of manuscripts related to digital CBT for
youth. Furthermore, the detail sfrom included studieswere used
to conduct a search to identify relevant manuscripts reporting
on secondary or adherence outcomesfrom theincluded studies
data sets.

Data Extraction and Synthesis

Articles were identified from the search strategy, and after
duplicateswere removed, titles and then abstractswerereviewed
for relevance by the first author (SHL). A second reviewer
(AWS) independently screened 10% of the identified studies
to ensure the reliability of the eligibility criteria. Full texts of
the remaining studies (n=174) were appraised by 2 reviewers
(SHL and MRA) to determineeligibility. Reasonsfor exclusion
were discussed, and consensusfor eligibility was confirmed for
6 articles. In cases where a consensus between the 2 reviewers
could not be reached, a third reviewer (MSK) assessed for
eligibility and a consensus was reached. The 2 reviewers (SHL
and MRA) independently performed the data extraction using
a data extraction template (Multimedia Appendix 1) designed
to identify information, including the following: study details,
sample details, intervention details, and outcomes of interest.
It is worth noting that, for delivery mode, interventions were
categorized as sequential where modular content was presented
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sequentially or explicitly delivered in a sequential order with
content only becoming available when preceding moduleswere
completed, or nonsequential where content was unrestricted
allowing compl ete self-navigation.

Study outcomes of interest included thefollowing: descriptions,
statements, or instructions of appropriate use for young people;
measures of adherence; and associations between adherence
and symptom outcomes. We relied only on the information
provided in the study manuscripts. Using the components of
manualized CBT, we identified information on appropriate use
pertaining to the following: intended recipient of the
intervention, intended target condition, intended number of
modules to be completed, intended duration and frequency of
use, instructions regarding real-world enactment of skills
(homework), adherence-promoting features (embedded within
the intervention), core components, and symptom assessment
and monitoring. We also extracted data on when and how users
were recommended to access in-person support, excluding risk
management procedures that constituted the study protocol. In
lieu of specific descriptions of appropriate use, we extracted
any information on intervention design features or other study
detailsthat implied appropriate use. Thisincluded the following:
inclusion and exclusion criteriato indicate intended recipients,
duration of intervention access to indicate intended duration of
use, and tunneling to indicate intended sequence of content use.
The sources of information used to derive aspects of appropriate
use were recorded (trial protocol, feature description, or a
statement in the study manuscript). Post hoc determination of
the number of modules needed to achieve benefits was not
considered as constituting any aspect of appropriate use.

Adherence-promoting features included those explicitly used
by the authors to improve adherence or those that fit within the
following categories: supported use defined as use that involves
support, encouragement or guidance from a person, reminders,
rewards, gamification, social or peer support, tailoring defined
as the capacity to tailor content to meet an individua’s
requirements, personalized feedback including system-generated
personalized feedback, customization of visual features such as
avatars and color schemes, and interactive content defined as
content requiring active inputs from the user. These categories
were derived from past literature that endorsed supported use
as an effective adherence promoter [44] and systematic reviews
of user preferences [24,45]. Supported use was further
categorized into autonomous, supported, or intervention-led
blended, using the definitions provided by Fairburn and Patel
[46] (Table 1). Interventions delivered in schools were
categorized as supported, unless otherwise specified, and studies
that did not specify support in the use of the intervention were
recorded as autonomous. I nteractive content was further coded
as follows: activities, quizzes, homework activities, and
multimedia content. The same intervention delivered under
different conditions (eg, with or without additional in-person
therapy sessions) was treated as 2 separate interventionsand is
presented in different rowsin the tables. It isworth noting that,
we elected to categorize personal feedback from a clinician or
support person as supported use, not tailoring, as supported use
is likely to have an element of personalization that does not
necessarily involvetailored delivery of theintervention content.
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In addition, the included studies were screened for references
to registered or published protocols. Where protocols were
identified, they underwent the same data extraction and synthesis
procedure as the study manuscripts to supplement data on

https://mental .jmir.org/2022/8/€37640

RenderX

Lietd

descriptions, statements, or instructions for appropriate use.
Finally, the number of aspects of digital self-administration
described in each study wastallied to show the degree to which
aspects of self-administration were disclosed.
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Study andyear ~ Country, setting, and  Study design Participants (intervention)
published year conducted
Population and setting Samplesize,n  Girl or woman Age (years), mean
(transgender (SD; range)
person), %
Berg et a [47], Sweden, 2018 2x2 factorial de-  Clinicaly relevant anxiety 120 81 16.97 (1.20; 15-19)
2020 sign symptoms and comorbid
depression
Bevan Jonesetal  United Kingdom Pre-post feasibili- History or risk of depression 35 79 16.3 (2.36; 13-23)
[48], 2020 ty trial
Calear et al Austrdia, 30 schools, cjyster RCT? Universal sample of sec- 559 60 14.34(0.75; 12-17)
[49,50],2009and 2006 ondary school students (30%
2013 with prior history of depres-
sion)
Clarkeet al [51], United States, health RCT History of depressionorrisk 83 81 22.6(2.3;18-24)
2009 mai ntenance organiza- of depression
tion
Fleming et New Zedland, 2009- RCT Excluded from mainstream 20 44 14.9 (0.79; 13-16)
[52], 2012 2010 education
Ipeta [53],2016 HongKong, 3 RCT Mild or moderatedepressive 130 68.1 14.63(0.81; 13-17)
schools, 2013-2015 symptoms
Jaycox et a [54], United States, 5 Pre-post opentri- In 4 out of 5 schools, stu- 51 56.9 15.02 (1.86; range
2019 schools, year undis- dents were identified by NR?)
closed school counselorsand socia
workers; in the fifth school,
all studentsin the health
class participate.
Kuosmaneneta Ireland, Youthreach ~ Cluster RCT From a second-chance edu- 30 534 17.60(1.24; 14-20)
[55], 2017 Centers, 2015-2016 cation intervention. No
symptom eligibility criteria
Lenhard et al Sweden, 2014-2015  12-week, single-  Obsessivecompulsivedisor- 33 46 14.6 (1.71; 12-17)
[56], 2017 blinded RCT der
Lillevoll et a Norway, 4 schools, 4-am RCT No symptom eligibility crite- 527 (3armsre- 50 16.8 (1.0; 15-20)
[57], 2014 2009 ria celved interven-
tion)
Lucassen et a New Zedland, 2014  Opentridl—sec- Nosymptoméligibility crite- 9079 65.7 girls, 2.3 NR(NR; 12-19
[58], 2020 ondary analysis  ria transgender per-
of 5years of son
SPARXC usage
data
March et al [26], Australia, 2014-2016 Open tria Elevated anxiety 4425 66.39 12.95 (2.97; 7-17)
2018
Melnyk et al United States, lasge RCT No symptom ligibility crite- 82 86.4 18.4 (1.9; range
[59], 2015 public university, ria NR)
2012-2013
Merry et al [60], New Zealand, 12 pri- Randomizedcon- Depressive symptoms 7 65.7 15.55 (1.54; 12-19)
2012 mary health care trolled noninferi-
youth clinics, general  ority trial
practices, and school-
based counseling ser-
vices
O’ Connor et a Canada, 2014-2016 ~ 2-arm, multisite, Anxiety concerns 36 90 153 (1.2; 13-17)
[61], 2020 pilot RCTs
O'Deaeta [62], Australia 2018-2019 RCT No symptom ligibility crite- 94 86.5 14.82(0.93; 12-16)
2020 ria
O'Kearney etal  Australia, girls-only  Controlled trial No symptom eligibility crite- 67 100 Year 10
[63], 2009 schools ria
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Study andyear ~ Country, setting, and ~ Study design Participants (intervention)
published year conducted

Population and setting Samplesize,n  Girl or woman  Age (years), mean

(transgender (SD; range)
person), %

Radomski et al Canada, 2016-2018  RCT Mild to moderate anxiety 258 71 16.6 (1.7; 13-19)
[64], 2020
Smithetal [65], United Kingdom, RCT Significant depression 55 NR NR (NR; 12-16)
2015 schools, 2011-2013
Spenceeta [66], Australia, 2006-2008 3-arm RCT Anxiety disorder 44 59.13 13.98(1.63; 12-18)
2011
Stallard et a United Kingdom, RCT Anxiety disorder or mildto 10 NR 13.5(NR; 11-17)
[67], 2011 home and school moderate depression
Stesiak et al [68], New Zealand, 8urban RCT Low mood 17 11 15.2 (1.5; 13-18)
2012 high schools
Stjerneklar etal Denmark, 2015-2017 RCT Anxiety disorder 33 79 15(1.3; 13-17)
[69], 2019
Tillforsetal [70], Sweden, 2007-2008 RCT Social anxiety disorder 10 89 16.5 (1.6; 15-21)
2011
Van Voorheeset  United States, 2007 RCT Subclinical depressionfrom 43 77 17 (NR; NR)
a [71], 2009 primary care sites
Van Voorheeset  United States, 2012- RCT Subclinical depressionfrom 193 68 15.4 (1.5; 13-18)
a [72], 2020; 2016 31 primary care sites
Gladstone et a
[73,74], 2018 and
2020
Whittaker et al New Zedand, 15 RCT No symptom eligibility crite- 426 68 14.3 (undisclosed;
[75,76],2017 and schools, 2009-2011 ria 13-17)
2012
Wauthrich et a Austraia RCT Anxiety disorder 24 62.79 15.17(1.11; 14-17)
[27], 2012

8RCT: randomized controlled trial.
BNR: not reported.
CSPARX: Smart, Positive, Active, Redlistic, X-factor thoughts.

Methodological Quality Assessment

The methodol ogical quality of theincluded studieswas assessed
using the Cochrane Risk of Bias (ROB) Tool for randomized
controlled trials (RCTs) [77] and the Integrated Quality Criteria
for the Review of Multiple Study Designs [78] for other study
designs. Quality ratings were determined independently by 2
reviewers (SHL and JRB) and then compared to resolve
differences. Studies were considered methodologically sound
if they met the Integrated Quality Criteria for the Review of
Multiple Study Designscriteriafor inclusion [ 78] or wererated
aslow in the ROB overall assessment of bias.
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Results

Overview of Included Studies

Overview

The search resulted in 4641 studies, of which 174 full-text
articles were identified. A total of 32 studies met all inclusion
criteria and were included in the systematic review. The
screening process and reasons for exclusion are presented in
Figure 1. Table 1 summarizes the study, sample, and
intervention characteristics of the 32 included manuscripts. On
3 occasions, >1 manuscript was produced from a single study;
as such, these manuscripts were reported together, leaving a
total of 28 independent studies.
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Figurel. PRISMA (Preferred Reporting Itemsfor Systematic Reviews and Meta-Analyses) flow diagram.
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Of the 28 studies, most were RCTs (n=22, 78%), and the others
were open trias (n=3, 10%), feasibility trials (n=11, 39%), 1
(3%) non-RCT, and 1 (3%) factoria design. The majority were
conducted in Australiaand New Zealand (11/28, 39%), Europe
and the United Kingdom (9/28, 32%), and the United States
(5/28, 17%), with othersin Canada (2/28, 7%) and Hong Kong
(1/28, 3%).

Sample Characteristics

Across the 28 studies, 16,578 participants received the
intervention. Sample sizes varied considerably among studies,
ranging from 10 to 9079 (mean 592.07, SD 1857.44; median
61). Overall, 42% (12/28) of studies had sample sizes <50, and
57% (16/28) had sample sizes >50. Regarding gender
representation, 75% (21/28) of studies had >55% of their sample
asgirlsor women, 10% (3/28) of studies had between 45% and
55% of the sample girls or women, 7% (2/28) of studies had
<45% of the sample asgirlsor women, and 7% (2/28) of studies
did not disclose gender representation of their samples. Thegirl
or woman representation within the samples ranged from 41%
to 100%. Across al studies, the mean age was 15.74 years
(range 12.95-22.60), with atotal age range of 7 to 24 years. A
total of 10% (3/28) of studies did not report the mean age of
the participants, and 14% (4/28) of studies did not report the
age range.
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I ntervention Characteristics

Intervention characteristics are presented in Table 2. A total of
20 interventions from 28 studies were identified and included
inthe review, with the sameintervention used in severd studies:
SPARX (Smart, Positive, Active, Redlistic, X-factor thoughts;
University of Auckland; n=4), MoodGY M (Australian National
University; n=3), Brave Online (University of Queensland;
n=2), CATCH-IT (University of Illinois; Competent Adulthood
Transition with Cognitive Behavioral Humanistic and
Interpersonal Training; n=2, not including the modified version),
and Breathe (University of Alberta; Being Real, Easing Anxiety:
Tools Helping Electronically; n=2). A total of 28% (8/28) of
interventions targeted depression, 25% (7/28) targeted
depression and anxiety, 10% (3/28) targeted unspecified anxiety,
and 7% (2/28) targeted a specific anxiety disorder (obsessive
compulsive disorder and social anxiety disorder). The digital
delivery formats included web-based (n=11), computer or
CD-ROM (n=6), multiplatform (n=1), weblinks viewed on a
smartphone (n=1), and 1 smartphone app (n=1). Severa
interventionsincluded elements of other therapeutic approaches
in addition to CBT, such as interpersonal therapy (2/28, 7%),
family systems therapy (1/28, 3%), and positive psychology
(1/28, 3%). The total number of modules ranged from 4 to 15
(mean 8.15, SD 2.74). A total of 10% (3/28) studies did not
specify the number of modules contained in the intervention.
Most interventions (14/20, 70%) were sequential, 10% (2/20)
were nonsequential (WeClick and MoodHwb), and 20% (4/20)
were undetermined.
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Table 2. Characteristics of interventions (n=20).

Lietd

Study and year published

Intervention name

Target condition

Delivery mode

Delivery format

Therapeuticmodel  Number of modules

Or sessions
Berg et al [47], 2020 Undisclosed Anxiety andde- Web Sequential CBT? 8 modules
pression
Bevan Joneset a [48],  MoodHwb Depression Multiplatform Nonsequential CBT, IPT?, pos-  Unclear
2020 (web, app) tive psychology,
family systems
therapy
Calear etal [49,50],2009 MoodGYM Anxiety andde- Web Sequential CBT 5 modules, 29 exer-
and 2013; Lillevoll et & pression cises
[57],2014; O’'Kearney et
al [63], 2009
Clarkeet a [51], 2009  Undisclosed Depression Web Undisclosed CBT Unclear; 4 compo-
nents
Fleming et a [52], 2012, gpARXC Depression Computer Sequential CBT 7 modules
Kuosmanen et a [55],
2017° Lucassen et a
[58], 2020; Merry et al
[60], 2012
Ipeta [53], 20169 Grasp theopportu- Depression Web Undisclosed CBT 10 modules
nity (translated to
Chinese and modi-
fied from CATCH-
IT)
Jaycox et a [54],2019  TheLIFT program Anxiety andde- Computer Sequential CBT 7 modules
pression
Lenhard et a [56], 2017 gp oCcD® OCD Web Undisclosed CBT 12 modules
March et a [26], 2018; BRAVE Online Anxiety Web Sequential CBT 10 modules
Spence et a [66], 2011
Melnyk et al [59], 2015 copgf Anxiety andde- Web Sequential CBT 7 modules
pression
O’ Connor et al [61], Breathed Anxiety Web Sequential CBT 8 modules; 6 mod-
2020; Radomski et al ules”
[64], 2020
O'Deaeta [62],2020  WeClick Depression, anxi- Smartphoneapp  Nonsequentia CBT 4 character stories
ety
Smith et a [65], 2015 Stresshusters Depression Computer Sequential CBT 8 modules
(mild-moderate)
Stallard et @ [67], 2011  Tppi Anxiety, depress CD-ROM Undisclosed CBT 6 modules
sion
Stasiak et a [68], 2012  The Journey Depression CD-ROM Sequential CBT 7 modules
Stjerneklar et a [69], ChilledOut Online  Anxiety, depres-  Web Sequential CBT 8 modules
2019 (Danish) sion
Tillforseta [70], 2011  Undisclosed Social anxiety Web Sequential CBT 9 modules
disorder
Van Voorhees et a CATCH-IT Depression Web Sequential CBT and IPT 14 modules; 14
[71,72], 2020 and 2009; modules (plus 1 op-
Gladstone et a [73,74], tional anxiety mod-
2018 and 2020 uleand 5 parent
modules)
Whittaker et a [75,76], MEMO CBT Depression Web links Sequential CBT 2messagesdaily, for
2017 and 2012 viewed on smart- 9 weeks
phone
Wauthricheta [27],2012 Cool Teens Anxiety CD-ROM Sequential CBT 8 modules
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8CBT: cognitive behavioral therapy.
bipT: interpersonal psychotherapy.
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CSPARX-R isarevised version of the original Smart, Positive, Active, Realistic, X-factor (SPARX) intervention. The content of SPARX-R isessentially
the same; however, it is framed as a preventive intervention for young people who feel down, stressed, or angry rather than focusing exclusively on

depression.

Hhe Grasp Opportunity intervention removed all face-to-face components from CATCH-IT, including the motivational interview or brief advice

component, and IPT modules were also excluded.

€OCD: obsessive compulsive disorder.

fCOPE: Creati ng Opportunities for Personal Empowerment.
9Breathe: Being real, easing anxiety: tools helping electronically.

RContent covered in both interventions seems to be the same; however, Radomski et al 2020 [64] reported 6 modules and O’ Connor et a 2020 [61]

reported 8 modules.
'TFD: think, fedl, do.
!Motivational interviewing was classified as aform of supported use.

M ethodological Quality

All 6 non-RCT studies met the methodological quality criteria
for inclusion. Of the 22 RCTsincluded in the review, 9 (41%)
were assessed as having alow ROB, 9 (41%) as having some
concerns, and 4 (18%) as having ahigh ROB. All these studies
were included in the analysis.

Digital Self-administration Guidelinesas Disclosed in
Study Manuscripts

Overview

The aspects of digital self-administration extracted from the
included studies are contained in Table 3 and Multimedia
Appendix 2 [26,27,47-76]. Only 1 study (the study by O'Dea

et a [62]) reported how instructions for appropriate use were
relayed to young people. In this study, an animation was used
to inform young people that they could use the intervention as
they wished.
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Table 3. Components of appropriate use described in studies or derived from study protocols or intervention features.
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Study and year ~ Components of appropriate use (part 1)

published
Recipients Target condition or Amount of inter- Duration and fre- Sequenceof  Skill enactment
therapeutic goas ventioncomple-  quency of use content
tion to benefit
Bergetd [47], 15-19year oldswith Anxiety and depres-  None provided g \yeek acces? 1 Sequential via None provided
2020 clinically significant son? module per week ~ Numbered
anxiety, without or with- modules?
out comorbid depression
(other comorbidities ex-
cluded)?
Bevan Joneset 13-23year oldswitha  Depression Noneprovided Accessforamini-  Nonseguen- None provided
al [4g],2020¢  history orrisk of depres- mum of 2 months?®, ~ tial®
sion? Instructed “they
could use the pro-
gram asthey
wished”
Calear eta 12-17 year olds? Prevent or decrease  Completion of ~ 5-week accesswith  Seguential via None provided
[49,50], 2009 depression and anxi- all 5modules 1 module delivered  controlled de-
and 2013 ety each week? each livery of mod-
module 20-40 min-  ules?
utes
Clarkeet d 18-24 year oldswith a Depression? None provided 3. \yeek access® None provid-  Intervention guides
[51], 2009 history of depression or unrestricted, self-  €d user to create aperson-
risk of depression® guided use alized self-contract to
increase the frequency
of selected pleasant
activities (eg, taking a
relaxing bath, going
to arestaurant al by
yourself)b. Prompted
torecord activities ev-
ery few daysb
Fleming et a 13-16 year olds with Depression® None provided  5.\yeck access? 1-2 Sequentialb After each level, the
[52], 2012 probable depression; modules per week, digital guidereflected
those with severe depres- each module approx- on how the learning
sion were excluded® imately 30-minute could beapplied inre-
duration al life and set home-
work chaIIeng&sb
Ipetal [53], 13-17 year oldswithmild Reduce depressive Noneprovided Accessforthestudy Noneprovid- None provided
2016 or moderate depressive  symptoms (mild to period (12 monthg)®  €d
symptoms? moderate level) or use at anytime, any-
prevent the onset of where
major depressive
episodes.? “Improve
negative cognition,
reduce negative behav-
iors, strengthen re-
siliency, and reinforce
positive behaviors’
Jaycox et a High school students PTSDS, anxiety, and None provided  1-2 chapters per Sequenti ab Goal setting at theend
[54], 2019 with limited mental . a week of each module®
depression
health resources®
Kuosmanenet  15.90 year olds® Prevent depression; None provided 20-30-minute mod-  Sequential None provided
a [55], 2017 “amed for young ules, completion of  |aaP
people who feel one module each
down, stressed or an- week?
ary”
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Study and year  Components of appropriate use (part 1)

published
Recipients Target condition or Amountof inter-  Duration and fre- Sequenceof  Skill enactment
therapeutic goals ventioncomple-  quency of use content
tion to benefit
Lenhard et a 12-17 year oldswitha  gcpa None provided 12 weeks access® Sequenti aP Young person and
[56], 2017 primary ocDf di agnosis? parent encouraged to
complete ERPY exer-
cises together and re-
port back to clinician
Lillevoll et a Senior high school stu-  Prevent and reduce Noneprovided 45-60 minutemod-  Sequential via None provided
[57], 2014 dents? depressive symptoms ules, 6-7 week ac-  locked con-
cess? tent”
Lucassenetal 1219 year olds® Prevent and treat de-  Noneprovided Open access, mod-  Sequential Set challenges are
[58], 2020 pressive symptoms ulestake 30 minutes | gyg<P provided to alow
practice and facilitate
skill generalization”
March et a 7-17 year olds with ele- Anxiety? None provided  20-week access, 1 Sequenti ab None provided
[26], 2018 vated anxiety? session each fort-
night?
Melnyk et al Freshman college stu- Depression and anxi-  Noneprovided  109.12_yyeek access? Sequential via  Weekly skill building
[59], 2015 dents? ety? 30-minute modules, 'ockedcon-  homework assign-
1 module per week  tent” mentsand goal setting
logs
Merry et a 12-19year oldswithmild  Clinically significant None provided  4.7_yweek access® Sequenti ab “Virtual” guide,” sets
[60], 2012 to moderate depressive  gepression® 30-minute modules and monitors real-life
symptoms? challenges, equivalent
to homework”?
O'Connoretal  13-17yearoldswitha  Apyjety? None provided 8 weeks of website  Sequentia via “Try Out feature,
[61], 2020 self-identified anxiety acces@instructedto  Numbered which outlined activi-
concern® use weekly modules” tiesfor the adol escent
to choose to practice
the modul€e'skey con-
cepts and skills’P
O'Deaeta 12-16 year olds? Depression and anxi-  Completion of 4 \yeek access® self-  NOnsequen-  None provided
[62], 2020" ety al 4character  paceq tial®
modules
O'Kearney etal  High school girlsaged ~ Aimstoreducedepress None provided g ek acces? sdlf-  Sequential® None provided
[63], 2009 15-16 years? sion and vulnerability paced
to depression
Radomski et al  13-19year oldswithself- Aimsto addressmild None provided 30 mineach, com-  Numbered Skill enactment
[64], 2020 reported anxiety® to moderate anxiety pleteonesessionper modulesindi- prompted between
symptoms week catesequentia  podules?
content?
Smithetal [65], Designed for adolescents Depression® None provided  g.\yeck access® 30- None provid- “Designsownindivid-
2015 with mild to moderate 40 min modules ed ualised homework
depression based on specific
technique” b
Spenceet a 12-18 year olds meeting Reductioninanxiety Completion of 60 min modules, one Sequenti ab Responses to home-
[66], 2011 diagnostic criteriafor so- diagnostic statusand ~ all 10 modules  module weekly work activitiesare ac-
cial anxiety disorder, severity? cessed by therapist
separation anxiety disor- and feedback isprovid-
der, generalized anxiety ed viaemail®

disorder, or specific pho-

bia?
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Study and year  Components of appropriate use (part 1)

published
Recipients Target condition or Amountof inter-  Duration and fre- Sequenceof  Skill enactment
therapeutic goals ventioncomple-  quency of use content
tion to benefit
Stallard et a 11-16 year oldswithde- Depression and anxi- Noneprovided 30-45 minute mod-  Sequential via “At the end of each
[67], 2011 pression or anxiety as- ety? ules numbered session, participants
sessed as suitable for modules? are given abrief as-
CcBT? signment to com-
plete” b
Stasiak et a 13-18 year olds self-re- Depression® Completionof  25-30 minute mod-  Sequential via Each module ends
[68], 2012 ferred with probableor at al 7modules  ules, completebe-  numbered with a challenge
risk of depression® tween 4 and 10 modules? (homework) for user
weeks to complete®
Stjerneklar eta  13-17 year olds meeting “Reduce diagnostic  None provided  30-minute modules  Sequentia via “Each module con-
[69], 2019 diagnostic criteriafor an  severity and anxiety 14-week access® order? tains homework prac-
anxiety disorder? symptoms’ ticetasks[users]... en-
couraged to com-
plete’®
Tillforset d Adolescents (15-21 Social anxiety symp- Completionof  g_\yeek access®1 None provid-  None provided
[70], 2011 years) meeting diagnostic - tgme? al 9modules  module per week ed
criteriafor social anxiety
disorder®
Van Voorhees  Adolescents (14-21 “Theinterventionwas Noneprovided None provided Noneprovid-  None provided
eta [71], 2009 years) at risk of depres-  intended to reduce ed
sion (persistent subthresh-  multiple thoughts, be-
old depress on)a haviors, and interper-
sonal interactions
thought to increase
vulnerability for de-
pressive disorders...
And strengthen behav-
iors, thoughts and in-
terpersonal relations
thought to be protec-
tive against depressive
disorders’
Van Voorhees  13-18year oldswithele- Preventingtheonset ~ Noneprovided — 15-20 minmodules, gequentig® ~ None provided
etal [72],2020; vated depression symp-  f depressive episode® 12-month access®
Gladstoneeta tomsor ahistory of de-
[73,74], 2018 pression or dysthymia®
and 2020 at clinically significant
risk of depression but not
with current depression
Whittaker et Nondepressed years, 9-  “Preventionof theon- A minimum of 2 messages each day Sequenti ab None provided
[75,76],2017  12years, students(13-17 set of depression” haf theinterver o1 9 \weeks?
and 2012 year old)? tion completed
Wuthricheta  14-17 year oldswith diag- Anxiety? Not provided 30-minute modules; Not provided None provided
2012 [27] nosed anxiety disorder® 12-week access”

8A ppropriate use derived from the trial protocol.

ba ppropriate use derived from description of an intervention feature.

CAll groups received weekly mail feedback via the study platform on exercises from the therapist. In addition, one group was invited to chat with the
therapist in a 30-minute session.

aa ppropriate use reported as a statement in the manuscript.
€PTSD: posttraumatic stress disorder.

focD: obsessive compulsive disorder.

9ERP: exposure and response prevention.

hall groups received standard digital CBT, designed to be neutral and straightforward. One group additionally received learning support that involved
interactive features.
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I ntended Recipients and Target Condition

A total of 7% (2/28) of study manuscripts contained explicit
statements of the intended intervention recipients: adol escents
with mild to moderate depression [65] and adolescents with
clinicaly significant risk of depression [72]. For al other
manuscripts, intended recipients were derived from the
participant inclusion and exclusion criteria. Of these, intended
recipients were required to meet the diagnostic criteria for an
anxiety disorder in 17% (5/28) of studies, were symptomatic
(anxiety, depression, or both) in 32% (9/28) of studies, were at
risk of developing depression in 17% (5/28) of studies (ig,
symptomatic and/or history of depression), and were
asymptomatic in 3% (1/28) of studies. Symptom level was not
relevant to intended users in 21% (6/28) of studies (universal
sample) and symptom details were not provided in 7% (2/28)
of studies. A total of 39% (11/28) of study manuscripts described
the intended target condition. For the remaining 43% (17/28)
of studies, the intended target condition was derived from the
study protocol (primary outcome measure). Depression wasthe
target condition in 50% (14/28) of studies, anxiety in 32% (9/28)
and both anxiety and depression in 17% (5/28). Finally, 7%
(2/28) of studies provided statements on the intervention’s
therapeutic goals; both of the goals were to reduce unhelpful
cognitions and behaviors, consistent with a CBT approach.

I ntended Degree of Completion, Duration and Frequency
of Use, and Sequence of Use

A total of 17% (5/28) of studies stated that all intervention
modules should be completed, and 3% (1/28) of studies stated
that half the modul es should be completed. The remaining 82%
(23/28) of studies did not provide this information. Although
not explicitly stated as intended use by the study authors, 10%
(3/28) of studies examined noncompletersand completers. These
concepts appeared to be derived post hoc for analytical purposes.
Definitions of the latter included those who completed >4
modules out of 8 [64], >3 modules out of 5[63], and more than
one-third of al activities[50].

None of the studies explicitly stated the intended duration of
intervention use. Thisinformation was derived from the duration
of intervention accessin 82% (23/28) of studies (range 4 weeks
to 12 months); however, 17% (5/28) of studies did not provide
any information on this (eg, duration between pre- and
postintervention assessments). Intended frequency of use was
stated in 60% (17/28) of studies and was derived from an
intervention featurein 3% (1/28) of studies. Of these 18 studies,
9 (50%) recommended that users complete 1 module per week,
2 (11%) recommended up to 2 modules per week, 1 (5%)
recommended 1 module per fortnight, and 1 (5%) recommended
that users read 2 messages per day. A total of 21% (6/28) of
studies stated that the frequency of intervention use was
unrestricted. There were 36% (10/28) of studies that did not
provide any information regarding the intended frequency of
use. The intended sequence of content was derived from
intervention features, including numbered modules, locked
content, or module display, in 64% (18/28) of studies, from the
study protocols of 11% (3/28) of studies (prescribed delivery
of content), and was stated in the manuscript in 3% (1/28) of
studies. Of these 22 studies, interventions were intended to be

https://mental .jmir.org/2022/8/€37640

Lietd

completed sequentially in 20 (90%) studies, with 2 (10%)
allowing usersunrestricted accessto alternate between modules.
A total of 27% (6/28) of studies provided no information on the
intended sequence of the intervention content.

I ntended Skill Enactment

A total of 50% (14/28) of studies described intervention features
that prompted homework activities. The remaining 50% (14/28)
provided no information regarding recommendations for skill
enactment.

Adherence-Promoting Features

Regarding supported use, 17% (5/28) of interventions were
autonomous, 42% (12/28) were supported, 21% (6/28) were
both supported and intervention-led blended, and 10% (3/28)
were intervention-led blended only. A total of 28% (8/28) of
interventions used reminders (eg, email or SM S text message),
3% (1/28) implemented rewards (a snack upon completion of
a module), and 21% (6/28) contained gamified concepts (eg,
leveling up). Regarding interactive content, 82% (23/28) of
studies described interventions that used interactive features,
including 20 with interactive activities, 8 with quizzes, 7 with
homework activities, and 18 with multimedia content. A total
of 10% (3/28) of studies used tailoring, 10% (3/28) used
personalized feedback, and 14% (4/28) used customization of
visual features. None of the interventions were reported to
contain peer-support features.

Only 10% (3/28) of studies have examined the influence of an
adherence-promoting strategy on adherence to recommended
use. Van Voorhees et al [71] examined supported use as an
adherence promoter by combining the digital intervention with
3 in-person motivational interviewing sessions. These were
found to significantly increase site visits, time in intervention,
proportion of exercises completed, and number of characters
typed into interactive exercises. Berg et al [47] evaluated 2
strategies: supported use via chat sessions with a therapist and
learning support, which included short summaries, pedagogical
pictures, videos, and quizzes. These dtrategies, alone or
combined, did not lead to greater adherence when compared
with the control condition. Finally, Lillevoll et a [57] evaluated
the influence of personalized email reminders on adherence to
MoodGYM compared with standard email reminders and no
reminders. Neither form of reminder affected adherence to the
intervention.

Core Therapeutic Components, Symptom Monitoring,
and Accessing Crisis Support

A total of 14% (4/28) of studies reported core therapeutic
components, including exposure therapy, exposure and response
prevention therapy, behavioral therapy, and cognitive
restructuring. The remaining 85% (24/28) of studies did not
identify any. A total of 42% (12/28) of studies described
intervention features for monitoring mood and assessing safety.
Of these, 50% (6/12) of studies described symptom monitoring
that occurred every few days or weekly. The remainder (6/12,
50%) did not provide any information regarding the frequency
of mood monitoring. Furthermore, 28% (8/28) of study
manuscripts described intervention features that assessed suicide
risk and responded with helping-seeking information. The
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remaining 85% (24/28) of studies did not provide any
information on when users were recommended to seek crisis
support.

Reporting on Aspects of Intended Use

Of the 10 aspects of appropriate use identified to inform
instructionsfor use (presented in Figure 1), no study manuscript
reported on all 10 aspects. The average number of aspects
reported was 6.29 (SD 1.33) with arange of 3to 8. Descriptions
of intervention features and study protocol details were relied
upon heavily to infer aspects of appropriate use (Table 3 and
Multimedia Appendix 2).

Measures of Adherence

The measures of adherence used in the included studies are
presented in Table 4. To support a clearer interpretation of the
results, adherence measures were coded as follows: module
completion, intervention visits or log-ins, time spent in
intervention, activity or homework completion and practice,
and total content completion. Study attrition was not considered
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to be an appropriate measure of intervention adherence, as it
was not possible to differentiate the noncompletion of study
assessments from adherence to the intervention. Almost all the
studies (24/28, 85%) measured module compl etion, which was
reported as either mean (and SD) module completion or as
percentage of the sample completing a defined number of
modules (eg, 14/28, 50% of study manuscripts reported the
percentage of the sample completing al modules). Moreover,
21% (6/28) of studies reported intervention visits or log-ins,
either as the mean or as the percentage of the sample visiting
on a defined number of occasions. Furthermore, 25% (7/28) of
studies reported time spent in the intervention, either as the
mean total intervention time or asthe mean time spent per event
(eg, visit or module). A total of 32% (9/28) of studies reported
activity completion as either the mean, percentage of all
activities completed, percentage of the sample that completed
aset number of activities, or percentage who engaged in any of
the activities. Just under half of al studies (13/28, 46%) reported
>1 measure of adherence, indicating multidimensional
operationalizations of the construct.
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Table 4. Methods for measuring adherence to digital interventions and their association with depression and anxiety outcomes (n=28).

Study and Measure of adherence Association Association
year published with depression  with anxiety
outcome outcomes

Module completion  Siteor ppvisitsor Timespentin Activity, homework  Total inter-

log-ins intervention ~ completion or practice  ventioncom-
(min) pletion (%)
Berg et a Mean 5.46/8 modules 2 NR NR 39.20 NR NR
[47], 2020 (SD 2.82); al mod-
ules=39.2%
Bevan Jones NR 1-2 per Severa NR NR NR NR
et al [48], week=21%, 1-2 hours=3% ap-
2020° per month=44%, 1- proximately 1
2 total=26% hour=29% ap-
proximately
30 min-
utes=54%,
few min-
utes=20%, no
Visits=3%
Cdeareta Mean 3.16/5 modules NR NR 15% of samplecom-  32.70 o° o¢
[49,50], 2009 >3 modules=62%; all pleted at least 20 of 29
and 2013 modules=32.7% exercises
Clarkeet a NR Meanwebvisits Mean115.1 NR NR Minutesininter- NR
[51], 2009 85(SD 14.2), me- (SD 176.1), vention—pPosd,
dian web visits6,  median 52, page hits—Pos,
rangeweb visitsO-  range 0-1088 mean web visits
111, page hits 0
(mouse clicks)
Flemingeta >4 modules=81%; al NR NR NR 69 NR NR
[52], 2012 modules=69%
Ipetal [53], Median3(IQR5),al NR Median=39.3 NR 10 Neg' Neg
2016 modul es=10% (| QR=63.4)e
(n=26/257)
Jaycox et a Mean 6.37/7 modules NR NR % video NR NR NR
[54], 2019 watched=63-89%
Kuosmanenet Mean5/7 modules, >4 NR NR 55%-65% practiced 30 NR NR
al [55],2017 modules=87%, al (variety of skills, eg,
modules=30% thought monitoring,

thought challenging,
problem-solving)

Lenhardetal Mean 8.52/12 mod- NR NR NR 27 NR 0
[56], 2017 ules ®, 1-5 mod-
ules=97%, all mod-

ules=27%
Lillevoll eta  1-2 modules=64%, NR NR NR 3 NR NR
[57], 2014 >3modules=14%, all

modules=3%
Lucasseneta 1module=53.7%, 1-3 NR <25minutes NR 3.70 NR NR
[58], 2020 modules=44.9%, >4 per module

modules=8.8%, 1-6
modules=50.01%, all
7 modules=3.7%

March et a Mean 2.21/10 mod- NR NR 17.72/25 NR NR NR
[26], 2018 ules (SD 2.44); in-

cludes patient that did

not start the interven-

tion, no mod-

ules=21.65%, 1-2

modules=48.05%, >3

modules=30.31%
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Study and Measure of adherence Association Association
year published with depression  with anxiety
outcome outcomes

Module completion  Siteor ppvisitsor Timespentin Activity, homework  Total inter-

log-ins intervention  completionor practice vention com-
(min) pletion (%)
Melnyk etal  All modules=99% NR NR NR NR NR NR
[59], 2015
Merry et al >4 modules=86%, all NR NR 62% completed most 60 NR NR
[60Q], 2012 modul es=60% or al homework chal-
lenges
O'Connor et No modules=6%, all NR NR NR 36%complet- NR NR
a [61],2020 modules=36% ed al 8 mod-
ules
(N=13/36)
O'Deaeta Nomodules=7.1%, dl Mean 4.29, range  Per story: NR 60 NR NR
[62], 2020 modules=60% 1-11 mean 5.55
min; overal:
mean 19 min
O'Kearney et >3 modules=30% NR NR NR NR o° NR
al [63],2009 (n=20/67)
Radomski et Mean 2.2/8 modules NR NR NR 194 NR 0
al [64],2020 (SD 2.3), al mod-
ules=19.4%, >4 mod-
ules (adher-
ers)=27.9%, <3 mod-
ules=72.1%, no mod-
ules=35.3%
Smith et a >4 modules=93%, all NR NR NR 86 NR NR
[65], 2015 modules=86%
Spence et a Mean7.5/10modules, NR NR NR 39 NR NR
[66], 2011 al modules=39%
Stallardeta  All completed=85% NR NR NR 85 NR NR
[67], 2011
Stasiak et a All completed=94%  NR NR NR 94 NR NR
[68], 2012
Stierneklar et Mean 5.4/8 modules, Mean 24.4,range  NR Mean 74.4 30 NR NR

a [69],2019  al modules=30%, >4 7-51
modules=69%

Tillforsetal  \ean2.9/9modules, NR NR NR NR 0 0
[70], 2011 range 1-6

Van Voorhees NR Percentageof sam- Mean 121 Mean percentageof  NR NR NR
eta [71], plevisiting site at tasks compl et-

2009 |east once=84.1%9 ed=64%"9, mean num-

ber of characters
typed in tasks=2724

Van Voorhees Mean 3.4/14 modules Days visited the Total timeon  Characters NR 0 NR
eta [72], (Sb 4.7) site=3.7 (4.5) website typed=3071 (4572)
2020; Glad- (min)=100.2
stoneet & (143.1)
[73,74], 2018
and 2020
Whittakeretal NR NR NR Half of themessages NR 0 NR
[75,76], 2017 viewed by 19% of
and 2012 sampl e&h
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Study and Measure of adherence Association Association
year published with depression  with anxiety

outcome outcomes
Module completion  Siteor ppvisitsor Timespentin Activity, homework  Total inter-
log-ins intervention  completionor practice vention com-
(min) pletion (%)
Wuthricheta All modules—98.4% NR NR NR 98.4 NR NR
[27], 2012

3NR: association was not reported.
bTime spent in intervention was average per visit [48].

CAssociation between adherence and outcomes determined by completer versus noncompleter analysis.

dpos: positive association.

€A dherence measure used to determine the adherence-outcome association.

fNeg: negative association.
9Data were collated when more than one group received the intervention.
PActual, rather than self-reported outcomes.

Association Between Adherence and Outcomes

The heterogeneity of adherence measures, the different statistical
methods used to determine an association between adherence
and outcomes, and incomplete reporting of results made it
difficult to extract comparable data for a meta-analysis.
Associations are, instead, reported descriptively. A total of 19
(67%) studies did not report on the association between
adherence and symptom reduction. Of the remaining 8 studies,
6 (21%) examined the relationship between adherence to the
intervention and treatment outcomes for depression. A total of
4 studies, 2 (7%) of which compared outcomes for compl eters
and noncompleters (as defined by the authors), found no
association between adherence and depression outcomes.
Furthermore, 7% (2/28) of studiesfound an association between
depression and adherence, but in opposing directions, such that
depression decreased as time in intervention increased as per
Ip et al [53], whereas Clarke et al [51] found that depression
reduced when the total time spent in intervention decreased.
Moreover, 14% (4/28) of studies examined the association
between adherence and anxiety outcomes: 10% (3/28) found
no association, and 3% (1/28) found a negative association
between symptom reduction and total time spent in intervention,
whereby more time in the intervention was associated with
lower anxiety symptoms [53]. None of the studies that used
multiple measures of adherence examined the independent
associations of these measures with treatment outcomes.

Discussion

Principal Findings

This systematic review aimed to synthesize how appropriate
use has been defined in digital CBT interventions for youth,
how instructions for use are relayed to young people and
reported in studies, and how adherence to appropriate use has
been operationalized and measured. Thisreview found that none
of the included studies systematically described definitions of
appropriate use, which were instead derived from the study
protocol or intervention features. Despite all interventionsbeing
based on CBT, the derived definitions of appropriate use varied
widely among studies, particularly in terms of intended
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recipients, frequency and duration of use, and use of
adherence-promoting features. The only component of usewith
some consistency among studies was the sequence of use, with
71% (n=20) of the 28 studies using interventions intended to
be used sequentially. Nearly all included studies neglected to
disclose how the instructions or recommendations for
appropriateintervention use were relayed to young people, with
only 3% (1/28) of studies providing such information [62]. The
results showed that most studies (24/28, 85%) operationalized
adherence as the degree of intervention completion, with
significant heterogeneity in how this was measured, regardless
of how appropriate use was defined. The most consistently
reported measure of adherence was the percentage of the sample
that compl eted the entire intervention (14/28, 50%). There was
little evidence of an association between degree of use and
improved outcomes.

Appropriate self-administration of digital CBT is critical for
achieving the therapeutic goals. Therefore, a lack of reporting
on both definitions of appropriate use and how instructions for
use are provided to users is somewhat surprising. Indeed, an
understanding of how the intervention creators desired the
intervention to be used by youth had to be derived from the
study protocol and intervention features for amost all
components of appropriate use, with the frequency of use the
only component explicitly stated in studies. These findings
suggest that inadequate consideration has been given to
developing nuanced definitions of appropriate use. As early
digital CBT interventions were direct translations of in-person
CBT, this omission may stem from the assumption that
engagement with CBT should be consistent regardless of the
delivery mode (ie, full program completion). However, given
the current innovative approachesto CBT delivery, particularly
the movement away from sequential delivery and expectations
of full program completion [38], it isimperative to investigate
patterns of digital CBT use that produce the greatest
improvements in defining appropriate use. There is aso little
evidence that young users of digital CBT for depression and
anxiety are provided with adequate instructions for use. The
impact of thison young peopl €’ streatment uptake, engagement,
response, and attitudestoward digital menta health careremains
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unknown. Poorly relayed instructions for appropriate use to
young people, their guardians, and health professionals may
contribute to poor intervention adherence in digital CBT. It is
possible that more nuanced definitions of appropriate use and
clearly delivered instructions on use could improveintervention
adherence and ultimately have beneficial effects on the
outcomes.

The resulting lack of guidance on how to operationalize and
measure adherence is an additional consequence of poorly
defined recommendations for appropriate use. Specifically, the
degree to which actual use aligns with appropriate use can only
be determined if the appropriate use is adequately defined. We
found that adherence was most often operationalized as the
degree of program completion, demonstrating a lack of
correspondence among definitions of appropriate use, which
varied widely, and operationalization of adherence. This
indicatesthat definitions of appropriate use are either inadequate
or not being used to operationalize adherence. Thisfinding is
also consistent with findings in the adult literature, where
appropriate use is often undefined but nevertheless
operationalized generically asthe more use, the better [31], with
significant heterogeneity in how the amount of useis measured
[29,79,80]. Our conceptualization of the appropriate use of
digital CBT is made up of 10 components (based on in-person
CBT manuals) and istherefore multidimensional . This suggests
that the measurement of adherence should be multidimensional
and nuanced enough to capture adherence to each aspect of
appropriate use. Taken together, adherence definitions and
measures that provide a meaningful indication of the extent to
which interventions are used appropriately are lacking, and
require refinement in future studies.

We found little evidence to suggest an association between
amount of use and symptom improvement. Most studies did
not examine or report adose-response effect for theintervention
being evaluated. However, of those that did, most found no
association between use and either depression or anxiety
outcomes, regardless of the type of measure used. Thisfinding
demonstrates that the pervasive notion of the more use, the
better is unsupported for digital CBT. A tenuous association
between use and outcomes is consistent with findings reported
in a recent meta-analysis of youth digital CBT interventions,
which found no association between adherence (measured as
the amount of use) and outcomes [25]. It is also somewhat
consistent with a review of adult literature, which found that
the association between use and depression outcomes depended
on the usage measure used [ 29]. The lack of association between
use and outcomes is, however, in contrast to in-person CBT
interventions, where there are clear associations between
intervention attendance and therapeutic benefits [81,82].

There are several possible explanations for the lack of
association between adherence and outcomes. First, itispossible
that measuring adherence as the degree of intervention
completion or use does not capture the complexity to which a
person may or may not adhere to various aspects of appropriate
self-administration.  Specifically, current one-dimensional
measures of adherence are unlikely to quantify adherence to
other components of appropriate use that may be more critical
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to intervention outcomes such as skill enactment or accessing
crisis support. However, as digital CBT has been shown to be
effective in well-controlled trials, outcomes are unlikely to be
completely unrelated to intervention use [80,83]. Another
explanation isthat userssimply stop using the intervention when
sufficient benefits have been obtained. This point within the
intervention would be expected to vary among individuals, so
no association between the amount of intervention use and
benefits would be evident. This notion is supported by a study
that used graphical modeling to identify a subset of users who
showed the greatest improvement in depressive and anxiety
symptoms despite spending less time in the intervention than
other groups of users [37]. Finally, some critical components
of the intervention—the active ingredients— may drive the
therapeutic response, and it is completion of these components,
rather than completion of the whole intervention per sethat is
associated with outcomes. These explanations suggest that the
current narrow definitions of appropriate use as the degree of
intervention completion or use are too generic, and a more
nuanced approach to the measurement of adherenceisrequired.

Poorly defined recommendations for appropriate use may have
several practical implications, including the reduced
effectiveness of digital CBT because of inappropriate
self-administration. Given the low uptake of evidence-based
interventions [19,20], this presents a significant missed
opportunity to improve young people's mental health. It may
also prevent the self-selection of interventions that are best
suited to an individual’s circumstances and limit endorsement
and dissemination by mental health professionals. Currently,
thereislittleinformation in the scientific literature to guide the
development of definitions of appropriate use or the disclosure
of instructions for the use of digital CBT. In response to our
findings and to rectify poorly defined appropriate use and
generic operationalization of adherence, we developed a
framework to support the development and disclosure of
definitions of appropriate use and instructions for the
self-administration of digital CBT. The results are presented in
Table 5. It is based on the components of manualized CBT
designed to guide clinicians in delivering in-person CBT and
mapped onto definitions of intended use (the purpose of the
product), indicationsfor use (who will be using the product and
why it will be used), and instructions for use (how to use the
product) as defined in the medical arena [84]. The use of this
framework to develop nuanced instructions for use could
optimize the therapeutic benefits of interventions. Finaly, we
suggest an active eval uation of appropriate definitionsand their
refinement based on the outcomes of the evaluation. For
example, a method to evaluate the extent to which the degree
of completion, duration, and frequency of use incorporated in
definitions of appropriate use produces therapeutic benefits is
to conduct a survival analysis [85,86]. Comparing instructions
for userelated to degree of completion, duration, and frequency
of usewith those demonstrated to producereliable and clinically
significant reductions in symptoms, as determined by the
survival analysis, will contribute to the refinement of the
appropriate use definition. The proposed development,
evaluation, and refinement of definitions of appropriate use and
instructions for use is represented in Figure 2.
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Guideline

Description

Measure of adherence

Example—CBT intervention
for specific phobia

Indicationsfor use

Intended recipients

Intended target condition

Intended use
Therapeutic goals
Core therapeutic components

(empirical or theoretical)

Instructionsfor use

Intended intervention completion

Frequency and duration

Intended sequence

Enactment of skills

Symptom monitoring

Access to crisis support

Supported use

Who should use the intervention? Consider
indications and contraindications for who
should use the intervention.

What disorder has the intervention been de-
signed to treat?

Identify the specific outcomes the treatment
aimsto achieve.

Identify intervention components that have
been empirically or theoretically demonstrat-
ed to be associated with, or to mediate, im-
proved outcomes.

Define how much of the intervention should
be completed.

What frequency and duration of useisre-
quired to produce therapeutic outcomes?

What pathway through the content will pro-
duce therapeutic outcomes?

What enactment or practice of skillsisre-
quired beyond actual intervention use to
achieve therapeutic outcomes?

What level of symptom monitoring isre-
quired to produce therapeutic outcomes?
What behaviors should outcomes of symptom
monitoring produce?

When should users be recommended to ac-
cess crisis support and how will they access
crisis support?

Consider whether self-guidanceis unlikely
to produce adequate adherence to appropriate
self-administration.

Determine who is using the
intervention

Determine symptomatic
level of users

N/AP

M easure the extent to which
core components are com-
pleted

What portion of users com-
plete the required amount of
theintervention

What portion of users en-
gageat the required frequen-
cy and duration of use

Determine navigation
through content and the por-
tion of users engaging the
required sequence (if rele-
vant)

Determine the extent to
which users practice skills
asrequired

Determine the extent to
which users monitor symp-
tomsasrequired (if relevant)

Determine the extent to
which users access crisis
support as suggested

Determine the extent to
which support is accessed
(if relevant)

For 12-16 year oldswith aspe-
cific phobia, without learning
or developmental disorders

Specific phobia, for example,
spider phobia

Reduce fear of spiders

Exposure hierarchy

All modules of theintervention
should be completed

Exposure to spiders for 3-6
months

Content should be completed
sequentialy

Approach rather than avoid the
next timewhen confronted with
feared object or situation

Anxiety symptomsareimprov-
ing, move on to the next level
of the exposure hierarchy (or
cease treatment or trigger
maintenance planning)

N/A

Accessto aclinician to con-
struct exposure hierarchy

8CBT: cognitive behavioral therapy.
BN/A: not applicable.

Figure 2. Process for defining, evaluating, and refining definitions of appropriate use and instructions for use.
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Limitations

Inthisreview, welimited our search to CBT for depression and
anxiety, making it difficult to generalize our findings to other
interventions or mental health conditions. Future studies could
include other interventions and conditions to develop an
understanding of how appropriate use and instructions for use
have been defined and disclosed more broadly in digital health
interventions. Moreover, our data failed to account for the
possibility that appropriate use may have been defined or
instructionsfor use provided to participants, but not documented
in the study manuscripts or published protocols. However,
consistently generic operationalization of adherence across
studies suggests that this explanation is unlikely, and adequate
and systematic documentation of these constructs is,
nevertheless, required.

Lietd

Conclusions

This review has contributed to our understanding of how
appropriate self-administration of digital CBT has been defined,
relayed to users, measured, and associated with outcomes across
various digital CBT interventions targeting depression and
anxiety in young people. Overall, there is alack of systematic
reporting of nuanced definitions of appropriate use, and
measures of adherence rarely provide adequate information on
the degree of actual use corresponding to recommended
appropriate use. There is little evidence that the degree of
program completion or use is associated with intervention
benefits. Our findings may, in part, explain low engagement in
digita CBT; however, more work is required to better
understand engagement with digital CBT and find ways to
enhance it. A framework to assist in the development of
guidelines for the self-administration of digital CBT has been
provided.
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Abstract

Background: Levels of well-being are declining, whereas rates of mental health problems remain high in young people. The
World Health Organization defines mental health as not merely the absence of mental disorder but also includes social and
psychological well-being asintegral to positive mental health, highlighting that mental health is applicable to young people with
mental health conditions and those without a diagnosis of a mental health condition. Reduced mental well-being have been
identified in studies of young people with clinical populations, aswell as in populations consisting of honclinical young people.
Self-help digital interventions can be delivered at mass at alow cost and without the need for trained input, thereby facilitating
accessto support for well-being. Self-help interventions are effective in young people with mental health conditions, but systematic
reviews of such studies have been limited to randomized controlled trials, have not included reduced well-being as an inclusion
criterion, and do not consider engagement factors such as retention.

Objective: Theobjective of thisstudy wasto systematically review all controlled studies of digitally delivered, self-administered
interventions for young people aged 9 to 25 years, with perceived or clinically diagnosed reduced psychological well-being.
Participant retention and effectiveness of the interventions were also explored.

Methods: A systematic search of the Psycinfo, EMBASE, Cochrane, Scopus, and MEDLINE databases from inception to 2021,
reference searches of relevant papers, and gray literature was carried out for digitally controlled studies conducted with young
people with perceived or clinically diagnosed reduced well-being, aimed at improving psychological well-being. Data were
extracted to identify the effectiveness and retention rates of the interventions and the quality of the studies.

Results:  Overal, 1.04% (12/1153) of studies met the inclusion criteria: 83% (10/12) of studies were randomized controlled
trials and 17% (2/12) were controlled pre-post studies. Most (6/12, 50%) studies aimed to improve symptoms of depression; 3
interventions aimed at both anxiety and depressive symptoms and 2 studies aimed at improving socia functioning difficulties.
Owing to the high risk of bias across interventions and lack of similar outcome measures, a meta-analysis was not conducted.
Retention rates across studies were regarded as good, with moderate to high retention. Overall, the findings indicated that
predominantly self-administered self-help interventionsimproved well-being in the areas targeted by the intervention and identified
additional areas of well-being that were positively affected by interventions. Few interventions supported psychol ogical well-being
that was different from those used by young people with aclinical diagnosis of mental illness or young people from neurodiverse
backgrounds.

Conclusions: The findings, along with the advantages of self-help interventions, highlight the need for upscaling self-help
interventions to better support vulnerable populations of young people who experience poor psychological well-being.
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Introduction

Background

WEell-being is a multifaceted construct consisting of a person’s
physical, psychological, cognitive, social, and economic
well-being [1,2]. Psychological and socia well-being (termed
hereon as psychological well-being) are identified as being
integral to a person’s health by the World Health Organization,
which highlights that mental health does not merely require the
absence of amental health condition but also extendsto aneed
to experience positive well-being, which is inclusive of those
not living with a mental health condition. Poor well-being has
been identified in both populations of young peopleliving with
mental health conditions and those who are not [3-6]. Indicators
of psychological well-being and mental health have been found
to be similar in youth populations, for example, relationships
with teachers, supportive families, and engaging with school
arerelated to good psychological well-being and mental health,
and bullying, single parent families, peer problems, and
parent-child arguments are indicators of poor psychological
well-being and mental illness[1,2,7]. Thoseliving with amental
health condition are more likely to experience reduced
well-being compared with those not living with a mental
disorder, but there is aarming evidence to suggest that
nonclinical youth populations also show trends toward reduced
well-being [4,8]. In light of the rising decline in psychological
well-being and increasing levels of mental illness in young
people [9,10], the efficacy and suitability of well-being
interventions that are already available for those with mental
health conditions should aso be considered in young people
who experience low psychological well-being without mental
health conditions [11].

Thecallsfor increased resourcesfor young people with reduced
well-being may be at odds with the current state of the health
care system. Young people aged 10 to 24 years have the lowest
health care coverage compared with other age groups[12], and
service providers tend to face significant barriers to delivering
support, including issues stemming from alack of investment,
resources, and training, resulting in decreased service-user
access and increased waiting times for child mental health
services [13,14]. The use of self-help interventions is
recommended by health care professionals for young people
with depression according to the national guidelines in the
United Kingdom [15], and increased recognition of self-helpis
leading to its greater implementation within mental health care
[16]. This follows the stepped-care approach which proposes
that an individual should initially be treated with the least
intensive and least expensive intervention; for example,
self-help, which can increase at a rate proportional to the
individual’s need [17]. Considering the dearth of resources
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available for psychiatry, resources available for well-being
would likely be even fewer [18]. Thus, self-help interventions
would be appropriate for young people experiencing reduced
well-being. In addition, the introduction of digital health
interventions (DHIs) could overcome the current challenges
experienced by health care systems worldwide by improving
access to care and promoting healthier populations [14], as
digitally delivered self-help enables large-scale delivery at a
low cost [19]. Furthermore, DHIs help overcome other barriers
experienced by young service usersin accessing care services,
including stigma and embarrassment [20]. Digital self-help for
adolescentswho prefer to be self-reliant may give them feelings
of autonomy [21,22], and concerns about stigma or
embarrassment could be reduced, as DHIs can be used privately
and anonymously [20,23,24]. The provision of DHI support is
consistent with international guidelinesthat recognizethevalue
of DHI in advancing universal health care coverage [14] and
supports the call for early well-being interventions for young
people with mild or low-level needs who would benefit from
support [25].

The recent surge in self-help DHI hasresulted in an increasing
number of reviews of studies assessing their effectiveness[26].
Most of these reviews have examined guided self-help
interventions, which entail a degree of web-based or offline
guidance from a therapist rather than purely self-help
interventions. Self-help interventions, by strict definition, are
delivered without the need for any professional support through
text, audio, video, group, or individual exercises[27]. Newman
et al [28] categorized the degree of therapist involvement into
3 levels of support. The lowest level included completely
self-guided interventions, with the second level additionally
including the therapist providing rationale and instructions for
using the intervention. The third level of involvement entailed
the greatest amount of support, with the therapist actively
involved in providing therapeutic support during the
intervention. Considering the level and type of support provided
by professionals is important when trying to balance the
accessibility, adherence, and efficacy of therapy [29]. Digital
self-help interventions vary in their content, usually adapting
psychological therapy into adigital format, such ascomputerized
cognitive behavioral therapy (CBT) [30], and also include other
types of interventions, such asbibliotherapy [31], serious games
[32], peer-to-peer support [33], self-monitoring, and medication
adherence [34], all aimed at improving well-being in young
people. Current systematic reviews have been limited in terms
of their scope and coverage of the level of self-help support
involved, with reviews tending to focus on therapist-guided
self-help interventions in young people and in young people
with clinically diagnosed depression and anxiety [35-39].
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The only published systematic reviews to explore the efficacy
of therapist support in self-help intervention studies were by
Bennett et al [16] and Grist et al [36]. The study by Bennett et
al [16] reviewed both paper-based (eg, bibliotherapy) and digital
self-help interventions, whereas the study by Grist et al [36]
identified digitally delivered interventions only, for young
people with diagnosed mental health conditions. Both reviews
found improved outcomes in randomized controlled trials
(RCTs) with increased levels of therapist support; however, we
do not know if thiswould also apply to young people who may
experience reduced psychological well-being without aclinical
diagnosis of mental illness. With concerns about the impact of
the COVID-19 pandemic on young people, the use of digital
technology to support young people's well-being has been
promoted [40,41]. Therefore, there could be an increase in the
number of interventions available for young people experiencing
reduced well-being, causing these reviewsto become outdated.
Considering the narrower focus on digital interventions fitting
the 2 lower levels of support for self-guided interventions, as
proposed by Newman et al [28], increasing the search criteria
to potentially influential controlled before and after studiesand
to all common mental disordersin young people, could also be
useful in identifying further relevant trials.

Objectives

The objective of this systematic review was to explore the
efficacy of predominantly self-administered digital interventions
for young people experiencing perceived reduced well-being,
whether or not they are diagnosed with a common mental
disorder. Through the focus on young people with perceived
reduced well-being, not excluding controlled pre-post studies
and theinclusion of only digital self-administered interventions,
this review will expand the scope of both studies by Bennett et
al [16] and Grist et a [36]. The level of retention of self-help
interventionswill also be reported, which has not been explored
in previous studies. If effective, such interventions would not
rely on professional support or clinical diagnoses, expanding
their scope and enhancing access to well-being support for
vulnerable young people with reduced well-being.

Methods

Overview

Studies that assessed the effectiveness and acceptability of
self-help digital interventions targeting young people with
reduced well-being, with or without a diagnosis of a mental
disorder, were included in the search.

A protocol was created and registered on PROSPERO, the
International Register of Systematic Reviews (ID:
CRD42019129321). Initially, the search focused on the
neurodevelopmental conditions of tic disorders and associated
conditions. However, because of the lack of self-help digital
intervention studies for this condition and the relevance of the
literature on all common mental health conditionsin youth, the
protocol was revised to apply the search criteriato al common
youth mental disorders, as well as to perceived poor
psychological well-being in the absence of aclinical diagnosis.

https://mental .jmir.org/2022/8/€25716
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Types of Studies

The search was limited to publications in English because
tranglation was not possible. The search was intended for
quantitative studies; other study types, including qualitative
studies, reviews, commentaries, theses, and protocols, were
excluded. The study designs were required to be controlled
pre-post intervention designsto be included, but randomization
or control groups were not mandatory. Studies using secondary
data, in which the primary paper had already been included,
were removed to prevent bias.

Types of Participants

Age
Studies were included if the sample was aged between 9 and
25 years and had a mean population age of >18.51 years. This

ensured that all interventions were performed by young people
[16].

Conditions

To beincluded, the sample of young people had to be identified
by the authors of the study or identified as having perceived
reduced well-being through self-sel ection. Authors of the study
may have used athreshold for awell-being measure, symptom
severity or rating scales for mental conditions, or diagnosis of
amental disorder indicative of reduced well-being. Studiesin
which well-being was not measured (ie, prevention studies)
were excluded. Data from subgroups that met the
aforementioned criteria were included. Patients with physical
health conditions (eg, epilepsy, pain management, and asthma)
were excluded.

Types of Interventions

The interventions had to meet the criterion of being a digital
self-help intervention for well-being. This included both
web-based and offline digital interventions.

Studies adopting a combined design of digital and nondigital
interventions were excluded. No exclusion criteriawere applied
for thetype of digital delivery, length, or number of intervention
ons.

To meet the definition of self-help, interventions should require
minimal support from a therapist [27]. Using the categories
proposed in the study by Newman et al [28], interventions
should fit the 2 lower levels of support and be completely or
predominantly self-administered. Therefore, interventionswith
greater than predominantly self-administered support (ie,
therapeutic support from atrained professional) were excluded.
Interventions with support from gatekeepers or research staff
for technical assistance or overseeing the practical provision of
the intervention were included, as this did not provide
therapeutic support. Studies including automated emails or
feedback were included; however, responses containing
therapeutic feedback or guidance were excluded. Many studies
on young people haveincluded safety checks. As safety checks
do not offer therapeutic support and are necessary for ethical
conduct, studies were not excluded based on their use.

The am of the intervention required improving the
psychological well-being of young people, identified by an
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outcome measure that pertained to a respective measure of
well-being.

Types of Outcome M easures

The primary outcome of interest was psychological well-being.
Studiesthat did not measure changesin well-being (ie, pre-post
intervention) were excluded, as this would not alow the
assessment of the effectiveness of the intervention.

The outcome measures used in each study were documented to
explore how psychological well-being was measured. In defining
psychological well-being this study used the 2 domains of
psychological and social well-being, as they are areas of
functioning greatly affected when young people have a mental
health condition which presents with psychological symptoms.
The study by Pollard and Lee [42] documented indicators of
psychosocial domains of well-being, including aggression,
anxiety, emotional problems, loneliness, psychological distress,
coping, fulfillment, happiness, purposein life, and self-esteem.
Indicators of social well-being included antisocial behavior,
negative life events, peer problems, troubled home relationships,
prosocial behaviors, quality of life, relationships with peers,
socia skills, and support. For a full list of indicators, refer to
the study by Pollard and Lee [42]. The secondary outcomes of
the effectiveness and tria retention were also recorded.

Search Methods

Overview

The search strategy covered the following constructs: (1) young
people, (2) mental health conditions, (3) modes of digital
intervention and delivery, and (4) self-help (Multimedia
Appendix 1). These constructs were searched using the “AND”
Boolean term, meaning papers had to meet each of the above
constructsto be returned by the database. Each concept included
wide-reaching terms, aiming to capture as much literature as
possible. Furthermore, terms were adapted depending on the
relevant subject headings or Medical Subject Headings terms
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toinclude plurals, singular words, and different spellings of the
words.

Electronic Searches

Five bibliographic databases (Psycinfo, Embase, Cochrane,
Scopus, and MEDLINE) were electronically searched for
relevant articles from the conception of the database until
September 24, 2021, when the search was conducted. An
example of the search strategy is presented in Multimedia
Appendix 2.

Other Searches

Reference lists of relevant systematic reviews (Multimedia
Appendix 3 [16,21,31,32,34,35,37,39,43-45]) were hand
searched by CMB and imported into EndNote (Clarivate) with
other references. The OpenGray database was searched to
identify any relevant gray literature.

Data Synthesis

Selection of Studies

All references were imported into EndNote X9, and duplicate
references were removed. CMB and EBD screened the
references based on the title, excluding references that did not
fit the inclusion criteria and documenting reasoning in the
flowchart shown in Figure 1. This process was repeated based
on abstracts and full papers. During full-paper screening, all
remaining articles were reviewed by both CMB and EBD. The
authors were contacted when more information was required
toindicateinclusion or exclusion. Disagreementswere resolved
through discussions between CMB and EBD.

Full-text articleswere screened according to eligibility criteria.
Overall, 20.6% (26/126) of the relevant full-text articles were
independently screened by the authors GMJ and EN to check
for agreement. This systematic review used the PRISMA
(Preferred Reporting Items for Systematic Reviews and
Meta-Analyses) statement to ensure transparent and
comprehensive reporting [46].

JMIR Ment Health 2022 | vol. 9 | iss. 8 | €25716 | p.133
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

Babbage et al

Figure 1. Flowchart of studiesin line with PRISMA (Preferred Reporting Items for Systematic Reviews and Meta-Analyses) guidelines.

Identification

Screening

Records identified
through database
searching
(n=1015)

Records identified
through reference
searching
(n=135)

Additional records
identified through gray
literature
(n=3)

1

I

!

Records after duplicates removed

(n=942)

Titles screened
(n=942)

Abstracts screened
(n=304)

Full texts screened
(n=126)

Eligibility

Included

Studies included
(n=12)

Data Extraction and Management

Data extraction of papers meeting the inclusion criteria was
extracted into RevMan (version 5.3) by CMB. Data extracted
included sample characteristics (age range, total number, gender,
and inclusion criteria), trial retention (by noting the number of
participants retained based on those completing outcome
measures after the intervention and at follow-up and weighting
thisby sample size) and intervention retention (ie, the percentage
of participants who completed the intervention), study design,
intervention and comparison intervention details (aim, length,
number of sessions, components of intervention, professional
contact, and delivery method), outcomes measured, and when
these were measured; key findings (including means, SDs, Cls,
and P values) were taken from each study and placed into a
summary of findings table.
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Assessment of Risk of Bias

Therisk of biasfor each study was assessed by CMB using the
Cochrane Collaboration tool [47], which covers 6 domains of
biasincluding selection bias, performance bias, detection bias,
attrition bias, reporting bias, and other biases. Disagreements
were discussed with EN and GMJ and resolved by consensus.
Experimenter bias was assessed as a source of bias. This tool
was developed for RCT studies, but for this review, the tool
was also used in controlled pre-post studies, with adaptations
to the tool suggested in previous protocols [48]. CMB made
judgmentson therisk of bias, including a supporting quote from
thetext when possible, and if unknown, it should be stated. The
attribution of low risk means that the bias was unlikely to have
caused an effect on the findings, and high risk suggeststhat bias
may have had a significant effect on the findings. No
publications were excluded based on quality because a
meta-analysiswas not performed on the data. Studieswith high
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bias were given less weighting when applying the findings to
narrative synthesis.

Results

Study Selection

In total, 1153 studies were returned from the search, of which
63 (5.46%) were duplicates and were removed. Subsequently,
of 1153 studies, 942 (81.7%) were screened by title: 618 (53.6%)
wereexcluded based onftitle, 178 (15.44%) were excluded based
on abstract, and 114 (9.89%) were excluded based on screening
of full texts, leaving 12 (1.04%) papersincluded in the review.
The reason for exclusion at each stage was documented, and
the flow diagram is shown in Figure 1.

Study Characteristics

Table 1 summarizes the study designs for all studies. Inal, 10
studies were RCTs and 2 were controlled pre-post intervention
studies, al published between 2006 and 2020. The sample size
of young people with reduced well-being at baseline ranged
from 23 to 240 (mean 107). Studieswere categorized according
to the primary aim of the interventions, which included
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improving depression, depression and anxiety, and social
functioning. Half of the studies (6/12, 50%) aimed to improve
symptoms of depression in young people experiencing
depression and used 3 different interventions: SPARX [49-51],
The Journey [52], and MoodGYM [53,54]. Threeinterventions,
Mobiletype, Sressbusters, and Shamiri-Digital were aimed at
both anxiety and depression; Shamiri-Digital and Mabiletype
were explored in one study [55,56]. Mobiletype aimed to
improve levels of anxiety, depression, and stressin young people
showing elevated depression [56], and Shamiri-Digital was a
universal intervention aimed at improving anxiety and
depression [55]. Stressbusters aimed to improve anxiety and
depression in young people experiencing low mood and
depression, as assessed in 2 studies [57,58]. Thefina 2 studies
explored social functioning difficulties with an intervention on
blogging about social difficulties for a group of young people
scoring below average on peer relationships[59] and acognitive
bias modification training (CBMT) intervention for participants
scoring abovethe cutoff for social phobia[60]. The studieswere
conducted in Israel (n=1), New Zealand (n=3), Australia(n=2),
the Netherlands (n=2), Norway (n=1), Kenya (n=1), and the
United Kingdom (n=2).
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Table 1. Summary of included studies, including sample age, study design, outcomes and key findings, and average age calculated as mean weighted

by sample size.
Aimand authors, Sample Intervention components; Delivery Key findings
intervention control components method; de-
name sign
Partici- Inclusion criteria
pants
(males);
age range
(mean)
Depression

Merry et N=187 >300nCDRS-R? CBT®, psychoeducation, re-  PC; RCT® + SPARX group showed improvements on the
CDRS-R (Cohen d=—0.293; P=.08) and sig-

[50]; SPARX? 564)3 12-19 laxation skills, problem-

Fleming et a
[49]; SPARX

Poppel aars et
al [51];
SPARX

Stasiak et a
[52]; The
Journey

OKeamey et N=23/78
(23);15-16 D"

al [54];
MoodGYM

>30 on CDRS-R

>59 on RCADS

>30 on CDRS-R
or>76 onRADS

>16 on the CES-

solving, activity scheduling,
challenging and replacing
negative thinking, and social
skills (n=104); treatment as
usua (n=83)

CBT, psychoeducation, re-
laxation skills, problem-
solving, activity scheduling,
challenging and replacing
negative thinking, and social
skills (n=20); WL? (n=12)

CBT, psychoeducation, re-
laxation skills, problem-
solving, activity scheduling,
challenging and replacing
negative thinking, and social
skills, CBT program (n=50);
SPARX+CBT program
(n=56); MC (n=51)

CBT, linking thoughts and
actions to feelings, behav-
ioral activation, pleasant ac-
tivity scheduling, problem-
solving and conflict resolu-
tion, cognitive restructuring,
challenging unhelpful
thoughts, thought stopping,
relaxation techniques and,
relapse prevention (n=17);
ACK (n=17)

CBT, Information, relax-
ation, problem-solving, dys-
functional thoughts, nega-
tive thinking, assesses self-
esteem, cognitive restructur-
ing, assertiveness, and cop-
ing with relationships
(n=23); AC (n=24)

nificant improvements on MFQ® [61]
(P=.03), hopelessness (K-10; P=.04), and
anxiety (SCAS' 0.075); maintained at fol low-
up

SPARX would be recommended and felt it
had appeal

SPARX showed significant improvements
for depression (CDRS-R: F=18.11; P<.001,

RADS": F=4.13; P=.05)

SPARX may beeffectivein treating students
in special education services with minimal
symptoms of depression and anxiety for de-
pression

No differences found at follow-up

Significant reductionsin RADS across
groups with a medium effect to the 1-year
follow-up

No significant differences between groups
for SPARX (Cohen d=-0.283; P=.11), CBT,
or control

Significant improvement for The Journey
depression ratings (CDRS-R: Cohen
d=-0.532; P=.001) and problem-solving
(Adolescent Coping Scale-Short [62])
Nonsignificant reductions found in the
RADS for depression and quality of life
(Pediatric Quality of Life Enjoyment and
Satisfaction Questionnaire [63])

Suggests short-term efficacy and good adher-
ence

Secondary measures rarely met significance

Reduction of depression vulnerability after
treatment for participants at risk compared
with control group (CES-D: Cohen d=0.042;
P=.87 and The Revised Children’s Attribu-
tional Style Questionnaire)

Reductions maintained at follow-up com-
pared with before the intervention

Small sample size, so caution is noted
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Aimand authors, Sample Intervention components, Delivery Key findings
intervention control components method; de-
name sign
Partici- Inclusion criteria
pants
(males);
age range
(mean)
Lillevoll et  N=198/1337 >16onthe CES- CBT, Information, relax- Web; RCT Participants with elevated depression (CES-
[53]; (—);1520 D ation, problem-solving, dys- D) did not show increased self-esteem (Nor-
MoodGYM  (16.g)! functional thoughts, nega- wegian version of the General Self-Efficacy
tive thinking, assesses self- Scale [64]) or reduced risk of depression
esteem, cognitive restructur- (CES-D: P=.36)
ing, assertiveness, and cop- High attrition and adherence problems
ing with relationships;
MoodGY M without re-
minders (n=176);
MoodGY M with reminders
(n=176); MoodGY M with
tailored reminders (n=175);
WL (n=180)
Anxiety and depression
Reid et a N=118 Mild or severe Prompted to complete an Mobile; RCT Theintervention group showed amain effect
[56]; Mobile-  (32); 14-24 mental healthin-  entry on current activity; a of time on the Emotional Self-Awareness
type (18.1) dicated by agen- beep emitted from the phone Scale compared with attentional control. A
eral practitioner  at random intervalswith a significant effect of time was found at 6-
or >16 on The reminder beep 5 minutes week follow-up.
Kazdinhopeless- later; stress and mood 4 The sample asawhole showed adecreasein
ness scale for times aday; acohol, drug mood-related scores for the Depression
children [65]. use, sleep, diet, and exercise Anxiety Stress Scale [66], which may have
once aday (n=69); AC been because of 91% of the samplereceiving
(n=49) apathwaysto care before theinterventionin
their pretest medical review.
Wright et al N=91 (31); >20onthe MFQ Goal-setting, getting activat- PC; RCT Nonsignificant MFQ reduction scores for
[57]; Stress- 12-18 ed, emotional recognition, Stressbusters (Cohen d=-0.172; nonsignifi-
busters (15.9) noticing thoughts, thought cant), which plateaued after thefirst 4 ses-
challenging, problem-solv- sions
ing, improving socia skills, Nonsignificant increase in MFQ seenin the
and relapse prevention control group
(n=46); AC (n=45) No significant differences at the 4-month
follow-up (Beck Depression Inventory,
SCAS, or MFQ)
Smith et a N=112 >20onthe MFQ- Goal-setting, getting activat- PC; RCT Stressbusters showed significant decreasein
[58]; Stresss (—);12-16 C ed, emotional recognition, MFQ (Cohen d=0.097; P=.001) and Screen-
busters (—) noticing thoughts, thought ing for Child Anxiety Related Emotional
challenging, problem-solv- Disorders[67] for self-rated and parent-rated
ing, improving social skills, scores, compared with the control
(a:SSrSeI) avpilsl_e ?;Sgenml on Attainment was significantly improved for
Stressbusters
Osborn et a N=56/103; >10 onthe Pa Growth mindset, gratitude, PC; RCT A significant timexcondition effect was
[55]; Shamiri- N=49/103; tient Health and value or virtue affirma- found, suggesting greater reductionsin those
Digital 13-18(—) Questionnaire-8 tion (n=28; n=24); AC with depressive symptoms from baseline to
[68]; >10 on (n=28; n=25) follow-up (2 weeks) than thosein the control
Generalized Anx- group. A significant time effect was found
iety Disorder-7 for those with elevated anxiety; showed de-

Social functioning

clines, regardless of group

For both the elevated depression and anxiety
group, changes surpassed thereliable-change
index suggesting they met the standard for
clinically reliable change
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Aimand authors, Sample Intervention components, Delivery Key findings
intervention control components method; de-
name sign
Partici- Inclusion criteria
pants
(males);
age range
(mean)
Boniel-Nissm N=161 Scored lower on  Blogging about social diffi- Web; pre-post «  Blogging about social-emotional difficulties
and Barak (37);14-17 SD of index of culties in open response improved writer’'s social-emotional condition
[59]; Blogging (15.5) peer relationship;  blog; blogging about social (ratings by independent judges on the Judg-
interested in difficulties (closed respons- ment of social-emotional condition)
starting ablog es, n=27); blogging about «  Improvementsinthe Rosenberg Self-Esteem
social difficulties (open re- Scale [69] (Cohen d=0.211; P=.001), Inter-
sponses; n=26); blogging personal Activities Checklist, and Index of
about general subjects (open Peer Relationship [70] compared with other
responses; n=28); blogging blogging groups
about general subjects «  Social-emotional difficulty blogs open to
(closed responses, n=27); public responses had improved judge-rated
writing aprivate diary about outcomes
social difficulties (n=26); «  Findings remained stable at the 2-month
MC (n=27) follow-up
Sportel et al N=240 >10 RCADSso- Attentional biasmodifica-  Web; RCT «  CBMT showed greatest improvements (Sin-
[60]; CBMT® (66); 13-15 cial phobig; tiontasks, strengthening the gleTarget Implicit Association Test, Adoles-
(14.1) (girls)>9 (boys)  association between social- cent Interpretation and Belief Questionnaire)

evaluative situations and
positive outcomes, enhanc-
ing implicit self-esteem
(n=86); AC (n=84); MC
(n=70)

CBT and CBMT showed significant improve-
ments after the test for social RCADS (Co-
hen d=0.051; P=.001) and test anxiety
(Spielberger Test Anxiety Inventory [71]),
significantly stronger for the CBT group
Follow-up scores suggest effects remained
at 12 months, with Cognitive Bias M odifica-
tion showing lower negative associations
than other groups

8SPARX: Smart, Positive, Active, Realistic, X-factor thoughts [50].
BCDRS-R: The Children’s Depression Rating Scale-revised [72].
CCBT: cognitive behavioral therapy.

9RCT: randomized controlled trial.

EMFQ: Moods and Feelings Questionnaire [61].
fSCAS: Spence Children's Anxiety Scale[73].

OWL: wait-list.

"RADS: Reynolds Adolescent Depression Scale [74].

IRCADS: Revised Child Anxiety and Depression Scale[75].
IMc: monitoring control.
KaC: attentional control.
ISubgroup analysis. numbers are presented so that one can see how many of the same were included in the subgroup analysis.

MMissing data.

NCES-D: Centre for Epidemiological Studies Depression Scale [76].
OCBMT: cognitive bias modification training [60].

Descriptions of Interventions

In total, this review found papers on 8 different interventions
(SPARX, The Journey, MoodGYM, Mobiletype, Shamiri-Digital,
Sresshusters, blogging, and CBMT) delivered by mobile
phones, theinternet, and computers; see Table 1 for an overview
of theinterventionsand their components. Of the 3 interventions
that were freely available, 2 (67%) could be used worldwide
(blogging and Shamiri-Digital), and 1 (33%) was restricted to
those living in the country where it was developed (SPARX). A

https://mental .jmir.org/2022/8/€25716

RenderX

more detailed description of the content of the interventionsis
provided in Multimedia Appendix 4 [49,50,52-60]. One of the
interventions required an annual fee (not required by participants
in this study; MoodGYM), and 4 of the interventions were
available only through research institutes (Mobiletype,
Sresshusters, CBMT, and The Journey). Professional contact
during these self-help interventions was mostly classroom
supervision, whereas young people completed the task and site
visits to check safety concerns. The length of interventions
varied from 1 to 28 sessions, with the duration of sessions
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ranging between 3 and 60 minutes. All studies had afollow-up,
with the shortest being 4 weeks and the longest at 12 months.
All the studies had a control intervention, as shown in Table 1.

Outcome M easures

Outcome measures, both primary and associated, across
interventionswere highly heterogenous, with avariety of scales
used to assess clinical symptoms or psychological and social
well-being. The most commonly used outcome measures across
theincluded studiesreflected 2 mental health conditions: anxiety
and depression. The most commonly used scale wasthe Revised
Child Anxiety and Depression Scale, which wasincluded across
4 of the 6 studies aimed at improving depression [49-52]. A
total of 3 studies used the Mood and Feelings Questionnaire
[50,57,58], the Children's Depression Rating Scale-revised
[49,50,54], and Spence Children's Anxiety Scale [49,50,57],
and 2 studies used the Center for Epidemiological Studies
Depression Scale [53,54] across interventions aimed at
depression and anxiety and depression. Furthermore, outside
of measures of anxiety and depression, the Pediatric Quality of
Life Enjoyment and Satisfaction Questionnaire, a measure of
quality of life, was used by 3 interventions for improving
depression [49,50,52]. The Rosenberg Self-Esteem Scale, a
measure of self-esteem, was used in 3 separate studies for
interventions aimed at improving anxiety and depression and
socia functioning [53,54,59], and the Adolescent Coping
Scale-Short to rate coping was used in interventions for both
depression and anxiety interventions[52,56]. Intotal, therewere
36 different types of outcome measures, 28 of which were used
only by individual studies.

Owing to a few studies using the same or similar outcome
measures (ie, across al interventions, 3 studies had no
depression outcomes and those that did measure depression
used a variety of scales), 2 studies reporting on the same data
set, skewed data, and moderate to high levels of potential bias
acrossthe studies, it was decided that conducting ameta-analysis
would not reflect the data appropriately, and thus, a
meta-analysis was not undertaken.

Characteristics of Participants

In total there were 1460 participants, ranging from 11 to 24
years, with a mean average of 15.4 years (for a given average
age, weighted by sample size). On starting the intervention, a
clinical threshold on a questionnaire for anxiety or mood
disorder was used by nearly al the studies other than the study
by Boniel-Nissim and Barak [59], who used an index of peer
relationships, that is, awell-being measure rather than aclinical
measure. Subgroup analyses from 3 studies with school-based
populations showed elevated scores for depression symptoms
[53,54] and one with elevated anxiety and depression [55].

https://mental .jmir.org/2022/8/€25716

Babbage et al

Risk of Bias Within and Between Studies

Of the 7 standard quality criteria, 7 studies met 4 or more of the
7 criteria, deeming them to have moderate to low risk of bias
[50,52,53,55,56,59,60]. No studies met 6 or more standard
quality criteria. Of the remaining studies meeting less than half
of the criteria, 4 studies met 3 of the criteria[49,51,57,58], and
the study by O'Kearney et a [54] only met 1 of the criteria.
Most studies (10/12, 83%) applied adequate random sequence
alocation, which is expected to create comparable groups
through randomization that could be replicated. Fewer studies
(6/12, 50%) applied group allocation without any prior
knowledge of the participants, which increased therisk of groups
being selected for or against using an intervention. There was
a similarly high risk of performance bias, where participants
were not blind to the intervention (7/12, 58%). Less than half
of the studies used blinded outcome assessors (7/12, 58%),
leading to potentia detection bias. A total of 3 studies published
aprotocol that was available on the web before publishing their
papers; therefore, there was insufficient information to detect
reporting bias. Attrition biaswas of higher quality across studies,
with most studies reporting the flow of participants throughout
the process (10/12, 83%). In other biases the highest risk was
found, as amost al the studies displayed experimenter bias,
whereby the intervention devel oper was the author of the study
(12/12, 92%)).

Trial retention varied from avery high score of 100% to avery
low score of 10.4% (Table 2). Similar variations were seen in
intervention retention scores, from 100% of the sample reported
to have completed the full intervention to 0.04% completing all
modules of the intervention. Outlier analysisindicated that the
very low scores obtained in the study by Lillevoll et a [53]
were outliers in an outlier analysis based on postintervention
trial retention (95% CI 53-115). Not including the study by
Lillevall et al [53], across studies of atotal of 1256 participants,
1071 were retained giving an average trial retention of 85.2%.
At follow-up, for the studies who provided the information, the
range of retention varied from 57.9% to 100%. Of the 3
school-based populations using a universal intervention, with
pooled subgroup analysis, 2 (67%) showed trial and intervention
retention rates at the lower end of the scale [53,54], whereas 1
(33%) showed the highest trial retention, retaining all young
people who had elevated depression throughout the follow-up
[55]. The CBMT also showed low levels of intervention
retention [60]. One study did not provide sufficient details to
calculate intervention retention [59]. Looking at trial retention
compared with intervention retention within trials, the rates had
an average difference of 12.4 %.
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Table2. A table of the numbersand percentages of participants enrolled in the studies at baseline, poststudy, and follow-up to display rates of retention,
in descending order, with an amount of professional contact. Percentagesfor partici pants retained were cal cul ated by taking the total number of participants
at baseline and dividing it by the participants at poststudy or follow-up. These scores were used to calculate the overall mean and median percentages.

Author Professional contact Participantsat  Tria retention, n (%) Intervention reten-
baseline, n tion (%)
After theintervention Follow-up

Osborn et a [55)2 Shamiri-digital was completedin classrooms 56 56 (100) 56 (100) 100
over 1 session, where teachers supervised.

Fleming et al [49] During classtime under minimal supervision 32 31 (96.8) 25(78.1) 69
from school staff. Weekly check-ins from
researcher for safety checks and practical
support.

Poppelaarset a [51] Completed at home. 208 201 (96.6) 159 (76.5) 93 (self-report)

Merry et a [50] Safety checksat al time pointsplusan addi- 187 170 (90.9) 168 (89.8) 60
tional check at 1 month.

Smith et al [58] Study information given by aclinical psychol- 112 100 (89.2) 99 (88.4) 86
ogist before enrollment. Stressbusters com-
pleted at school in an assigned room.

Stasiak et a [52] School counselorsinstructed to give practical 34 30(88.2) 25 (73.5) 82
support. Therapeutic support provided only
if requested from young people. Completed
in the counselor’s office.

Sportel et a [60] Weekly emailswith linksto complete cogni- 240 200 (83) 139 (57.9) 42
tive bias modification training and areminder
if not completed.

Boniel-Nissim and Email checks conducted for diary entries. 161 124 (78) _b —

Barak [59]

Reid et al [56] High-risk aert activated by psychologistif a 112 87 (77.6) 86 (76.7) 52.9
young person indicated suicide or self-harm;
young person’s community team informed.

O'Kearney et a [54]2 Completed at school during tutor period un- 23 17 (73.9) 18(72) 40 (half or more
der teacher supervision. Researchers attended modules)
the first session to check successful log-in.

Wright et a [57] Practical support to accessing Stressbusters 91 55 (60.4) No follow-up 70
from researchers. data

Lillevoll et al [53]2 ~ Automated email reminders of level of 198 19 (10.4) Nofollow-up  0.04

MoodGY M use (tailored email group not in-
cluded).

data

8studies using subgroup analysis data only and not the original sample number.

bDatanot available.

Self-help Interventions for Depression or Depressive
Symptoms

Of the 3 interventions for depression, SPARX and The Journey
weredelivered by an offline computer program, and MoodGYM
was accessed through theinternet. All theinterventions consisted
of key components of CBT, which included cognitive
restructuring, problem-solving, relaxation training, social and
communication training, and practice. Other components
involved in theinterventionsincluded psychoeducation (SPARX
and MoodGYM) or explicit homework tasksto reflect on learned
skills and apply them to real life (SPARX).

Self-helpinterventions aimed at depressive symptomsfor young
people showing that symptoms of depression were effective
when using fantasy-world games: The Journey and SPARX
[49-52]. These programs were found to reduce depression after

https://mental .jmir.org/2022/8/€25716

the intervention, and improvements were maintained at the
3-month [50] and 1-year follow-up [51]. Furthermore, of these
4 studies, at least 88% of their participants completed
postintervention outcome measures and 73% completed
follow-up.

Other self-help intervention studies aimed at reducing depressive
symptoms have used MoodGYM, a traditional linear-style
approach of computerized CBT [53,54]. O’ Kearney et a [54]
found risk and vulnerability reduction for depression after the
intervention and at follow-up. These findings were not supported
by the study by Lillevoll et al [53], whose sample had high
attrition rates of nearly 70% and reported no significant changes,
likely because of loss of power. Although the study by
O'Kearney et al [54] did show trends toward improvement in
depressive symptoms, both studies had small final sample sizes
and showed a high risk of bias.
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Sdf-help Interventions for Depression and Anxiety

Three interventions were found for anxiety and depression:
Mobiletype[56], Shamiri-Digital [55], and Sressbusters[57,58].
Mobiletype is delivered through a mobile phone using an app
that self-monitorsto indicateto general practitioners and patients
whether there is a need for greater intervention. The results
suggest that the use of self-monitoring for young people with
depression and anxiety symptoms improves emotional
self-awareness. These results are promising given that the
control intervention was an attentional control similar to the
intervention, and the study scored highly for alow risk of bias.
Furthermore, retention rates in the trial were good considering
that this intervention was relatively demanding, requiring
participants to make entries 5 times a day over 2 to 4 weeks,
with results being maintained at the 6-week follow-up.

Shamiri-Digital is delivered through a web browser via a PC
and includes a single component which aims to be brief and
requires minimal training to deliver. The intervention involves
components related to well-being rather than clinical
components, such as growth mindset, gratitude, and value
affirmations. Theresultsare promising asthe attentional control
mirrored the structure and was similar to the Shamiri
intervention but focused on note-taking and effective study. In
addition, retention in the trial was very successful, as all
participants completed the trial and a 2-week follow-up. This
study showed a fairly low risk of bias, with a high risk only
seen in selective reporting and the use of intervention devel opers
evaluating the program.

Sresshustersisa CBT-based offline computer intervention that
usesatraditional linear-style approach to teach how to recognize
and challenge emotions and thoughts. A total of 2 studies
showed a reduction in scores for anxiety and depression after
the intervention and at the 4- and 6-month foll ow-up; however,
in the study by Wright et al [57], this was not significant
compared with the control group, who also showed
improvement. Furthermore, there was nearly a 30% difference
between the rates of attrition for both studies with the study by
Wright et a [57] having 60.4% remaining in their sample at
follow-up, compared with 89.2% for the study by Smith et a
[58]. Finally, both studies scored poorly with ahigh or unknown
risk of bias across the 4 criteria for each study, in particular,
relating to allocation concealment, blinding of participants and
researchers, and alack of independent researchers conducting
the research.

Social Functioning

Boniel-Nissim and Barak [59] found improved outcomeswhen
blogging about socia difficulties and greater improvements
when the blog was open to peers to respond to measures of
social-emotional distress and socia behavior. These findings
were retained at the follow-up and showed a low risk of bias.
The study by Sportel et a [60] used CBMT to modify the
negative interpretations of people with social anxiety. This
intervention reduced the negative associations for up to 12
months after the intervention. Although the CBT control group
showed greater improvementsthan the CBMT group, the CBMT
group showed greater improvements compared with the no
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intervention control group. A low risk of bias was aso
associated with this intervention.

WEell-being Outcomes Not Related to the I nitial Aim
of the Intervention

Across studies, the reported effects were not always limited to
those associated with the main aim of the intervention. Of the
2 studies exploring SPARX for depression, one study found
improvementsin scalesfor hopel essness and anxiety, alongside
improvementsin depression scal es[50]. The Journey succeeded
in improving depression scores while aso showing
improvements in problem-solving skills for coping [52]. As
anticipated, one of the MoodGYM studies showed patterns
toward improvements in depression and vulnerability to
depression but also found improved self-esteem and attitudes
toward depression, although none of these reached significance
[54], and this was not matched by the other MoodGYM study
[53]. In Mobiletype users, although a significant increase in
depression and anxiety was not found, a general trend toward
improvement was hoted, and a significant increase in emotional
self-awareness compared with control groups was shown [53].
In the study by Smith et al [58] on Stressbusters, a significant
increase in school attendance was also seen alongside
improvementsin anxiety and depression scores. Blogging about
social difficultiesimproved outcomesin social dimensionssuch
as social-emotional distress and engagement in social behaviors
and self-esteem [59]. The CBMT group showed improvements
inimplicit associations and socia interpretations over the other
groups. Both the CBMT and CBT groups showed reductions
in social phobiaand test anxiety [60].

Discussion

Summary of Evidence

Thisreview examined the effectiveness of self-helpinterventions
aimed at improving psychological well-being in young people
with low psychological well-being, identified through
self-selection of perceived poor well-being, clinical diagnosis
of anxiety or mood disorders, or meeting athreshold suggestive
of mental health symptoms. A total of 12 studies met the search
criteria, 10 (83%) of which were RCTs and 2 (17%) were
controlled pre-post studies. Most interventions [49-52,56-58]
were aimed at young people who showed elevated symptoms
indicative of depressive or mood disorders on asymptom rating
scale, including interventions aimed at both anxiety and
depression. One study focused on those displaying elevated
symptoms of anxiety using anxiety symptom rating scales[60],
and the other included young people who scored bel ow average
within the sample on a social functioning scale [59]. This was
the only study to use a measure of well-being which was not
also a clinical measure, that is, depression or anxiety. A total
of 3 studies were universal interventions for school-based
populations, with subgroup analysis of young people showing
elevated depression [53,54] and anxiety and depression [55].
No studies included young people who had self-perceived
reduced well-being or adiagnosis of amental health condition
asinclusion criteria. Overall, the narrative evaluation indicated
that predominately or entirely self-administered self-help
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interventions improved psychological well-being in the areas
intended for intervention.

The results also highlighted that such interventions can lead to
improvements in other areas associated with psychological
well-being, such as self-esteem, emotional self-awareness, and
problem-solving skills, which had not been the primary outcome
of the intervention. The studies indicated reasonable levels of
trial retention, with over three-fourths of participants being
retained after the intervention for 9 of the 12 studies and at
follow-up for half of the studies. Furthermore, the intervention
retention levels were promising, as they suggested that young
people completed over half of the intervention. Although the
relationship between trial retention (ie, completing all outcome
measures of atrial) and intervention retention (ie, completing
all intervention modules) is not the same, the results seem to
support the notion that intervention and trial retention follow a
similar relationship in terms of indicating the level of young
people's engagement [77].

Most of the included studies provided sufficient details to
calculate trial (12/12, 100%) and intervention retention rates
(11/12, 92%). Often, these data were not readily available, and
sometimesthiswas not availableat al for follow-up data (11/12,
92%), even though participant flowcharts are recommended for
transparent reporting of RCTs[78]. For example, a participant
may be regarded as a “completer,” because they completed all
the questionnaires in the study, but this does not ascertain
whether they completed all the modules or active time spent in
the intervention. Trial settings are believed to consist of push
factors that influence attrition rates, with more open or
pragmatic trialstending to have greater dropout [77]. A sample
in the study by Lillevoll et a [53] showed notably reduced
adherence compared with other studies, possibly as a result of
running a trial in a more naturalistic setting. Therefore, it is
highly recommended that future interventions, studies, and
systematic reviews provide detail s on both intervention and trial
retention. Nonethel ess, the findings presented here suggest that
young people engage well in self-help intervention trials.

The greatest promise for self-help digital interventions seemed
to be CBT-based fantasy-style games (eg, SPARX and The
Journey) for reducing symptoms of depression, which
demonstrated good trial retention and follow-up rates, whereas
traditional linear-style interventions showed greater variation
in improvement (eg, MoodGYM). Interventions used by young
people with anxiety and depressive symptomatology showed
general improvements in well-being, with mood monitoring
(Mobiletype) leading to the maintenance of increased emotional
self-awareness at follow-up. This was similar for linear-style
interventions with one of the Stresshusters studies and the
Shamiri-Digital trial, reaching significance for reductions in
depressive symptoms. Finally, interventionsaimed at improving
social functioning were effective after the intervention and
remained significantly so at follow-up for the blogging group.
Some of the seemingly less complex interventions
(Shamiri-Digital and blogging) are freely available and open
source, which could present interventions that are truly
accessible to young people, raising an important point about
the need for available and effective interventions. Previous
reviews have suggested that the use of guidance within self-help
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interventions improves the magnitude of the effect [16,79], but
these findings suggest that stand-al oneinterventions can support
young people with elevated symptoms or socia functioning
difficulties without the need for therapist assistance.
Self-administered therapies have major advantages to guided
self-help because of their scalability, although not necessitating
further demandsfrom already overburdened services, including
cost, location, and trained professionals [80,81].

A meta-analysis of the studies included in this report was not
deemed appropriate because of alack of high-quality studies,
as nearly half of the papers met less than half of the quality
criteriarequired to protect against biases. Notably, 92% (11/12)
of studies demonstrated experimenter bias, and only 8% (1/12)
of studies were identified as having a low risk of bias for
selective reporting. Conducting a meta-analysis with biased
data can lead to misleading conclusions [82]. For example,
inappropriate concealment of participant allocation or selection
bias, as found in more than half of the studies included in this
review, can lead to 30% overestimation of the treatment effect
[83]. Although thereisaneed for more high-quality assessments
of self-help interventions, the time frame around running an
empirical study against the delivery time of commercial
interventions makes this difficult. As of March 2021, there are
53,979 and 53,054 medical health apps available in the Apple
App Store and Google Play, respectively, which have shown
increases of 4.86% and 6.51%, respectively, since the last
quarter of 2020 [84,85]. In light of the long time it takes to
complete and publish RCTs, it is unrealistic for researchersto
complete controlled assessments of interventions with the
unprecedented rate of growth of apps and digital technology
development [34,86]. Conseguently, the use of RCTs to assess
research has been questioned, with iterative approaches to
devel opment proposing that RCTs should be used only to assess
the overall functionality of an intervention or its theoretical
basis rather than for minor intervention modifications [86,87].
For these reasons, this review recommends conducting higher
quality controlled before and after studies that do not overlook
thebiascriteria. This suggestion also meetsthe National Institute
for Health and Care Excellence best practice standards for
self-management of DHIs, requiring high-quality studies with
acomparison group [88]. One crucial method toimprove quality
cals for researchers outside the developing group of
interventions to carry out controlled trials to minimize
experimenter bias. Furthermore, the inclusion of non-RCT
studies in future systematic reviews will enable the evaluation
of the most recent interventions to provide a comprehensive
overview of whether self-help interventions can effectively
support young people with mental disorders.

Despite abroad literature search, most trials were interested in
young people with clinical symptoms rather than reduced
psychological well-being, which was also mirrored in the
outcomes of the trials. This highlights the lack of recognition
of the importance of well-being in achieving positive mental
health outcomes. In contrast, self-hel p interventionswerefairly
narrowly aimed at young people with mood, anxiety, or social
difficulties, and none were found for other underexplored
disorders such as neurodevel opmental, obsessive-compulsive,
sleep, eating, and anger conditions. Those living with such
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conditions would likely benefit from self-help interventions to
support well-being difficulties related to the clinical
symptomology of their diagnosis or because of living with their
condition [4]. As mentioned earlier, thisreview callsfor higher
quality-controlled studies on self-help interventions with
populations of young people with such disorders and includes
measures of psychological well-being in the sample criteriaand
outcome measures. Nevertheless, considering the findings of
Bennett et a [16], parent-involved self-help interventions may
be more useful than predominantly self-administered
interventions; the inclusion of parental involvement alongside
self-help interventions may overcome some of the
aforementioned barriers to interventions while retaining young
person engagement, compliance, and increasi ng the effectiveness
of the intervention. This is in line with evidence that
parent-involved multimediaand bibliotherapy interventionsare
as beneficial for behavioral disorders as therapist-led
interventionsin the long term [89] and that parent involvement
within CBT interventions is effective for adolescent anxiety
disorders [90]. This area of research warrants further
investigation as the digital delivery of parent training could
facilitate access to these interventions.

Limitations

Thisreview had several limitations. A small number of studies
matched theinclusion criteria, and only 1 intervention wastested
with those experiencing reduced psychological well-being
outside of clinically diagnosed illnesses (ie, anxiety and
depression). This could be because of the specific focus on
psychological and social well-being, not including outcome
measures related to the cognitive, economic, and physical
domains of well-being [42]. Although the authors recognize
that these domainsrel ate to and areimportant aspects of ayoung
person’swell-being, psychological and socia functioning were
felt to be the most impaired when living with perceived reduced
well-being or a diagnosed mental health condition, and
identifying interventions aimed at improving these aspects was
apriority. By including other aspects of well-being, it ispossible
that more interventions would have been found. Asthisreview
only considered common childhood disorders, conditions such
as psychosis were not included, although it is recognized that
children with uncommon conditions would also experience
reduced well-being. Therefore, these results cannot be
generalized to less common disorders that were not included in
this review. The included studies were mainly developed by
and runin societies with a Western cultural influence, meaning
that few of the findings can be generalized to other cultures.

Babbage et al

Finally, data were missing from certain studies which affected
study inclusion, conclusions that could be drawn for retention,
and the ability to conduct ameta-analysis. Although the authors
were contacted to request information related to the eligibility
criteria, alack of response meant that they could not beincluded.
Alongside narrowing the search to English studies on the web
and including quantitative studies only, this may have reduced
the pool of the data set.

Conclusions

Thefindings of thisreview support the utility of digital self-help
interventions for young people with elevated symptoms of
depression and anxiety. Only 2 interventions were identified
for young people experiencing social functioning difficulties;
therefore, it is not possible to generalize the findings to
understand whether self-help interventionsimprove well-being
in those experiencing reduced well-being. Interventions were
found to be effective and had reasonable levels of retention,
suggesting that they were acceptable for youth populations. The
greatest promise seemsto lie in fantasy-style interventions for
young people who experience symptoms of depression.
Nonetheless, traditiona linear-style interventions were till
beneficial to users with depression and anxiety symptoms and
sociad  dysfunction. The collective advantages of
self-administered self-help interventions included low costs,
ease of access, and reduced need for trained professionals, but
simple interventions were deemed to be an especially feasible
option in helping overcome barriers to accessing mental health
care for youth populations, as some of these were aso readily
available to access. Greater efforts are warranted to improve
the quality of studies, and greater consensus is required on the
use of outcome measuresin relation to retention and adherence,
aswell as different aspects of well-being, to help determine the
impact of these interventions on broader well-being and in
real-world settings. Specifically, further research in this area
should focus on improving the quality of studies within the
research of predominantly or entirely self-administered digital
interventions for young people who show elevated
symptomatology of mental health problems and reduced
psychological well-being, and have mental, behavioral, and
neurodevelopmental disorders. With the improved quality of
studies, a meta-analysis could be performed which would
provide more preciseindicators of the effectiveness of self-help
interventions. Research should aso explore the use of
aternatives to RCTsin the assessment of digital interventions
to help close the gap between the progression of technology
and the dissemination of empirical studies.
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Abstract

Background: Voluntary self-exclusion from gambling is a common harm reduction option for individuals with gambling
problems. Multi-operator, nationwide self-exclusion services arerare, and asystem introduced in the highly web-based gambling
market of Sweden is a rare and recent example. However, where web-based casino gambling and web-based betting are the
predominate gambling typesin those seeking treatment, the risk of breaching one’s own self-exclusion through overseas web-based
operators may also be high.

Objective: This study aims to assess the prevalence of a nationwide Spelpaus (“gambling break”) self-exclusion and the
preval ence of gambling despite self-exclusion in patients seeking treatment for gambling disorder in 2021.

Methods: Health care documentation of recent treatment seekers (January 1 through September 1, 2021, N=85) in a Swedish
treatment facility was reviewed for data regarding problematic gambling types reported, history of self-exclusion, and history of
breaching of that self-exclusion.

Results: Common problem gambling types were web-based casino gambling (49/74, 66%) and sports betting (19/74, 26%).
Themajority who participated in this study (62/85, 73%) were men. All women reported web-based casino gambling. Self-exclusion
through Spel paus was common (60/74, 81%). Among self-excluders, gambling despite sel f-exclusion was common (41/60, 68%),
most commonly on unlicensed gambling websites.

Conclusions: The nationwide, multi-operator self-exclusion service of Sweden appears to reach many patients with a gambling
disorder. However, the remaining gambling options in an web-based gambling setting present a major challenge despite
self-exclusion. The recent data callsfor further treatment efforts and potential improvementsin services aiming to help voluntary
self-excluders abstain from gambling.

(JMIR Ment Health 2022;9(8):€37837) doi:10.2196/37837

KEYWORDS

web-based gambling; gambling disorder; behavioral addiction; self-exclusion; addiction; gambling; prevalence; harm reduction;
abstain; problem gambling

: social and financia situation [1]. One of the interventions
Introduction available in the management of problem gambling is the
Gambling disorder is an addictive condition known to have [Ndividua’sown possibility to self-exclude from gambling, that

major deteriorating effects on individuals mental health and 1S t0 limit on€’s own access to aweb-based gambling site or a
physical gambling venue, to prevent one's own relapse into
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gambling. This is a method available in many land-based or
web-based gambling settings [2,3] and may serve as a viable
option for gamblers who perceive severe problems and who
may or may not seek formal treatment and for whom treatment
seeking may often be too limited [4].

In Sweden, a previously unreported type of self-exclusion
service, Fpelpaus, meaning “gambling break” in direct
tranglation, was introduced in the gambling legislation from
January 2019, allowing gamblers to self-exclude from all
licensed gambling operators operating either viathe internet or
physically in Sweden, including alarge number of operatorsin
web-based and land-based casinos, sports and horse racing
betting, web-based card games, web-based lotteries, and
web-based bingos. The self-exclusion period can be chosen to
be either 1 month, 3 months, 6 months, or ayear, and athough
each period is discontinued automatically, one can enter the
system at any time to prolong it. Spelpaus is accessed at a
specific website [5] belonging to the Swedish Gambling
Authority, which is a national government authority, and the
provision of this service is therefore independent of the
individual gambling operators. Hitherto, it has been reported
that a majority of problem gamblers likely have not
self-excluded, although a substantial number of them do, and
asubstantial number of individualswithout gambling problems
also may choose to self-exclude in this system [6]. Spelpausis
promoted by gambling operators through radio, television,
newspapers, and advertisements on the internet, as well as by
preventive and therapeutic institutions. As the service is
frequently mentioned in advertisement breaksin popular media,
it may have relatively good potentia to be heard of by both
gamblers and nongamblers in the popul ation.

Any system based on voluntary self-exclusion from gambling
is associated with a certain risk of breaching the exclusion, as
part of an addictive gambling pattern with lowered self-control.
However, the risk of breaching the self-exclusion is very little
described for web-based gambling services. Also, such dataare
virtualy unavailable for the present type of nationwide
self-exclusion servicesthat involve alarge number of gambling
types and operators. In a population survey in Sweden, among
online gamblers responding to a web-based survey, 38% of
those who had ever self-excluded via this Swedish national
self-exclusion service had gambled at some point during the
exclusion period [7]. Likewise, recent data have shown that in
apolicy-based measure excluding gamblersfrom each gambling
operator after reaching a maximum loss limit at that operator,
it was common for gamblers with moderate risk or problem
gamblersto gamble on other operators; thisindicatesarisk that
individual swith intense gambling patterns may migrate to other
operators in case of responsible gambling measures putting a
limit to their gambling [8]. Thus, given this type of possible
migration between operators, it can be suspected that even
patients with gambling disorder who choose voluntary
self-exclusion may be at risk of switching to other operators
thereafter.

Sweden has a highly web-based gambling market, with
web-based casino gambling and sports betting representing the
vast majority of patients seeking treatment [9] and the vast
majority of commercial advertisements seen on television[10].
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Onemajor task of policy making inthe area has been to exclude
unlicensed overseas gambling operators from the market to keep
Swedish gambling within the legal operators, which are likely
to follow government regulationsincluding self-exclusion [11].
After the introduction of the Spelpaus self-exclusion service, a
policy debate has addressed the risk of breaching this
self-exclusion [7], typically because of the risk of migrating to
overseas gambling services, and thereby, limiting the efficiency
of self-exclusion. Based on this debate, it isimportant for policy
making in the field to assess whether it is common for patients
with gambling disorder to self-exclude from gambling, and
whether it is common for them to gamble despite this
self-exclusion. For thisreason, this subanalysis was carried out
as a substudy from alarger retrospective chart review study in
a gambling disorder treatment unit. This substudy aimed to
evaluate the prevalence of Spelpaus self-exclusion and the
preval ence of Spel paus breaching in treatment-seeking patients
with gambling disorder.

Methods

Study Participants

This study is a substudy of a larger systematic, retrospective
hospital chart study. The treatment episodes included are from
the regional gambling disorder unit of Region Skane, where
both authors are employed, within the public heath care
services. This facility has a responsibility for the assessment
and treatment of gambling disorder in thewhole county of Skane
in southern Sweden, a county with around 1.4 million
inhabitants. Other treatment providersin the county includethe
socia servicesof local municipdities, which may offer different
typesof interventionsfor treatment-seeking clientswith problem
gambling, as well as the voluntary, nongovernmental peer
support provided by local patient organizations. The Region
Skane health care unit is specialized in gambling and assesses
treatment-seeking adults aged 18 years or older with gambling
problems, typically on a diagnostic level corresponding to the
World Health Organi zation diagnostic code of gambling disorder
(F63.0 [12]). This treatment facility has been previously
described in publications discussing the gambling types and
comorbidity in patients with gambling disorder [9] and lack of
evident changes in treatment seeking at the facility after the
onset of the COVID-19 pandemic [13]. Predominate gambling
types at the facility are web-based casino gambling, which is
also the gambling type most commonly seen in televised
gambling advertising in Sweden [10], and sports betting. The
majority of patients (80%) are men, and 58% are diagnosed
with another psychiatric comorbidity in paralel with the
gambling disorder [9]. The facility opened in December 2015
and hastherefore been operating both before and after theformal
introduction of gambling into the treatment responsibilities of
Swedish health care and socia service ingtitutions in January
2018.

Study Procedures

Thisis a substudy originating from a larger one that aimed to
study characteristics and changes in patients seeking treatment
at thefacility before and after the introduction of gambling into
the Swedish addiction treatment legislation, before and after
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the outbreak of COVID-19, and before and after theintroduction
of specific gambling legidations by the Swedish government
dueto COVID-19. The COVID-19—elated aspect of this study
was the suspi cion during the COV1D-19 pandemic that societal
changes during the pandemic may be associated with increased
gambling patterns, at least in individuals with gambling
problems [14]. Given the specific picture of the data collected
from the most recent year (2021) and given the political and
media attention to the role of the Spel paus self-exclusion service
in current trends in web-based gambling, a specific subanalysis
was carried out, involving only the treatment episodes from
January 1 through September 1, 2021.

Thissubanalysisincludesall patientswho applied for treatment
and received an appointment at the unit from January 1 through
September 1, 2021, that is, during a period when both authors
were employed by and actively working at the facility as the
medically responsible physician (AH) and as one of the
therapists (GA). The second author of the paper (GA) reviewed
each record of health care documentation from thefacility. Data
extracted for this descriptive analysis include gender, type of
problematic gambling reported, whether the patient had reported
national Spelpaus self-exclusion upon treatment seeking, and
whether the patient reported gambling (and the type of modality)
despite this self-exclusion.

Ethics Approval

The overall study was approved by the Swedish Ethics Review
Authority (file number 2021-03636) on August 11, 2021. Also,
the specific subanalysis included in this paper along with its
specific aim was approved in an amendment to the same
authority (file number 2022-00911-02) on February 22, 2022.
Inlinewith the ethics approval, no information or consent from
patients was required in this retrospective chart review study.

Statistical M ethods

Results are reported as descriptive frequencies, including
absolute numbers and percentages, and gambling despite using
Foelpaus was compared between women and men, using the
Fisher exact test with significance defined as P<.05.

Results

A total of 85 individuals were included in the study. Among
them, 62 (73%) were men and 23 (27%) were women. A total
of 7 patients (2 men and 5 women) did not start the formal
treatment. Full data were not found in the chart review in 4
cases (4 men). Further data were available for 74 individuals,
that is, 56 (76%) men and 18 (24%) women.

Problematic gambling types reported were web-based casino
gambling (49/74, 66%), sports betting (19/74, 26%), and other
land-based gambling (1/74, 1%); the gambling typewas missing
in 5 cases (7%). Web-based casino gambling was reported by
100% of women (18/18) and 55% of men (31/56), whereas
sports betting was reported by 34% (19/56) of men and none
of the women.

In total, 81% (60/74) had self-excluded through Spelpaus, 4%
(3/74) had not, and data were unavailable from the chart text in
15% (11/74) of the cases. All 3 individuals who did not report
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self-exclusion were men. Out of those having self-excluded,
68% (41/60) reported having gambled despite using Spel paus,
that is, 63% of men (27/43) and 82% of women (14/17), without
any significant gender difference (P=.22). Among clients
reporting gambling despite using Spelpaus, this was reported
to occur on unlicensed gambling websites in 68% of the cases
(28/41), and gambling with somebody else’'s identity or
unlicensed gambling in land-based venues in 22% of the cases
(9/41); theinformation was missing for 10% (4/41) of the cases.

Discussion

This substudy aimed to provide an up-to-date observation
regarding the dissemination and feasibility of aharm reduction
service (Spelpaus) in use since 2019 in the Swedish gambling
market. Thisunique, nationwide, multi-operator self-exclusion
service, operating in a highly web-based gambling market, has
theoretically faced with a substantial challenge from the
hypothetical competition with overseas web-based operators
that are not included in this self-exclusion service. Thisanalysis
demonstrates that among patients seeking help for gambling
disorder in recent months, adherence to the self-exclusion
service is very common; but among those who self-excluded,
as many as 68% had gambled despite self-exclusion. Thus,
given the fact that these patients are actively seeking treatment
for a severe gambling problem, it must be assumed that their
gambling problem was associated with the gambling activity
that breached the self-exclusion.

Therefore, this subanalysis, from alarger clinical study, can be
seen as an alert for improved measures against gambling in
people with gambling problems who seek measures to control
their gambling patterns. It can be concluded that in the present
setting, where web-based gambling is highly predominant
among patients with gambling disorder [9], this self-exclusion
service is insufficient for these patients to cope with their
addictive behavior. Structured treatment of the condition is
therefore required over and above this self-exclusion service,
but al so, policy makers may need to consider technical or legal
possibilitiesto expand the self-exclusion possibility beyond the
present setting to gambling markets that are web-based and
cannot be expected to respect geographical borders.

A nationwide, multi-operator self-exclusion system appears to
attract peoplewith severe gambling problems, asaclear majority
of treatment seekers in this study reported having enrolled in
this system. This can be seen as a major merit of this
self-exclusion system, such that it reaches the individuals for
whom it is intended. It goes beyond this study, which was
carried out in aclinical setting, to analyze whether the service
also successfully reaches individuals with subdiagnostic but
significant gambling problems, asthey also must be considered
as atarget group of this harm reduction service.

Our study clearly indicates a major challenge of this type of
self-exclusion service in a setting where web-based gambling
is common, as individuals with gambling disorders may be
attracted to overseas gambling operators, which are unlicensed
in Sweden, and therefore, beyond the jurisdiction of itsgambling
regulations. Policy makers should address further technical and
judiciary possibilities of promoting self-exclusion from other
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gambling operators and not only those operating within the
country’sgeographical setting. Additionally, treatment providers
and preventive institutions should address the fact that
self-exclusion from gambling is an insufficient measure for
individuals with gambling disorders, who also may need
structured treatment for their addictive behavior.

In addition to the findings regarding the self-exclusion service,
it must be noted that a clear majority of the patients seeking
treatment during these 8 months had a problematic gambling
pattern associated with web-based casinos. In particular, this
wasthe only problematic gambling type reported by the women
in the study, pointing to the potential risk of more female
gamblers being recruited to problem gambling due to this
modern gambling type. It confirmsthe previously demonstrated
addiction potential of web-based casino gambling, asthisisthe
most common gambling type in patients seeking treatment in
this study and previous clinical studies [9]; however, this type
of gambling isin fact used by avery small minority of gamblers
in the general population [15].

This study, atimely subanalysisfrom alarger project, aimed to
inform stakeholders in the area about an ongoing situationin a
gambling market where several different measures of responsible
gambling and preventive strategies have been tested. The study
results also suggest the need for further, more in-depth studies
about how gambling self-exclusion is perceived by users and
whether the choice to self-exclude, in gamblers who breach
their self-exclusion, may still be beneficial or have negative

Hékansson & Akesson

effects. Such further research may partly require qualitative
studies to describe in more detail the considerations made by
gamblersin relation to self-exclusion. Also, the use of abjective
gambling data or financial |oan datain those who self-exclude,
in relation to their exclusion date and in relation to their
breaching, may highlight more closely the potential effects of
the self-exclusion system. However, in contrast to its timely
findings, this study clearly has some limitations. The study was
conducted in asingle treatment facility and only for aperiod of
8 months, which means that the study sampleislimited in size.
This clearly limits the potential for statistical calculations and
the generalizability of findings to other settings. In addition,
the number of study variables derived from a retrospective
analysis of medical records, intended not primarily for research
but for routine treatment purposes, is limited.

In conclusion, this brief report confirms the fact that patients
with gambling disorder are successfully reached by therelatively
unique Swedish nationwide self-exclusion service, but it also
clearly demonstrates the current challenge of self-exclusionin
a modern, highly digitalized gambling market. Therefore,
although the study supportsthe self-exclusion service used here,
it also concludesthat formal treatment, further preventive work,
and more advanced servicesfor self-exclusion from unlicensed
gambling operators areimportant. In addition, the overwhelming
majority of web-based casino gamblers in a single treatment
facility also confirmsthe previously reported addiction potential
of this gambling type.
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Abstract

Background: COVID-19 and its public health response are having a profound effect on people's mental health. To provide
support during these times, Canada's largest mental health and addiction teaching hospital (Centre for Addiction and Mental
Health [CAMH]) launched the Mental Health and COVID-19 Pandemic website on March 18, 2020. This website was designed
to be a nonstigmatizing psychoeducational resource for people experiencing mild to moderate distress due to COVID-19 and the
public health response to the pandemic.

Objective:  The aim of this study was to examine the reach, usability, and user perceptions of the CAMH Mental Health and
COVID-19 Pandemic website.

Methods: This study used a mixed methods sequential explanatory design approach, which consisted of the following 2 distinct
phases: (1) quantitative data collection and analysis and (2) qualitative semistructured interviews. In phase 1, we analyzed Google
Analytics datato understand how many people visited the website and which were the most visited pages. We conducted a survey
to identify users’ sociodemographic backgrounds, and assess the usability of the website using the System Usability Scale and
users’ subjective stress levels using the Perceived Stress Scale (PSS-10). For phase 2, we conducted semistructured interviews
to explore user experiences; user motivation, engagement, satisfaction, and perception of the stress reduction strategies; reflections
of the website's functionality, ease of use, navigation, and design; and recommendations for improvement.

Results: Google Analytics results showed 146,978 unique users from June 2020 to March 2021. Most users were from Canada
(130,066, 88.5%). Between February 20, 2021, and June 4, 2021, 152 users completed the survey. Most usersidentified aswhite,
female, and having at least a college degree. Based on the PSS-10 scores, most participants were experiencing moderate to high
stresswhen they visited the website. Usersrated the usability of the website as acceptable. Ten users completed in-depth interviews
between May 2021 and June 2021. Positive feedback related to the content was that the website was a trustworthy source of
mental health information with hel pful evidence-based stress reduction strategies. Areasfor improvement included the text heavy
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design of the website, wider dissemination/marketing, and greater accessibility of the website to meet the needs of diverse
populations.

Conclusions: Adding stress reduction resources to a website from a well-respected institution may be a practical method to
increase awareness and access to evidence-based stress reduction resources during times of crisis, wherethereis severe disruption
to usual health care contacts. Efforts to ensure that these resources are more widely accessed, especially by diverse populations,

are needed.

(JMIR Ment Health 2022;9(8):€39885) doi:10.2196/39885
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health; heath informatics

Introduction

The COVID-19 pandemic and its public health response are
having a profound effect on al aspects of society, including
mental health [1]. Introductions of public health measures, such
asquarantine, travel restrictions, and physical closure of places
of learning and businesses, were part of the response to reduce
the spread of COVID-19 [2-4]. Quarantine, socid isolation, and
uncertainty surrounding the pandemic are known to negatively
impact mental health [5]. For example, one study of individuals
quarantined during the 2003 SARS pandemic in Toronto,
Ontario, found that 31% of the sample devel oped posttraumatic
stress disorder symptoms, and 29% demonstrated depressive
symptom severity similar to that of a patient with clinicaly
diagnosed depression [6].

In responseto the disruption of in-person care during the current
COVID-19 pandemic, health systems rapidly adopted virtual
care options [7]. Where possible, care was delivered virtually
by telephone or through video-conferencing platformsand web
applications, which was especially true and possible with mental
health conditions[7]. Not everyone needed or wanted in-person
clinical services, but rather wanted accessible trustworthy
psychoeducation to manage the uncertainty-related stress and
anxiety associated with the disease itself and the impacts on
their lives [8,9]. This led to a concern that in the absence of
credible Canadian sources, most would turn to uncurated
information through socia media [10-12]. In Canada, the
capacity of mental health and addiction servicesin the province
of Ontario was aso of concern[13]. Even before the pandemic,
Ontario’sinfrastructure for mental health and addiction services
was overburdened and underfunded [14]. Thus, expecting this
system to respond to people with mild to moderate distress was
not deemed to be appropriate.

Given the growing evidence suggesting that positive outcomes
can be achieved through the use of digital mental health
technologies [15-20], on March 18, 2020 (the same month the
World Health Organization declared COVID-19 a pandemic),
the Centrefor Addiction and Mental Health (CAMH), Toronto,
Canada[21] launched a COVID-19 resource page on the CAMH
website [22]. The website was designed to be a digital, plain
language, nonstigmatizing psychoeducational resource for
Canadians experiencing mild to moderate distress due to
COVID-19. Stress was assumed to be universal due to the
uncertai nty associated with an evolving pandemic. The response
would affect those with and without pre-existing mental illness

https://mental .jmir.org/2022/8/e39885

to varying degrees, with the majority of the population
experiencing mild to moderate distress, but in the absence of
resources, this could overwhelm the health care system that was
focusing on containing COVID-19. The website provides
practical problem-solving tips based on cognitive behavioral
therapy in both English and French. Specifically, it contains (1)
amoderated discussion board, (2) written content on managing
mental health during COVID-19, (3) self-assessments for
anxiety using the Generalized Anxiety Disorder-7 (GAD-7)
scale and perceived stress and resilience using the Perceived
Stress Scale (PSS), and (4) a series of answers to frequently
asked questions (FAQs) by the lay public on specific topics
including intimate partner violence and grief. Those with
diagnosable anxiety and depression might have more severe
stress responses, which in turn hampers engagement with digital
mental health interventions [23]. The lead developers (PS and
RD) fdt that theseindividuals should bedirected to seek clinical
services either in-person or virtually because they might need
more intensive services.

The rapid development of digital strategies to minimize the
negative impact of COVID-19 on public mental health has
outpaced the evaluation of digital health interventions [24-26],
creating agap in our understanding of the utility and quality of
the interventions [27]. In this study, we report on the reach,
usability, and user perceptions of the CAMH COVID-19
website.

Methods

Study Design

This study used amixed methods sequential explanatory design
approach, which consisted of the following 2 distinct phases:
(1) quantitative data collection and analysis and (2) qualitative
semistructured interviews. To report this study, we adhered to
the guidelines for Good Reporting of A Mixed Methods Study
(GRAMMYS) [28].

Recruitment and Data Collection

Phase 1: Reach (Google Analytics) and Usability
(Self-administered Survey)

In phase 1, Google Analytics data were used to determine the
number of unique users, the countries and cities associated with
the users, what pages they visited and in what order, and the
channels (eg, Twitter and Facebook) that drove the most traffic.
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We collected Google Analytics data from June 2020 to March
2021.

In order to obtain additional descriptive information on who
uses CAMH’s COVID-19 website tools, we placed an
advertisement for this study on the website and sent a tweet
letting people know. Tweets were aso sent from the
organizational accounts, @CAMHnews and @PSQuitSmoking,
asking userg/readers if they were interested in participating in
the study. After consenting, participants completed asurvey via
Research Electronic Data Capture (REDCap), which included
guestions about sociodemographics; the PSS-10, a 10-item tool
scored on a 5-point Likert scale ranging from O (never) to 4
(very often), which assesses subjective stress levels [29]; and
the System Usability Scale (SUS) for assessing perceived
usability of applications and services [30,31]. The SUS is a
10-item questionnaire contai ning response options ranging from
strongly agreeto strongly disagree. The decision to usethe SUS
tool for measuring usability was based on its validity to
effectively distinguish between usable and nonusable systems
[30]. The SUS can be easily administered to participants and
has been shown toyield reliable results, even with small sample
sizes [30]. Once the participants completed the survey, they
were redirected to a new page via REDCap to provide their
contact details to enter into a draw for a gift card. This was
optional, and participants were able to choose not to enter the
draw. Participants were also asked about their interest in
participating in an interview and about consent for future
communication (both optional), and contact information (email
and phone number) was collected from those who were
interested. Participants were informed that information collected
from the survey might be used by CAMH for future research,
in which case, the data were deidentified and only aggregated
data were reported. We collected survey data from February
20, 2021, to June 4, 2021.

Phase 2: User Perceptions (Semistructured | nterviews)

To explore and describe participant perceptions of the CAMH
COVID-19 website, semistructured interviews were conducted
from May 25, 2021, to June 29, 2021. Of the 152 participants
who completed the CAMH COVID-19 website evaluation
survey, 53 indicated that they were interested in being
interviewed. All 53 participantswere eligibleto beinterviewed
as they visited the CAMH COVID-19 website and were over
the age of 18 years. They were contacted by email/telephone,
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and a consent discussion was scheduled with individuals who
agreed to proceed with an interview. Once participants consented
and signed the informed consent using REDCap, they were
booked for a30-minute semistructured interview over the phone
or a video-conferencing system. All interviews were audio
recorded and transcribed verbatim. Ten interviews were
conducted, and the data were assessed as adequate to permit
deep case-oriented analysis that resulted in an in-depth
understanding of users experiences with the website [32].
Severa attemptswere made to reach and recruit a heterogeneous
sample of usersfor interviews. However, those who consented
to participate were primarily college educated, white, and
female. All participants who consented to an interview were
from Ontario; thus, our sample was not representative of the
overal population of Canada.

After updates were made, qualitative semistructured interviews
were then used to further elaborate on the usability of the
website. Usability was defined asthe degree to which aprogram
can be used eadly, efficiently, and with satisfaction [33].
Specifically, the interview topic guide explored participants
experiences with the website, including their motivation,
engagement, satisfaction, or dissatisfaction, and their perceived
experiences on whether the website helped to reducetheir stress.
It also explored participants reflections on the CAMH
COVID-19 website's functionality and ease of use/navigation,
the overall look/design, and how the intervention could be
improved.

Timeline of Project Activities

Figure 1 provides atimeline of project activities. The website
was launched on March 18, 2020. Content was added over the
year including making the website available offline through a
downloadable app available on the App Storefor Apple devices
and Google Play Storefor Android devices. Topicswere added,
based on the evolution of the pandemic and perceived needsto
be addressed, by the planning committee (eg, parenting, grief,
trauma and loss, parent support, and back to school). On April
23, 2021, based on preliminary feedback from this study and a
review of the website by atrained behavioral psychologist and
professional designer, the website was updated to improve
navigation, eliminate duplication, and include additional content
(eg, support for caregivers), based on what was going on at the
time.
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Figure 1. Project timeline. CAMH: Centre for Addiction and Mental Health; WHO: World Health Organization.

Phase 1:
Quantitative data

Ontario declared a
state of
emergency

WHO declared a
COVID-19
pandemic

March 13, 2020

March 11, 2020 March 17, 2020

Launch of the
website

Development of
the first iteration
of the CAMH
COVID-19 website

Data Analysis

Phase 1: Google Analyticsand Self-administered Survey

Google Analyticsdatacollected from June 2020 to March 2021
were exported to Microsoft Excel, which we used to conduct
descriptive statistics. We cal culated means, standard deviations,
and medians where applicable.

Quantitative data from the survey were analyzed using SPSS
(version 25; IBM Corp). The scoring guidelines provided by
the US Department of Health and Human Services were used
to inform the analysis of the SUS questionnaire in the survey
[30]. A SUS score between 0 and 100 was generated for each
participant by converting the scorefor each question into anew
number, summing the converted scores, and multiplying the
score by 2.5. Descriptive statistics were used to report
sociodemographic characteristics, usability, and engagement.
The PSS-10 was analyzed by first reversing scores for 4 of the
positiveitems on the scal e and then summing acrossall 10 items
to receive a score between 0 and 40 for each participant.

Phase 2: Semistructured | nterviews

Qualitative data analysis for the study involved an iterative
team-based process. Transcribed interviews were entered into
NVivo 12 (QSR International) for qualitative data management
and analysis. Two research staff read interview transcripts
multipletimesto achieveimmersion prior to code devel opment.
The author AG crafted the initial codebook, and then, AG and
ASjointly coded the first 3 transcripts to refine the codebook
and defined the codes through consensus. Two other transcripts
were coded independently by AG and AS, and the calculated
intercoder reliability was assessed using the kappa coefficient
in NVivo 12. There was 93% agreement on 96% of codes[34].
The remaining transcripts were independently coded either by
AG or AS. Datawere analyzed using thematic analysis[35]. A
deductive approach was used to identify the coding scheme for
the transcripts that alowed for the development of codes
corresponding to the components of usability and stress
management.
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collection-Google
Analytics and
survey

March 18, 2020

Website updated
and addition of
new module

March 2021 May 21, 2021
June 1, 2020-June April 23, 2021
4, 2021

Review of the Phas? 2:_

website Qualitative data
collection-
semistructured
interviews

We merged both the quantitative and qualitative analysisresults
to provide a more comprehensive overview of participants
perceptions of the CAMH COVID-19 website.

Ethics

This study, including the recruitment and consent process,
received ethics approva from the CAMH Quality Project Ethics
Review Board (QPER #: 2020 34) [36].

Results

Phase 1: Google Analyticsand Self-administered
Survey

Google Analytics

From June 2020 to March 2021, there were 146,978 unique
users (unduplicated/counted only once) of the website. Of the
146,978 users from al over the world, most were from Canada
(130,066, 88.5%), and of these, 30,964 (23.8%) were from
Toronto and 6538 (5.0%) were from Ottawa. The homepage
was the most visited page of the website, which had 91,866
unique page views during the 10 months, followed by the page
on “Coping with Stressand Anxiety,” which had 29,889 unique
page views during the 10 months[22,37]. Organic search traffic
(ie, entry through a search engine) accounted for the highest
proportion of user visits to the website. From June 2020 to
March 2021, 108,332 users (73.7% of all uniquevisitors) visited
the site through organic search and 36,630 users (24.9% of all
unique visitors) visited the site by typing the URL directly into
their address bar.

Characteristics of Survey and | nterview Participants

Survey responses are shown in Table 1. We have divided
participant responsesinto 3 columns. Thefirst columnincludes
participants who responded between February 20, 2021, and
April 23, 2021 (before the website was updated); the second
includes participants who responded between April 24, 2021,
and June 4, 2021 (after the website was updated); and the third
includes participants we interviewed.
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Table 1. Demographic data, Perceived Stress Scale, and System Usability Scale (SUS) scores.

Variable Survey participants (February ~ Survey participants (April  Interview participants (May-
20-April 23, 2021) (N=101%  24-June 4, 2021) (N=51%) ~ June2021) (N=10)

Race/ethnicity, n (%)

White 76 (75.3) 36 (70.6) 5 (50.0)
Latin American 5(5.0) 1(2.0) 1(10.0)
Mixed (eg, African and White) 2(2.0 2(39 1(10.0)
East/South/South East Asian 6(5.9) 6(11.8) 2(20.0)
First Nationg/Indigenous 0(0.0) 1(2.0) 0(0.0)
Black 3(3.0) 1(2.0) 0(0.0)
Indian—Caribbean 1(1.0) 0(0.0) 1(10.0)
Did not answer 8(7.9) 4(7.8) 0(0.0)
Age (years), mean (SD) 44 (18) 45 (18) 45 (15)
Gender, n (%)
Female 86 (85.1) 39 (76.5) 10 (100.0)
Male 10(9.9) 7(13.7) 0(0.0)
Nonbinary 0(0.0) 4(7.8) 0(0.0)
Unknown/did not know/did not answer 5(5.0) 1(2.0) 0(0.0)
Education, n (%)
Graduate degree 16 (15.8) 17 (33.3) 7 (70.0)
University degree 33(32.7) 9(17.6) 1(10.0)
College diploma 24 (23.8) 12 (23.5) 1(10.0)
Trade/vocational school 6(5.9) 5(9.8) 1(10.0)
High school 18 (17.8) 7(13.7) 0(0.0)
Elementary school 3(3.0) 0(0.0) 0(0.0)
Did not answer 1(1.0) 1(2.0) 0(0.0)

Income (CAD $)°, n (%)

$0-$29,999 19 (18.8) 7(13.7) 2(20.0)
$30,000-$59,999 19 (18.8) 12 (23.5) 0(0.0)
$60,000-$89,999 24 (13.9) 5(9.8) 2(20.0)
$90,000-$119,999 12 (11.9) 7(13.7) 3(30.0)
$120,000-$149,999 5(5.0) 2(3.9) 0(0.0)
$150,000 or more 15 (14.9) 9(17.6) 2(20.0)
Do not know/prefer not to disclose 17 (16.8) 9(17.6) 1(10.0)
Marital status, n (%)
Married/in arelationship 47 (46.5) 27 (54.0) 7 (70.0)
Divorced/separated 14 (13.9) 2(4.0) 1(10.0)
Single/never married 37 (36.6) 17 (34.0) 1(10.0)
Widowed 2(2.0) 2(4.0) 1(10.0)
Do not know/did not answer 1(1.0) 2(4.0) 0(0.0)

Level of perceived stress (Perceived Stress Scale scorerange), n (%)

Low stress (0-13) 8(9.0 6 (12.5) 0(0.0)

Moderate stress (14-26) 44 (49.4) 25(52.1) 6 (60.0)

High perceived stress (27-40) 37 (41.6) 17 (35.4) 4 (40.0)
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Variable

Survey participants (February  Survey participants (April
20-April 23, 2021) (N=101%)

Interview participants (May-

24-June 4, 2021) (N=51°%)  June 2021) (N=10)

System Usability Scale, n (%)
Above average (greater than 68) 42 (48.3)

Below average (lower than 68) 45 (51.7)

28(58.3)
20 (41.7)

7(70.0)
3(30.0)

For the variables age, level of perceived stress, and System Usability Scale finding, the N values were 99, 89, and 87, respectively.
bFor the variables age, marital status, level of perceived stress, and System Usability Scale finding, the N values were 47, 50, 48, and 48, respectively.

A currency exchange rate of CAD $1=US $0.77 is applicable.

Survey Results

Intotal, 152 participants completed the survey. Most participants
identified aswhite and female, and had at |east a college degree.
Based on the PSS-10 scores, most participants were experiencing
moderate to high stress when they visited the website.

Survey data from February 20, 2021, to April 23, 2021 (before
the website was updated) indicated that participants reported a
mean SUS score of 66.44 (SD 16.72; IQR 10-97.5; N=87).
According to the SUS, this score was below average for a
website. Specific SUS itemsthat received alow scoreincluded
thewebsite being well-integrated (41/87, 47% agreed or strongly
agreed) and the likelihood of using the website frequently
(34/87, 39% agreed or strongly agreed).

After changes to the website were implemented, survey data
from April 24, 2021, to June 4, 2021, indicated that the
participants reported a mean SUS score of 70 (SD 17.02; IQR
22.5-100; N=48). According to the SUS, this score was above
average for a website. Improved scores were reported for the
website being well-integrated (31/48, 65% agreed or strongly
agreed) and the likelihood of using the website frequently
(26/48, 55% agreed or strongly agreed).

Phase 2: Interview Results

Background on Participants | nterviewed

Interview participants (n=10) were experiencing moderate to
high levels of stress at the time they visited the website. Four
participants had a history of mental illness or had a family
member with a mental illness who received services from
CAMH. Of 2 participants, whose family members received
servicesfrom CAMH, onewas an essential worker and the other
aretired health care worker looking for mental health resources.
The 2 participants with adiagnosed mental illness had recently
contracted and recovered from COVID-19. Both stated that they
were frequent users of the general CAMH website and visited
the CAMH COVID-19 pagefor COVID-19—related information.
Five other participants were researchers or professionas in a
health-related field working with individuals who required
mental health services. One participant was a stay-at-home
parent with young children.

Functionality, Ease of Use, and Design

Most participants who wereinterviewed reported having visited
the CAMH COVID-19 website once or twice, and having gone
thereto look for resources on how to deal with stress (either for
themselves or for others). All participants (n=10) shared that
their first impression of the website was positive, and that there

https://mental .jmir.org/2022/8/e39885

were many helpful resources. Generally, participants found the
website visually appealing, and liked the diversity in theimages.

I liked the overall design, sort of the esthetic of the
website. So, | found all of the photosthat are in there
to be quite diverse, in terms of the way that people
look and the sort of different activities that they're
doing. They all seem very relatable.... [29-year-old
participant]
Several participants (n=5) reported that the information was
helpful, but it was not well organized. Two participants
specifically mentioned feeling overwhelmed by the amount of
information on the website.

WEll, my immediate impressions were that it was
really overwhelming. ... There’'s so many options....
Great...| mean it's great to have so many options,
but because of the pandemic, | think people are
already overwhelmed... There's a lot of good stuff
there. [72-year-old participant]
Another common theme, mentioned by 4 participants, was that
the information might not be accessible to many users who
might benefit from the information on the website.

My parents are refugees, like a lot of these words
would bedifficult for themto understand.. like stigma
and prejudice...I don’'t know that those words mean
anything to them. Maybe making things a bit more
layman’s terms. Like if you want to just, kind of just
speak to the masses, versus people that are in a
clinical setting. Or have a background in mental
health and social work. [35-year-old participant]

In addition, 3 participants mentioned that there was a need to
disseminate the website to those who might need it the most.

My partner, for example, he’'sdealt with mental illness
and homelessness for over ten years, and he didn’t
know that this website existed even. [43-year-old
participant]

The Website and Stress

When asked specifically about the website as a stress reduction
strategy for people in their province, al participants (n=10)
responded that the website had the potential to reduce stressfor
individuals seeking help with stressrelated issues. All
participants were from Ontario. Participants noted that CAMH
is atrusted authority where people can access evidence-based
resources without judgement.
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Wel, | think it's great that, | think it's great that you,
you know, that you're a trusted authority. And | think
it'sgreat...l thinkit's really wonderful that all...that
this website has been put up. Because, you know, |
mean people need, need to get stuff from a trusted
place, you know. And a place where they won't...and
where they won't be judged, which is another huge
thing is judgment, right. [ 72-year-old participant]

I think, | really liked that you can take the tests. You
know the...you know like I'mfamiliar with the GAD7
just because I’'m a Psychologist....Like, it's just nice
to seethat, you know there’s evidence-based research
supported measures... [37-year-old participant]

Consistent with the Google Analytics data, participants
mentioned that the section they visited the most was “ Stress
and Anxiety” Health professionals (n=3) indicated that the
self-assessment resources found on this page would be helpful
to their clients.

And, | think, when | went to the website, there were

like different advice kind of little columns that you

can read about how to like stay active and how to

decrease your stress and your burnout and whatnot.

And then there’slike different little tests you can take.

And so, | thought that was...it was just really nicely

laid out. Yeah. For...I mean, not for myself, like |

already, you know, I"'mkind of like at the point where

I’'m kind of feeling anxious, as given my profession,

but for clients and whatnot...I think it's helpful for

them... [37-year-old participant]
A participant, who was single, mentioned that she found the
stress resources needed and was able to employ the
recommended stress and coping strategies outlined on the
website. This was in direct contrast to what parents said, as
noted below.

W, it was very good. Becauseit tells you, you know
you need to be. . .keep yourself busy. You need to enjoy
things like, you know habbies.... Yes. Definitely. And
| think for people who, you know like myself, who
livesalone. So, | read that...| read it basically to give
me information as a single person what is going on.
[62-year-old participant]
The need for information tailored to parents was mentioned by
2 participants as follows:

I think if you had a section for parents and that's
something | think that would be hel pful for sure. When
you have kids it’s like, you, you are responsible for
other people than yourself. And it's just so much
harder, because there is no break ...so it was
something that was useful, but for mein my situation,
it wasn't quite enough, just because, you know you
can't really control your children. So, like there's
only so much that, so much that’s limited to you
having control over. Right. ...so the coping strategies,
| think, are great, if you are a single person with no
other people dependent on you. [32-year-old
participant]
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Participants with higher levels of stress or those who described
their situation as more complex noted that the stress management
strategies on the website were good for “ normal stress,” but that
these strategies were not able to address the specific mental
health needs during the COVID-19 pandemic.

| think that the stress from COVID-19, is just
very...it'svery unique, in the fact that like obviously
none of us have really been through a pandemic like
this. But | think normal coping mechanisms may not
work as well, just because the nature of COVID.
...you can't get out of the pandemic. There's no
escaping it. So, | feel like the stress management
strategies were very good stress management
strategies for if you had normal stress. [32-year-old
participant]
A suggestion by 3 participants wasto have afeature that allows
the user to connect to a live counsellor for more personalized
support, in order to get immediate help. While accessto alive
counsellor was not available, the website included an online
peer-to-peer “Discussion Forum” where moderators were
available during business hours to provide general information
and encourage the use of available resources. However, only 1
of the 10 interview participants was aware of the discussion
forum feature on the website.

...the only thing that you could improve, it would if
you could connect somebody with a live person. |
think it should lead to someone, if somebody really
needs to talk to someone, | think that they should be
ableto.... And|...believeme, I'vetried alot... | think
that they should be able to connect to a live person.
Because people who are desperate, need humanity.
[72-year-old participant]

| think one of the big things that | was kind of like
getting to, was just that there wasn't.. .there wasn't
an option to get help right away. [35-year-old
participant]

Discussion

Principal Findings

The goals of the study wereto collect information on the reach,
usability, and user perceptions of the CAMH COVID-19
website, a web page designed to be a digital, plain-language,
nonstigmatizing psychoeducational resource for people
experiencing mild to moderate distress due to COVID-19.

Compared with similar websites [38], the CAMH COVID-19
website[22] isahighly accessed website, with 146,978 unique
individuals visiting the website in a 10-month period. The
majority of the 146,978 users were from Toronto and Ottawa,
which is consistent with the findings of a similar study
evaluating a Canadian mental health website portal [39] and
may be reflective of the increase in the percentage of Ontario
residentswho indicated apoor or fair mental health status during
the second wave of the pandemic [40]. Themost visited section
was the home page [22], followed by the Coping with Stress
and Anxiety [37] section, which shares different coping ideas
and strategies, and includes various self-assessment tests that
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help users understand/determine the stress levels and anxiety
they are experiencing, such as the PSS and GAD-7. Other
studies have similar findings that the home page was viewed
most frequently [41,42], with the second being a “ self-check
page, on which users could complete a depression screening
tool” [41].

Users rated the usability of the website higher after changes
were made on April 23, 2021. During the first period of the
survey (February 20, 2021, to April 23, 2021), the average SUS
score was 66.44 (SD 16.72). The SUS increased by 3.6 points
after changes were made to the website (SUS score 70, SD
17.02). Both these scores correlated with an acceptable range
[31,43,44] and were similar to results obtained in other
evaluations of mental health websites [45].

Interview participants indicated that in the first iteration of the
website, they felt overwhelmed with the volume of information
and text-heavy web pages. Other studies have confirmed that
text-heavy interventions can make content difficult to digest,
thereby acting asabarrier to use[46], and website design related
to page complexity, navigationa simplicity, and
comprehensibility should be considered to “reduce the cognitive
effort required to effectively use eHealth applications’ [47].

Demographic data indicated that the majority of website users
were white women with higher education aged between 20 and
59 years. This is consistent with the findings of other studies
that females and adults aged 18-64 years, with high levels of
socioeconomic status, are more engaged, than males and other
age groups, in using health content—rel ated websites [39,48-54].
The website’s reach may be a reflection of recent evidence
showing that women perceived a decline in their mental health
in 2020 during the second wave of the pandemic and
experienced worse mental health outcomes in comparison with
men [1,25,40,55]. Moreover, the gender differences in the
website'sreach may be attributed to men’s reluctance to access
mental health care because the intervention is not sufficiently
sensitive to masculine identity—related factors [56]. Given the
disproportionate negative impact of COVID-19 on diverse
groups[40], thereis aneed to reach awider audience. Targeted
strategies need to be informed by gender sensitized services
[57] and are needed to provide mental health services to
communities who have been disproportionately impacted by
the COVID-19 pandemic, such as older adults, indigenous
people, and other racial and ethnic minority groups [58].
However, research shows that these communities (older adults,
indigenous peoples, and other racial and ethnic minority groups)
are the least likely to seek web-based health information
[25,52,54]. Proposed strategies to increase user engagement
and technology acceptance of e-mental health among diverse
populations include the implementation of a human-centered
design approach that integrates designers and users in the
development process from beginning to end [59].

Interview findings showed that most participantsfelt positively
about thewebsite, asit was atrustworthy source of mental health
information and had helpful stress reduction features. Studies
have confirmed that individual s seeking mental health resources
online are concerned about the trustworthiness and credibility
of emental health, as well as the effectiveness of self-help
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strategies [60-62], and as shown by another study, a lack of
trust in a single online source can contribute to health
information seekers stress[63].

Several interview participants wanted to connect to a live
counsellor for more personalized support and immediate help.
While moderators of the website’s “Discussion Forum” [64]
offered informational support, though not live counselling and
support limited to office hours, most interview participantswere
unaware of thisfeature. Thismay berelated to the design of the
website and participants’ feedback that they found the website
overwhelming and text heavy. Making the discussion forum
more visible might be important, especially given that research
has shown that well-designed self-guided interventions can be
successful without added human support and their associated
costs [65-68].

The website was designed to address the needs of individuals
with low to moderate levels of stress. However, the results
indicated that most of the individuals visiting the website had
moderate to high levels of stress. Further research is needed to
understand the characteristics of individuals with low levels of
stress and their low engagement with the website.
Technol ogy-enabled care coordination, which involves the use
of online technology to facilitate delivery of multidisciplinary
team-based care, for patients with low to moderate levels of
distress has significant potential for improving population mental
health [69]. Improvements to the website are needed to address
the needs of individuals with high levels of stress, since studies
have shown that individuals with more severe mental health
symptoms are motivated to use digital menta health
interventions, but symptom severity can also form barriers to
engagement [23]. A guided approach, which includes the
provision of content that is relevant and customizable according
to users personal preferences and offers technical assistance
or training, may be suited to address the mental health of
individuals with higher levels of stress[23].

Our findings demonstrate that the CAMH COVID-19 website
was useful for disseminating information about evidence-based
stress reduction strategies. The website is a highly accessed
website with above average usability. Users found the website
to be a helpful and trustworthy source of mental health
information. The recommendations suggest that the design and
reach of the website need to align more closely with user needs
and with greater and more equitable access to mental health
care. These evaluations should be conducted with an
equity-oriented approach. For example, examination of who
was exposed to the website (ie, reach) allowed usto understand
the need to focus on equitable reach throughout any future
updates. Feedback from this evaluation will be useful for further
improvements to the website, which will be beneficial to both
the general public and health care professionals.

Strengthsand Limitations

An important strength of this project was the mixed methods
design, asit alowed us to understand the complex problem of
stress during the first waves of COVID-19 in Ontario and
understand what users need as part of a website intervention.
Another strength of this project isthat based on direct feedback
from users, we were able to make significant improvements to
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the usability of the website. Our study has several limitations.
First, we had a convenient sample and a low number of
respondents compared with the number of users in both our
survey and interview. Thus, they may not have been
representative samples, and it is possible that those who
perceived to have gained benefits from the website were more
likely to participate in the surveys and interviews. In addition,
the small sample of people who agreed to be interviewed (all
women) aso limited the ability to dtratify findings by
demographicsor other variables of interest. Second, participants
were interviewed a number of weeks after having used the
website and completing the survey. Assuch, for some, recalling
the program details was difficult. Third, there was a lack of
longitudinal follow-up data on the effects of the website. Our
study was restricted to the reach, usability, and user perception
of the website and did not evaluate clinical efficacy. Lastly,

Minian et d

felt that individuals with these diagnosable illnesses needed
either in-person or virtual clinical services.

Conclusion

Adding stress reduction resources to a website from a
well-respected ingtitution may be a practical method to increase
awareness and access to evidence-based stress-reduction
resources during times of crisis, wherethereis severedisruption
to usua health care contacts. Efforts are needed to ensure that
these resources are more widely accessed, especialy by diverse
populations. Further research is required on the health impact
and role of e-mental health initiatives within the mental health
services system. Given the promise and significant investment
in digital mental health technologies, there is a growing need
to evaluate them for low-intensity psychoeducational
interventions.

anxiety and depression were not addressed, as the developers
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Abstract

Background: The COVID-19 pandemic required mental health services around the world to adapt quickly to the new restrictions
and regulations put in place to reduce the risk of transmission. As face-to-face contact became difficult, virtual methods were
implemented to continueto safely provide mental health care. However, it isunclear to what extent service provision transitioned
to telemental health worldwide.

Objective: We aimed to systematically review the global research literature on how mental health service provision adapted
during thefirst year of the pandemic.

Methods: We searched systematically for quantitative papers focusing on the impact of the COVID-19 pandemic on mental
health services published until April 13, 2021, in the PubMed, Embase, medRxiv, and bioXriv electronic bibliographic databases,
using the COVID-19 Open Access Project online platform. The screening process and data extraction were independently
completed by at least two authors, and any disagreement was resolved by discussion with a senior member of the team. The
findings were summarized narratively in the context of each country’s COVID-19 Stringency Index, which reflects the stringency
of agovernment’s response to COVID-19 restrictions at a specific time.

Results. Of the identified 24,339 records, 101 papers were included after the screening process. Reports on general services
(n=72) showed that several countries’ face-to-face services reduced their activities at the start of the pandemic, with reductions
in the total number of delivered visits and with some services forced to close. In contrast, telemental health use rapidly increased
in many countries across the world at the beginning of the pandemic (n=55), with almost complete virtualization of general and
specialistic care services by the end of thefirst year. Considering the reported COVID-19 Stringency Index values, the increased
use of virtual means seems to correspond to periods when the Stringency Index values were at their highest in several countries.
However, due to specific care requirements, telemental health could not be used in certain subgroups of patients, such as those
on clozapine or depot treatments and those who continued to need face-to-face visits.

Conclusions: During the pandemic, mental health services had to adapt quickly in the short term, implementing or increasing
the use of telemental health servicesacrossthe globe. Limited accessto digital means, poor digital skills, and patients’ preferences
and individual needs may have contributed to differences in implementing and accessing telemental health services during the
pandemic. In the long term, a blended approach, combining in-person and virtual modalities, that takes into consideration the
needs, preferences, and digital skills of patients may better support the future devel opment of mental health services. It will be
required to improve confidence with digital device use, training, and experience in all modalities for both clinicians and service
users.
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Introduction

At the start of the COVID-19 pandemic, mental health services
around the world, along with health servicesin general, needed
to adapt quickly to reducetherisk of infection and transmission
while continuing to support those with mental health problems
[1]. However, as identified early in the COVID-19 pandemic
by the World Health Organization (WHO), the pandemic went
beyond the physical threat to also affect mental health [2].

Thelink between COVID-19 and mental illnessisincreasingly
supported by robust evidence. The association is bidirectional;
mental illness increases the risk of subsequent COVID-19
infection, and therisk of anew mental health diagnosisincreases
up to 180 daysfollowing COVID-19infection [3,4]. COVID-19
and related coronavirus infections, such as SARS and Middle
East respiratory syndrome (MERS), are associated with
increased subsequent risk of depression, anxiety, and other
neuropsychiatric consequences, such as dysexecutive syndrome
[5-7]. Thisisin addition to any indirect effects on mental health
caused by restrictions and lockdownsimposed by the COVID-19
pandemic [8]. Unemployment, financial insecurity, and other
socioeconomic effects of the COVID-19 pandemic also
adversely impact mental health. Mental health consequences
can occur both at the time of a crisis and afterwards [9]. For
instance, it has been suggested that suicide rates in some
countries may have a delayed increase as a consequence of the
social, health, and economic disruption associated with the
pandemic [9]. Asthe pandemic evolved, accessto vaccines and
their uptake have altered the pattern of infection [10], and
therefore, restrictive measures adopted by public health
institutions have changed [11]. Taken together, all these factors
suggest that therewill bearisein mental health treatment needs,
and thisislikely to belong-lasting. Conseguently, mental health
services have also started to plan or implement measures to
prepare for an anticipated increase in demand related both
directly to COVID-19 infection and indirectly to the sequelae
of its associated restrictions.

During the pandemic, the WHO proposed that the goals of
mental health care services need to focus not only on responding
to the acute mental health emergency, but also on recovery
thereafter and preparationsfor future emergencies[2]. How and
to what extent this has happened is yet to be seen.

In contrast to the volume of data on the mental health impact
of COVID-19, there have been few systematic considerations
of the response of mental health services. Some reports reflect
consultation with experts and service users to consider what
changes in services might be needed to meet the mental health
consequences of COVID-19 [12]. Organizations, such as the
WHO, have suggested an integrated approach including mental
health and psychosocial support inthe COVID-19 response[2],
while the United Nations has highlighted the need for changes
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and investment immediately to reduce mental health effects
later [13].

Preliminary datafrom aWHO survey suggested aconsiderable
detrimental impact on mental health services [14], with
telemental health (TMH) considered critical to maintaining
delivery of mental heath services in response to
pandemic-related social distancing measures and confinements
[15]. Prompted by this, severa countries modified national
telemedicine regulations to promote its spread [16]. However,
it is unclear whether the apparently rapid transition to TMH
observed in many high-income countries [1] has occurred
globally, which services have been affected, and whether this
change has been sustained through the different phases of the
pandemic.

To understand the degree to which service provision has changed
during the first year of the pandemic and the extend of the
transition to TMH in different countries, we systematically
reviewed the availableliterature on mental health servicesduring
the pandemic. We also assessed these changes across the
different phases of the COVID-19 pandemic and in the context
of the local restrictions imposed.

Methods

Overview

We performed a systematic review of studies describing the
impact of the COVID-19 pandemic on mental health services
up to 1 year after the pandemic declaration on March 11, 2020
[17]. Thisis part of a wider assessment of the impact of the
COVID-19 pandemic acrossthe mental health field (previously
published protocol for the full project is available on
PROSPERO, CRD42020178819) [18].

Sear ch Strategy and Screening Process

The search strategy for the full project (see above) included
terms relating to mental health and the COVID-19 pandemic,
SARS, and MERS, with specific and generic specifiers (eg,
Medical Subject Headings [MeSH] terms; for full details, see
Multimedia Appendix 1). We searched PubMed, Embase,
medRXxiv, and bioXriv el ectronic bibliographic databases using
the COAP (COVID-19 Open Access Project) online platform
[19] for relevant reports from inception until April 13, 2021.
Records on SARS and MERS were independently searched on
PubMed and Embase from inception to April 13, 2021.

At least two membersof thereview team (CZ, EGO, GR, JSWH,
KR, KAS, OM, or RS) independently screened the title and
abstract of the retrieved records. Full texts of the potentially
eligible records were then independently assessed against the
eligibility criteria. Any disagreement about eligibility was
discussed with a third member of the research team (AC, AP,
CV, or KH). The included articles and relevant systematic
reviewswere also screened for referencesto identify additional
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records. References from all sources were cross-checked to
ensure that al referenced documents had been searched.
Eligibility Criteria

To examine the consequences of the COVID-19 pandemic on
mental health services, we included only reports providing
guantitative data on changesin service organization and delivery
(eg, how services were delivered: remote versus face to face;
the number of patients accessing the service) and the creation
of new services (eg, ad hoc created digital technologies and
TMH) to overcome the challenges related to the COVID-19
pandemic. Documents solely reporting diagnostic aspects (eg,
differential rates of two or more subgroups of mental health
diagnoses accessing the service and frequency of mental health
symptoms during the pandemic) were excluded, as these data
describing part of a service do not provide information about
the overall level of activity of a service. We included all types
of primary research reports (randomized studies, observational
studies, case reports, etc) focusing on mental health services
and coronaviruses. No time or language restriction was applied.

Data Extraction

Data extraction was performed independently by at least two
reviewers (CZ, EGO, GR, JSWH, KR, KAS, OM, or RS).
Relevant data on country of origin, data collection period,
service delivery method (ie, face-to-face or TMH), and service
provision were extracted from the included papers. We
categorized the identified records according to the following
categories: randomized controlled trials, cohort studies,
before-and-after studies, case-control studies, case reports/case
series, and survey/audit. For each paper, we also extracted the
key quantitative findings and collected them in a descriptive
summary.

COVID-19 Stringency I ndex

Given that several waves of infections and consequent
restrictionsrelated to the COVID-19 pandemic affected different
countries at different times, we considered the timing of the
study period of the individual studies to be of limited use in
contextualizing findings locally. Instead, we reported findings
in the context of the country-specific COVID-19 Stringency
Index, a composite measure developed within the Our World
in Data project by the Global Change Data Lab (a nonprofit
organization) and the University of Oxford [20] to reflect the
stringency of agovernment’sresponseto COVID-19 restrictions
at any specifictime. The scoreisbased on 9 responseindicators,
including school closures, workplace closures, and travel bans,
rescaled to a value from 0 to 100 (where 100 is the strictest
measure of response). This is therefore a dynamic measure,
capturing changesin acountry’spolicies at any point throughout
the pandemic. Where policies vary within a particular country,
the index reflects the response level of the strictest subregion
[11]. For each individua study, we report the minimum and
maximum Stringency Index score for the relevant time period.

https://mental .jmir.org/2022/8/€38600

Zangani et al
The country-specific graphical representation of the COVID-19
Stringency Index starting from January 2020 can be accessed
online[20].

Results

Overview

Weidentified atotal of 24,339 records, and the number reduced
by 3699 records after the removal of duplicates. After the
abstract and full-text screening, an additional 20,539 records
were excluded (Multimedia Appendix 2). A total of 101 papers
were therefore included in the review. Of these, 60 were
before-and-after studies, 23 were case reports and case series,
and 18 were cross-sectional surveys. A summary of the 101
included articlesisreported in Multimedia Appendix 3. Overall,
the studies were concentrated in high-income countries, with
the mgjority in Europe (39.6%) and North America (29.7%)
(Multimedia Appendix 4).

Face-to-Face M ental Health Services

Of the 101 articles, 72 reported data on face-to-face mental
health services. A total of 52 of these were before-and-after
studies, 7 were case reports and case series, and 14 were
cross-sectional surveys. Regionally, 31 studies reported data
from Europe, 20 from North America, 1 from South America,
11 from Asia, and 9 from Australia (Multimedia Appendix 5).
No studiesreported quantitative data from |ow-income countries,
and none were from the African subcontinent. As shown in
Multimedia Appendix 3, severa studies reported a reduction
in face-to-face visits [21,22] and emergency department
presentations[ 23], with areduction in the activity of specialized
settings, such as electroconvulsive therapy clinics[24-27]. Data
on hospitalizations were less clear, with some studies reporting
evidence of areduced number of admissions (eg, [28,29]), others
reporting evidence of arapid increase in admissions soon after
the pandemic onset (eg, [23,30]), and still others reporting no
differences compared to the same period in the previous year

(eg, [31,32)).
TMH Services

Table 1 [33-84] summarizesthe characteristics of the subgroup
of 55 articles reporting data on TMH services, which includes
23 before-after studies, 19 case reports or case series, and 13
cross-sectional surveys. Most of the collected datawithin these
primary sources refer to the timeframe between January and
October 2020, with most focusing on the period around March
2020.

The world distribution of the studies on TMH services (Figure
1) showed ahigher representation in North America (n=18) and
Europe (n=16, including 19 countries), while fewer articles
reported data from Central or South America, Asia, and
Austraia. No studies reported quantitative datafrom low-income
countries, and none were from the African subcontinent.
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Table 1. Characteristics of the included studies on telemental health (N=55).

Study ID Study design  Study setting Country Study period Stringency In-
(authors, dex, value or
year) range
Start date End date

Arendt et al, Before-after  Crisishotline servicesfor the general population Germany and ~ January 1, April 20,2020 0.00-81.48
2020 [33] study Austria 2020
Beranetal, Before-after A large, academic, consultation-liaison service  United States ~ January 2, June6,2020 5.56-72.69
2020 [34] study 2020
Berthautand Descriptive A health care and education center for adolescents  France March 17, May 18, 2020 76.85-87.96
Chamignon, study 2020
2021 [35]
Cantini etal, Descriptive A psycho-oncology unit Italy March3,2020 June3,2020 67.59-93.52
2020 [36] study
Carpiniello  Survey 71 departments of mental health and 107 psychi- Italy April 1,2020 April 11,2020 85.19-87.96
et a, 2020 atric wards in general hospitals
[37]
Connoly et Before-after ~ The Department of Veterans Affairs United States ~ March 11, April 22,2020 21.76-72.69
al, 2020[38] study 2020
Dattaeta, Before-after  An eating disorder multidisciplinary unit United States  March1,2020 May 31, 2020 8.33-72.69
2020 [39] study
Garcia Before-after A large private academic health network Chile March1,2020 April 30,2020 0.00-73.15
Huidobro et  study
al, 2020 [40Q]
Ghiretti etal, Descriptive A free telephone-based psychological support Italy March 18, June 3,2020 67.59-93.52
2020 [41] study service 2020
Ghosheta, Before-after  Anoutpatient service for substance use disorder India May 18,2020 August 31, 81.94-87.50
2021 [42] study 2020
Graell etal, Before-after A hospital outpatient service Spain March 16, May 10, 2020 68.98-85.19
2020 [43] study 2020
Grover eta, Survey 109 private and public mental health services India May 1,2020 May 18,2020 81.94-96.30
2020 [26]
Grover eta, Survey 396 private mental health services India May 1,2020 May 15,2020 81.94-96.30
2020 [27]
Guinarteta, Survey 818 mental health care professionals United States April 1,2020 May 31,2020 72.69
2021 [44]
Hall and Descriptive A virtual emergency psychiatric consultation ser- Canada Unknown Unknown Unknown
Sukhera, study vice
2020 [45]
Hamesetal, Survey 93 clinic directors or designated representatives  United States ~ March 11, March 31, 21.76-72.69
2020 [46] of the Association of Psychology Training Clinics 2020 2020
Harrisonet  Descriptive A telephone-based program to address substance Canada and Unknown Unknown Unknown
a, 2020[47] study abuse within emergency departments United States
Hazarikaet  Survey A psychological helpline for the general popula-  India April 7,2020 April 24,2020 96.30-100.00
a, 2021 [48] tion
Hoffnunget Before-after A community behavioral health center United States ~ January 1, June 30, 2020 0.00-72.69
al, 2021[49] study 2020
Humer et al, Before-after 338 health care professionals Germany, March 24, May 20, 2020 54.63-87.04
2020 [50] study Czech Repub- 2020

lic, and Slo-

vakia
Johnsonet  Survey 2180 mental health care workers United King- January 1, May 1,2020 0.00-72.69
al, 2020 [51] dom 2020
Karimeta, Before-after  Mental health outpatient servicesin Qatar Qatar March1,2020 June 30,2020 13.89-86.11

2020[52]  study

https://mental.jmir.org/2022/8/e38600 JMIR Ment Health 2022 | vol. 9 | iss. 8 | €38600 | p.171
(page number not for citation purposes)

RenderX


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

JMIR MENTAL HEALTH

Zangani et al

Study ID Study design  Study setting Country Study period Stringency In-
(authors, dex, value or
year) range
Start date End date

Khanraetal, Descriptive A large psychiatric hospital India April 1,2020  September 30, 81.94-100.00
2021 [53] study 2020
Lianetd, Before-after A hospital-based psychological counseling pro-  China January 23, June 30, 2020 44.91-81.94
2020 [54] study gram 2020
Looi et al, Before-after  Private psychiatric consultation servicesin Aus-  Austraia April 1,2020 June 30,2020 62.04-73.15
2020 [55] study tralia
Looi et al, Before-after  Psychiatric consultation servicesin Australian ~ Australia April 1,2020 May 31,2020 64.35-73.15
2020 [56] study rural settings (Australian Capital Territory,

Northern Territory, South Australia, and Tasma-

nia)
Looi et al, Before-after  Private psychiatric consultation servicesin New  Australia April 1,2020 May 31,2020 64.35-73.15
2020 [57] study South Wales, Queensland, Victoria, and Western

Australiaregions
Looi et al, Before-after  Private psychiatric consultation servicesin Aus-  Austraia July 1, 2020  September 30, 68.06-75.46
2021 [58] study traia 2020
Lunsky etal, Survey 942 direct support professionals working with Canada July 2,2020  August 10, 67.13-68.98
2021 [59] peoplewith intellectual and devel opment disabil- 2020

ities
Mehtani ¢ Descriptive A telephone-based program for people with sub-  United States ~ April 10,2020 May 25, 2020 72.69
a,2021[60] study stance use disorders staying at San Francisco's

COVID-19 isolation and quarantine site
Mishkind et  Descriptive An outpatient clinic United States ~ March2,2020 April 10,2020 11.11-72.69
al, 2020[61] study
Moreland et  Before-after ~ An outpatient service for mental health and sub-  United States  March1,2020 May 31, 2020 8.33-72.69
a, 2021[62] study stance use treatment to pregnant and postpartum

women
Myers Descriptive A psychosocial oncology service United States ~ March1,2020 September 30, 8.33-72.69
Virtueetal, study 2020
2021 [63]
Naik et a, Descriptive An outpatient service India March 25, May 31,2020 81.94-100.00
2021 [64] study 2020
Peppouetal, Descriptive A helpline for the general population Greece March 22, April 13,2020 74.04-84.26
2020 [65] study 2020
Peraltaet al, Descriptive A counseling service for the general population  Dominican Re-  March 25, May 17,2020 92.59-100.00
2020 [66] study public 2020
Perriconeet  Descriptive A national psychological counseling service Italy April 1,2020 June 30, 2020 67.59-93.52
a, 2021 [67] study
Pierceeta, Survey 2619 psychologists United States  May 11,2020 May 25,2020 72.69
2020 [68]
Prior, 2020  Descriptive A psycho-oncology unit Italy Unknown Unknown Unknown
[69] study
Probstetal, Survey 1547 psychotherapist Austria March 24, April 1,2020 81.48
2020 [70] 2020
Rainwater et Before-after ~ An outpatient service for consultation and coun-  United States ~ April 1, 2020  September 30, 62.50-72.69
al, 2020[71] study seling of cancer patients 2020
Ravindranet Descriptive A national helpline for the general population India Unknown Unknown Unknown
a,2020[72] study
Rosenetal, Before-after  The Veterans Health Administration —thelargest United States  January 1, June 30, 2020 0.00-72.69
2020 [73] study integrated service in the United States 2020
Salumetal, Descriptive A community mental health service Brazil March 23, March 23, 71.76
2020 [74] study 2020 2020
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Study ID Study design  Study setting Country Study period Stringency In-
(authors, dex, value or
year) range

Start date End date
Sampaioet  Survey 768 mental health professionals United States ~ April 24,2020 May 18,2020 72.69
al, 2021 [75]
Sharmaeta, Descriptive A large child psychiatry department United States ~ February 28,  April 3,2020 5.56-72.69
2020 [76] study 2020
Singh Bhan- Descriptive An outpatient clinic India March 25, May 26, 2020 81.94-100.00
dari, 2020 study 2020
[77]
Stapleset al, Before-after A national digital mental health servicefor people Australia March 19, June 10, 2020 44.44-73.15
2020 [78] study experiencing anxiety and depression 2020
Steegetal, Before-after  General practice servicesin England United King- March 10, June 10,2020 11.11-79.63
2021 [79] study dom 2020
Stewart and  Before-after A large mental health service United King- February 16,  April 16,2020 11.11-79.63
Broadbent,  study dom 2020
2020 [22]
Stewarteta, Before-after A large mental health service United King- February 1, May 15,2020 11.11-79.63
2020 [80] study dom 2020
Vonderlinet Descriptive A hotlinefor psychological first aid for thegeneral  Germany April 22,2020 July 24,2020 55.09-76.85
a,2021[81] study population
Yaffaetal, Before-after  Aneatingdisorder trestment center for adolescents  |srael January 1, October 31, 0.00-94.4
2021 [82] study 2020 2020
Zhongetal, Survey 108 Chinese residents China January 27, February 2, 69.91-77.31
2020 [83] 2020 2020
Zulficetal, Survey A community outpatient service Austrdia Unknown Unknown Unknown
2020 [84]

Figure 1. Thedistribution of articles reporting data on telemental health. Values in the circles indicate the number of articles.
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The key findings of included papers involving the impact of
COVID-19 ontheuse of TMH areshownin Textbox 1. Overal,
studies set in 19 countriesreported the implementation of TMH
serviceslocaly at the beginning of the pandemic. They include
inpatient and outpatient services (eg, [ 71]), specialized services
(eg, [38,82]), adolescent services (eg, [82]), and servicesin both
private and public sectors (eg, [27]). For those servicesin which
TMH was dready available, an increase in its use during the
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pandemic was reported in several countries (eg, [21,50,70]).
The specific COVID-19 Stringency Index chart for each country
throughout the pandemic can be accessed online [20].

Severa studies reported the creation of helplines both locally
and within national programs in severa countries to provide
psychiatric and psychological help to the general population
(eg, [48,65,67,72]).
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Textbox 1. Telemental health services around the world. The specific COVID-19 Stringency Index chart for each country can be accessed online [20].

Asia
China
Before-after study

« A newly created hospital-based psychological counseling program in China served 474 users (7 users per day) during the lockdown, and the number
reduced to 162 (2 users per day) after April 2020 [54].

Survey/audit

* 42.6% of 108 survey respondentswho received apsychiatric consultation during lockdown attended an internet-based service (n=46), 37.0% attended
aface-to-face visit (n=40), and 20.4% attended a tel ephone-based service (n=22) [83].

India
Before-after study

* In India, atelemedicine-assisted stepped-care outpatient service for substance use disorder was developed and started on the May 18, 2020. By
August 31, 2020, 160 new and 219 follow-up patients were registered in the tel eaddiction service. Among them, 128 (80%) and 198 (90.2%) patients
received teleconsultations, respectively [42].

« Compared to the same period of 2019, the number of patients seen in a psychiatric outpatient service for patients with substance abuse dropped
(May: 170 vs 22; June: 351 vs 43; July: 467 vs 44; August: 436 vs 51) [42].

Descriptive study
* A local newly created psychological helpline received 239 calls over the 18 days of lockdown (April 7-24, 2020) [48].
* The Indian Government helpline received 20,475 calls during the first month of activity [72].

* An outpatient service in India created a new telephone outpatient service and delivered 60.1% of the planned follow-up visits using telehealth (1049
of 1748) in the first 2 months of lockdown [64].

« During the first months of the lockdown, ateam of psychiatrists of an Indian hospital made 78 tel econsultations with new and followed-up patients.
In 6 cases, the patients were referred to their local hospital for further face-to-face assessment [77].

* In alarge psychiatric hospital in India, 168 consultations were made using telepsychiatry between April and September 2020. The number of
teleconsultations during lockdown was positively correlated with travel cost savings (p=0.47, P<.01) and time savings (p=0.49, P<.01) [53].

Survey/audit

« A survey comparing the services in both public and private institutes during the lockdown period in India (n=109) showed that telecommunication
service use increased from 19.3% to 45.9% comparing the period before and during the pandemic [26].

« A survey evaluating the servicesin the private sector provided during the lockdown period in India (n=396) showed that telecommunication service
use increased from 26.3% to 52.0% comparing the period before and during the pandemic [27].

| srael
Before-after study

« In an eating disorder treatment center for adolescents, telemedicine meetings comprised 37% of all sessions during January to October 2020 (2193
sessions), while they were not used during the respective period between 2015 and 2019 [82].

Qatar
Before-after study

« Analyzing data on the number of visitsin the mental health outpatient setting in Qatar in the 4 months following the introduction of telepsychiatry
(March-June 2020), the total number of individuals accessing mental health services (both face-to-face and tel epsychiatry) increased by approximately
36.5% compared to the same period in 2019 (22,086 and 16,175 cases, respectively) [52].

Australia
Australia
Before-after study

* The use of the MindSpot Clinic, anational digital mental health service (DMHS) providing services to people experiencing anxiety and depression,
increased by 16.7% (mean number of assessments per week=455) during the pandemic (March 19 to June 10, 2020) compared to the period between
September 1 and September 28, 2019 (390 assessments per week) [78].

» Comparing data.on private psychiatrists' visitsheld in April-June 2020 and the same period in 2019 in Australia, the number of psychiatry consultations
(telehealth and face-to-face) rose during the pandemic by 14%, with telehealth representing nearly half of thistotal. Face-to-face consultationsin 2020
were only 56% of the comparative number of 2019 consultations. Most teleheslth involved short telephone consultations of <15-30 min. Video
consultations comprised 38% of total telehealth provision [55].

https://mental.jmir.org/2022/8/e38600 JMIR Ment Health 2022 | vol. 9 | iss. 8 | €38600 | p.174
(page number not for citation purposes)

RenderX


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

JMIR MENTAL HEALTH Zangani et &

» Comparing data on visits held in Australian rural settings (Australian Capita Territory [ACT], Northern Territory [NT], South Australia[SA], and
Tasmania [TAS]), the overall rate of consultations (face-to-face and telehealth) increased during March and April 2020, compared to the monthly
face-to-face consultation average of July 2018 to June 2019, except TAS (ACT: 1724 in April, increased 114%; 2061 in May, increased 136%; NT:
296 in April, increased 108%; 337 in May, increased 123%; SA: 12,864 in April, increased 116%; 12,876 in May, increased 116%; TAS: 1886 in
April, reduced 85%; 2189 in May, reduced 98%). For total video and telephone telehealth consultations combined, video consultations were lower in
April 2020 and higher in May 2020 [56].

» The total combined use of telehealth and face-to-face private psychiatric consultation services in New South Wales, Queensland, Victoria, and
Western Australiaregions (Australia) in April and May 2020 increased by 10%-20% of the average monthly face-to-face consultationsin the 2018/19
financial year [57].

« Comparing data on private psychiatrists’ visits held in July-September 2020 and the same period of 2019 in Australia, the number of psychiatry
consultations (telehealth and face-to-face) rose during the pandemic by 14%, with telehealth representing 43% of thistotal. Face-to-face consultations
in 2020 were only 64% of the comparative number of 2019 consultations. Most telehealth involved short telephone consultations of <15-30 min.
Video consultations comprised 42% of total telehealth provision [58].

Survey/audit

» An audit of 314 community patients to examine the potentia implications of telephone support found that 21 (7%) did not have access to a phone,
and afurther 58 (18%) were reported by the original authorsas* unreliablein responding to contact over the phone based on past clinician experience.”
Moreover, during the first wave, regular face-to-face reviews were necessary for a group of patients, including 91 patients (29%) treated with depot
medications, and 71 (23%) taking clozapine [84].

Europe
Austria
Survey/audit

« During the lockdown, the number of patientstreated daily viatelephoneincreased from 0.42 + 3.01 to 4.53 + 5.77 (+979%, P<.001), and viainternet
from 0.18 + 1.35t0 2.99 + 4.44 (+1561%, P<.001) [70].

Austria and Germany

Before-after study

» The number of crisis hotline calls increased during lockdown in both Austria and Germany [31].
Czech Republic, Germany, and Slovakia

Survey/audit

* A survey on 338 health care professionals showed that the number of patients treated via telephone increased from 0.92 + 3.16 to 3.28 + 5.22 per
week (+257%, t —8.717, P<.001), and the number of patients treated via the internet increased from 0.59 + 2.54 to 5.83 + 6.82 per week (+888%, t
—15.346, P<.001) during the 2-month period of confinement [50].

France
Descriptive study

« During lockdown, a health care and education center for adolescents that provides long-term psychiatric care, created a virtual ward using Discord,
aplatform used to communicate using chat, calls, and video calls, to ensure continuity of care. Of the 38 patientswho used thisservice, only 6 withdrew
early [33].

Germany
Descriptive study

* A total of 1292 telephone consultations were made by a telephone hotline for psychological first aid for COVID-19—related burden in 4 months
covering a period during and after the German lockdown. In 42% of all consultations, a short therapeutic intervention was performed; in 26%,
psychotherapeutic treatment was recommended; and in 11%, referral to other specialized telephone services was made [81].

Greece
Descriptive study

« In areport from a mental health helpline service in Greece during lockdown, most calls pertained to the quarantine (n=482, 83.7%) and more
specifically to feelings of “restraint” (56%) and “loneliness’ (53%) [65].

Italy
Descriptive study

« In EmiliaRomagnaregion (Italy), a free telephone-based psychological support service was established during lockdown, receiving 312 callsin the
first 11 weeks of activity [41].

« A national telephone psychological counseling service established during the COVID-19 pandemic had 193 users between April and June 2020 [67].

A psycho-oncology unit reported having treated 28 cancer patients, 9 caregivers, and 7 family members during April-September 2020, switching
from face-to-face visits to virtual consultations[36].
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* In Treviso (Italy), the oncology unit switched their psychological monitoring to a virtual modality during the pandemic. In the first 9 weeks, they
conducted 123 online visits (12% were video calls using Google Hangouts, and 88% were telephone calls) [69].

Survey/audit

« Datafrom 71 departments of mental health and 107 psychiatric wardsin general hospitals showed that during the lockdown (April 2020), scheduled
psychiatric consultations, both at home and on-site, went ahead for selected cases, being replaced in approximately 75% of cases by scheduled remote
contact, mainly telephone calls (100%), video calls (67%), or emails (19%), with 41% of units adopting all these means of contact [37].

Spain
Before-after study

* During the early COVID-19 pandemic (March-May 2020) in a hospital in Madrid, out of 1818 outpatient consultations carried out, 1329 (73.10%)
were delivered by telephone or videoconferencing and 489 (26.9%) were face-to-face, corresponding to 365 patients who were receiving treatment
at the timein the outpatient clinic or day hospital [43].

United Kingdom
Before-after study

 The likelihood of receiving a remote general practitioner/practice nurse consultation within 3 months of a self-harm episode was higher in the
COVID-19 pandemic (67.7%; March-April 2020) than in the prepandemic period (32.3%; ratio 2.10, Cl 2.05-2.15; same period of 2010-2019). The
overal likelihood of having ageneral practitioner/practice nurse consultation was slightly lower (80.3% vs 83.2%; ratio 0.97, Cl 0.96-0.98) [69].

» Comparing the 31-day periods before and after March 16, 2020 (Iockdown announcement), virtual contactsincrease by 117% compared to a 3%-22%
reduction observed comparing the same periods between 2015 and 2019 [25].

» Comparing the period before March 16 to that between March 16 and May 15, 2020, virtual contacts with community mental health teamsincreased
from 154 + 17 to 380 + 97 (+147%). In the same period, mean virtual contactsincreased by 102.7% (26.7 £ 7.3 vs 54.2 + 14.8) and mean total contacts
reduced by 24.9% (161.9 + 30.7 vs 121.5 + 26.1). Daily caseloads reduced by 2.1% (8729 + 24 vs 8539 + 124) and by 26.4% (221.8 + 8.5 vs 163.3
+ 20.0) [80].

Survey/audit

* During the first COVID-19 wave, 61.1% of 2180 mental health care workers in the United Kingdom rated the adoption of new digital ways of
working as “very or extremely important” in the management of the impact of COVID-19 at work [51].

North America
Canada
Descriptive study

« In Ontario, theimplementation of avirtual emergency psychiatric consultation service (ie, Emergency Diversion Clinic) during the pandemic allowed
provision of consultations for 60% of all youth presenting to the emergency department for amental health issue. After the assessment, 56% of patients
were linked to community mental health support [45].

Survey/audit

A Canadian survey of direct support professionals (n=942) working during the pandemic with people with intellectual and devel opment disabilities,
showed that the majority of them completed tel ephone-based visits (n=549, 58%), and only 22% (n=204) made at |east one videocall. A total of 225
(24%) responders attended at |east one face-to-face visit [59].

Canada and United States
Survey/audit

« In March 2020, an online survey involving 93 clinic directors or designated representatives of the Association of Psychology Training Clinics mainly
inthe United States (n=89) and Canada showed that 23.7% (n=22) were forced to close face-to-face clinics and discontinue services, at least temporarily.
Of those that remained open for services, 61 training clinics (65.6% of the total sample, 86% of those that remained open) reported that their sites
remained open primarily using telepsychology [46].

United States
Before-after study

« Psychiatric consultations and patient volume in North Carolina decreased with the onset of the pandemic (March 2020) by 66.9% and 25.2%,
respectively. After the introduction of video consultations, psychiatric consultations were 39.1% lower compared to prepandemic data [34].

« Daily telemental health visits to the Department of Veterans Affairs rose from 1739 to 11,406 (+556%) in the weeks following the pandemic
declaration (March 2020). Daily in-person encounters fell from 57,296 to 10,931 (-81%) [38].

* In an American eating disorder multidisciplinary unit, the yearly average inpatient census by month changed from 31.92 (SD 5.33; before the
COVID-19 pandemic) to 19.33 (SD 4.5; March 2020 to May 2020) (59% of the usual census), owing to the implementation of telehealth strategies
in most aspects of the services (eg, new admission evaluation, psychotherapy, and group therapy) [39].

* After the onset of COVID-19 (April-May 2020), the average monthly utilization of telehealth services within the Medical University of South
Carolina’'s Women’s Reproductive Behavioral Health Program (which provides outpatient mental health and substance use treatment to pregnant and
postpartum women within obstetric practices) increased by 90% compared to the data prior to the pandemic [62].
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» Comparing delivery of telemental health servicesin New York (USA) before, during, and after the lockdown, there was atendency for adult patients
(n=1115, 21,131 sessions) to prefer telehealth compared to children (n=1374, 22,163 sessions) (P<.001). In this service, telehealth was implemented

inMarch 2020 (onset of lockdown) but patients returned to prefer face-to-face visitswhen in-person services resumed in May and June 2020 (X2=21.745,
P<.01) [49].

« Data were compared for the number of mental health consultation visits made by cancer patients face-to-face in April-September 2019 and both
face-to-face and virtually in April-September 2020. In 2020, the number of inpatient consultations (330 vs 623), referrals (127 vs 175), and outpatient
visits (448 vs 550) decreased. Of the outpatient visits, 359 were tel ephone contacts, 69 were video visits, and only 20 werein person [71].

» Datafrom the Veterans Health Administration (VHA), the largest integrated health care system in the United States, showed that before the pandemic
(October 2019 to February 2020), VHA had 1.5 to 1.8 million visits per month, of which 85% were in-person visits, 11% were by telephone, and 5%
were by video. The use of telepsychiatry increased with the pandemic, and in June 2020, there were 1.5 million visits, of which 19% werein person,
59% were by telephone, and 20% were by video [73].

Descriptive study

« During March 2020, alarge child psychiatry department registered an overall reduced number of study visits (645 vs 358) over a 1-month period,
with a shift toward phone and home-based telemental health (n=171 and n=160, respectively), compared to in-person visits (n=27) [76].

« |n the 2 weeks before the implementation of the “Addiction Telehealth Program” (ATP) in April 2020, which is atelephone-based program to reduce
treatment access barriers for people with substance use disorders staying at San Francisco’'s COVID-19 isolation and quarantine site, the program
received 10 callsfrom other health care providers, whereasin the 6 weeks after theimplementation (April 10-May 25, 2020), there were 59 consultations
for the isolation and quarantine site [60].

« Datafrom the Johnson Depression Center and the Steven A. Cohen Military Family Clinic at the University of Colorado Anschutz Medical Campus
showed that the change to telemental health helped reduce no-show rates from 11.4% (n=57) in the 2 weeks before the pandemic (March 2-13, 2020)
to 7.8% (n=38) after implementation of telehealth (March 30-April 10, 2020). In the following months (A pril-September 2020), the no-show rate was
stable, with arate between 5.5% and 8.5%, and a 26.2% increase in overall completed visits [61].

« During thefirst wave (March-September 2020), a psychosocial oncology servicein the United States continued to provide visitsthrough telepsychol ogy
for 93% of established patients (n=85), while 4 patients left the service and 2 patients preferred to wait for the reintroduction of face-to-face visits.
The service also received 263 new referrals and delivered a first visit for 50.6% (n=133), with 82% (n=109) as digital visits and 18% (n=24) as
face-to-face visits [63].

« In New York, atelephone-based model was implemented during the pandemic to continue to address substance use within emergency departments
(SBIRT program). In 13 weeks, there were 228 incoming calls, 190 outgoing calls, and 4 voicemails processed. Moreover, 108 (26%) calls were with
patients, 13 (3%) with family/friends, 224 (53%) with staff members, and 79 (19%) with treatment providers[47].

Survey/audit

« Of the 818 mental health care professionals in the United States who reported using telepsychiatry during the pandemic (April-May 2020), 500
(61%) used both video and tel ephone, 273 (33%) used only telephone, and 45 (6%) used only video. Among the advantages cited, flexible scheduling
or rescheduling, timely appointment starts, and lack or reduction of no-showswere reported. Among the raised concerns, there weretechnical difficulties
and difficult access to video platforms, forcing the provider and patient to conduct visits telephonically despite both parties preferring 2-way video
[44].

» A survey of psychologists showed that the use of telepsychology increased with the pandemic, compared to data prior to the pandemic (before
January 2020), from 7.07% (SD 14.86) to 85.53% (SD 29.24) of the total activity [68].

* In asurvey about the use of telepsychology, data showed that most therapists who already used telepsychology before COVID-19 reported an overall
increase in requests for therapy services from current patients (36.5%), whereas 41% of those who had started to use telepsychology during the
pandemic reported an overall decrease. Both groups reported a decrease in the number of requests from new clients (45% and 53%, respectively) [75].

Central and South America
Brazil
Descriptive study

« Inacommunity mental health servicein Brazil, telephone contact was possible for 61% of 154 treated patients, with 29% being advised face-to-face
visits through regular service attendance, and around 7% of service users were unable to be contacted, despite several attempts[74].

Chile
Before-after study

« During the early pandemic, alarge private academic health network implemented a new telemental health service. In Santiago, the number of visits
delivered during this period via telepsychiatry was comparable to the 24.7% of visits delivered in 2019 by the face-to-face service [40].

Dominican Republic
Descriptive study

« In Santo Domingo, a team of volunteers consisting of 598 psychologists and 70 psychiatrists provided tel ephone counseling during the pandemic.
In the period from March 25 to May 17, 2020, they conducted 6800 phone interventions [66].
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Discussion

Principal Findings

Our systematic review found that face-to-face delivery of mental
health serviceswas reduced at the start of the pandemic period,
with areduction in the total number of delivered visits and few
mental health services forced to close. To meet mental health
needs, the use of TMH rapidly increased across high-income
countriesand low- and middle-income countries at the beginning
of the pandemic, with amost complete virtualization of many
services by the end of the first year. To the best of our
knowledge, this is the first review that, using a preplanned
systematic approach, has collected quantitative reports on the
extent to which the COVID-19 pandemic impacted mental health
servicesinternationally. Moreover, in presenting findingswithin
the context of therelevant COVID-19 Stringency Index, service
changes can be understood in the context of how strict national
restrictions were throughout the pandemic.

At the beginning of the pandemic, TMH was increasingly
adopted by mental health services to overcome the challenges
related to COVID-19 restrictions, with a steep rise during the
confinement period and, in general, during periods when the
COVID-19 Stringency Index was higher. In some settings, this
implementation wasfollowed by agreater number of total health
care consultations than in previous years, when the only option
was face-to-face visits (eg, [34,52,55-58]). Moreover, it also
involved specific and specialist (tertiary) mental health service
provisions, such as emergency department or services dedicated
to postpartum women and patients with cancer. This adaptation
was essential to continue following up patients who may have
been considered at high risk or as avulnerable category during
the pandemic due to their specific conditions.

Thetransition to the use of TMH was reported across high- and
middle-income countries, but there were no studies from
low-income countries. TMH provision has great potential in
low-and middle-income countries due to large geographical
distances and limited availability of mental health services to
cover the population needs[85], combined with reduced health
system capacity during the COVID-19 pandemic [86]. However,
very few studies quantitively assessed the impact of the
COVID-19 pandemicin middle-income countries (Iran, Turkey,
Dominican Republic, India, China, and Brazil) and none
assessed the impact specifically in low-income or African
subcontinent countries. Thisis despite reports of the rollout of
TMH in African nationsto provide quicker and more extensive
access to mental health services [87]. Additionally, models of
servicetransformation in high-income countries may be difficult
to replicate or be less relevant in these settings [88]. Clearly,
guantitative data are needed to understand the impact of the
COVID-19 pandemic on mental health servicesand longer-term
changes, both positive and negative, inlow- and middlie-income
countries [89].

Although some services provided evidence of a gradual shift
back to face-to-face contact with areduction in the COVID-19
Stringency Index (eg, after theinitial lockdown period), virtual
delivery methods continued to be used more than in the
prepandemic period and, in some cases, remained the method
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for the majority of patients. This may not have been universal
across all servicesand may have varied with patient preferences
and specific characteristics. For example, aUS study found that
telehealth was | ess preferred for children after the confinement
period compared to adults due to difficulties delivering therapy
to them remotely [49]. Moreover, findingsindicated that TMH
was favored for psychiatric consultations and support services,
but lessfor psychotherapy in both adult and child services[49].
Thiswas despite the findings of arecent systematic review that
videoconferencing was an accessible and feasible modality for
therapy delivery to adult patients, with comparable levels of
therapeutic alliance between virtual and in - person therapy
[90]. Thisapparent discrepancy might be dueto the challenging
settingsthat cliniciansand patientsfaced using the newly created
TMH services during the pandemic, but it also suggeststhat the
problems might be remedied by providing training (for both
patientsand clinicians) in TMH to improve delivery of therapies
[15]. Clinicians' attitudestoward TMH may al so have an impact
on its implementation in daily practice. As shown in a recent
systematic review on barriersto and facilitators of TMH during
the pandemic, clinicians reported areduction in their ability to
devel op and maintain atherapeutic relationship during televisits
[91]. This aigns with prepandemic data that showed that
clinicians' perspectives on TMH can be a mgjor barrier to the
uptake of the virtual modality [92]. Other factors influencing
clinicians adoption of TMH include perceptions of how
effectively this can be delivered, fears that aspects of in-person
care may be missed in virtual encounters (eg, observation of
physical signs such as tremor, fidgeting, and anxiety), and
satisfaction with plans for handling clinical emergencies at a
distance [92,93]. Moreover, a survey conducted in Hong Kong
during the pandemic highlighted the need for mental health staff
to receive dedicated training on clinical, technological, and
program-specific aspects when providing TMH [94]. Thereis
well-established guidance on virtual consultations to support
health care professionalsin the pandemic [95-97]. Thisincludes
physical examination, risk assessment, and management of
emergency situations such as agitation/aggression, suicidality,
and domestic violence [98]. During the COVID-19 pandemic,
charities and other organizations reported an increase in cases
of domestic violence and provided guidance on the safe
assessment of domestic abuse during virtual contacts [99].
Although these recommendations may have been helpful to
guide staff through thefirst period of the pandemic, training for
clinicianswill be crucia to take advantage of TMH in standard
clinica care beyond the pandemic [15]. For example,
implementing telehealth as part of the formal training for
psychiatric residents has been proposed as an effective means
of developing these skills [100].

While TMH was implemented for most patients, there were a
small number of specific groups where it was not possible to
be used alone, and instead, ahybrid model was used, combining
face-to-face and digital strategies. This included services
providing treatment with clozapine or depot medication, and
electroconvulsive therapy. During the pandemic, such services
applied severa strategiesto reducetherisk of exposurefor these
patients (eg, increasing the timing between blood monitoring
for clozapine, new infection control measures, and socia
distancing) [101], but face-to-face contact could not be avoided
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completely. This highlighted that while teleassessment may
have similar advantages and disadvantages independently to
patient diagnoses, implementation of telemedicinein treatment
management will face different barriersin different diagnostic
groups. For instance, telemedicine has been typically used for
the treatment of some diagnoses, such as anxiety and eating
disorders[102,103], while programs addressing other diagnostic
groups are now emerging [104].

Duetofinancial barriers, digital literacy, and features of chronic
mental illness, areliance on TMH servicesis not feasible for a
minority of community patients [84]. Studies describing these
clinical groups report a higher prevalence of certain diagnoses
(eg, schizophreniaor schizoaffective disorder) [84], while others
indicated several barriers, such as lack of digital literacy or
confidence to make full use of a telephone, and lack of an
appropriate device or broadband required to connect with
clinicians [105]. In resource-limited settings during the
COVID-19 pandemic, mental health staff working for Médecins
Sans Frontiéres used audio-only platforms for 80% of TMH
care interventions [106]. Despite this, over half of the patients
were unreachable using these interventions, mainly dueto poor
network coverage, lack of communication devices, or lack of a
private space at home [106]. For these patients, specific
provision of a device or broadband might be necessary.
Investment in providing these resources will have to be balanced
at a country level against the costs associated with the
anticipated increase in mental health problems. Moreover,
appropriate training in TMH as well as the use of digital tools
specifically for patients may increase access to and acceptability
of virtua means. For instance, the DOORS (Digital
Opportunities for Outcomes in Recovery Services) program
provides an example of training to increase digital literacy and
confidence in patients with first-episode psychosis and serious
mental illness [104]. Such models will need to be devel oped
locally to match the needs of local populations and clinical
groups.

Limitations

Our study has some limitations. A systematic review relies on
the quality of the primary papers, and in this case, although we
found 55 articles on TMH, 19 were case reports or case series
presenting descriptive data on local services, with limited
generalizability. To address this, we grouped our findings
according to the country of origin, considering differences in
the local service structure, local needs, and stringency of
confinement measures during the pandemic. In addition, we
found limited reports on middle-income countries, and no reports
from the African subcontinent or from low-income countries.
Absent data do not represent evidence for the lack of
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effectiveness or feasibility, as services (such asthosein African
nations) may have implemented TMH without publishing
guantitative data. The lack of representation of low- and
middle-income countries in published health research is well
documented [107], but without data, it is difficult to assess the
impact of the pandemic on mental health servicesin these aress.
Since the literature on COVID-19 isgrowing at arapid pace, it
islikely that relevant articles have been published after our final
search and are therefore not included in our review. Finally, the
aim of our project wasto collect information about the changes
and difficulties that mental health services faced at the start of
the pandemic. Therefore, we limited the data collection to the
first year of the pandemic. Future studies should evaluate
whether these implementations will be confirmed or further
refined.

Conclusions

During sudden health emergencies or disasters, such as the
COVID-19 pandemic, mental health services cannot rely on
face-to-face activities to provide care to al patients. The
implementation of TMH has been demonstrated asfeasible and
widespread in different countries, allowing mental heath
servicesto continue the provision of essential care for patients,
even during times of extreme confinement. Although many
high-income countries and some middle-income countrieswere
able to transition mental health servicesto digital delivery, this
brought some challenges. While TMH was predominantly used
in the acute pandemic, some findings showed areduction in its
use with time. Further training and support will be needed to
maintain the benefits of TMH and to address barriers, such as
digital exclusion. The pandemic can be seen as an opportunity
to explore the benefits of TMH in enabling broader access to
high-quality psychiatric treatment in the longer term [108].
Telehealth delivery methods are not only useful tools for the
acute pandemic, but also have a role in addressing the
anticipated increase in mental health needs after theimmediate
disruption and in preparation for future emergencies [15].
However, specific subgroups of patients will likely need or
prefer face-to-face care, while others may not have access to
virtual means. A blended approach, combining in-person and
virtual modalities, that takes into consideration the needs,
preferences, and digital skills of patients may suit the future
development of mental health services, but this requiresfurther
investigation that considers acceptability to patients, carers, and
clinicians. Delivering effective and equitabl e blended approaches
will require confidence in using digital technologies, training,
and experience in all modalities [108,109] to ensure that the
benefits of TMH and associated eHealth technologies spark a
transformation that is sustained beyond the immediate crisis.
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Abstract

Background: Wait timesimpact patient satisfaction, trestment effectiveness, and the efficiency of care that the patients receive.
Wait time prediction in mental health is a complex task and is affected by the difficulty in predicting the required number of
treatment sessions for outpatients, high no-show rates, and the possibility of using group treatment sessions. The task of wait
time analysis becomes even more challenging if the input data haslow utility, which happens when the dataiis highly deidentified
by removing both direct and quasi identifiers.

Objective: Thefirst aim of this study was to develop machine learning models to predict the wait time from referral to the first
appointment for psychiatric outpatients by using real-time data. The second aim wasto enhance the performance of these predictive
models by utilizing the system’sknowledge while theinput datawere highly deidentified. Thethird aim wasto identify the factors
that drove long wait times, and the fourth aim was to build these models such that they were practical and easy-to-implement
(and therefore, attractive to care providers).

Methods: We analyzed retrospective highly deidentified administrative data from 8 outpatient clinics at Ontario Shores Centre
for Mental Health Sciences in Canada by using 6 machine learning methods to predict the first appointment wait time for new
outpatients. We used the system’s knowledge to mitigate the low utility of our data. The dataincluded 4187 patients who received
care through 30,342 appointments.

Results: The average wait time varied widely between different types of mental health clinics. For more than half of the clinics,
the average wait time was longer than 3 months. The number of scheduled appointments and the rate of no-shows varied widely
among clinics. Despite these variations, the random forest method provided the minimum root mean square error values for 4 of
the 8 clinics, and the second minimum root mean square error for the other 4 clinics. Utilizing the system’s knowledge increased
the utility of our highly deidentified data and improved the predictive power of the models.

Conclusions: The random forest method, enhanced with the system’s knowledge, provided reliable wait time predictions for
new outpatients, regardless of low utility of the highly deidentified input data and the high variation in wait times across different
clinicsand patient types. The priority system wasidentified asafactor that contributed to long wait times, and afast-track system
was suggested as a potential solution.

(JMIR Ment Health 2022;9(8):€38428) doi:10.2196/38428
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mental health care; outpatient clinics; wait time prediction; machine learning; random forest; system’s knowledge
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Introduction

Thelength and predictability of wait times areimportant factors
that impact patient satisfaction, treatment effectiveness, and the
efficiency of care that the patients receive. Providing patients
with accurate wait time predictions and informing them about
potential appointment delays increase the patients' satisfaction
level and enable care providers and staff members to manage
the patient flow more effectively and efficiently [1-3]. Lengthy
wait times are significantly associated with prognosis
deterioration in mental health care [4] and are associated with
higher rates of no-shows that adversely impact wait time
management. The issue of long wait timesisworsefor children
and youth with mental health problems, with some waiting as
long as 2.5 years[5].

A great deal of research has been conducted on wait time
prediction and identification of factors that drive lengthy wait
times in physical health care sectors, including emergency
departments [6], maternity emergency rooms [7], radiology
departments[ 3], and oncology departments[8]. Thesewait time
prediction models are usually developed for systemsin which
careis provided during asingle visit to a care provider and the
care is provided to patients individually. In contrast, mental
health care is offered in a different context: the care is usually
provided through multiple consecutive visits, the number of
which is not necessarily known at the beginning of treatment,
and the care can be provided to agroup of patients, asin group
consultation sessions. In addition, the psychiatric clinics also
face a high rate of no-shows that make the task of wait time
prediction even more difficult. Because of these intrinsic
differences in the care provided for patients with physical
problems and psychiatric patients, the wait time models
devel oped for physical care cannot be readily used in the context
of psychiatric care.

The task of predicting wait times becomes even more
challenging when the available data are highly deidentified, that
is, al direct identifiers (such as name, address, license plate)
and quasi identifiers (such as gender, date of birth, zip code)
are removed. Although it is a common practice to deidentify
research data by removing the direct identifiers, the removal of
quasi identifiers makes highly deidentified data more attractive
from the privacy point of view, but at the same time, it
compromises the utility of the information in the data that can
otherwise be used to analyze and improve the system [9,10].

We use state-of-the-art machine learning (ML) methods to
predict outpatient wait times at atertiary mental health hospital
by using real-time highly deidentified data. In addition, we use
these models to identify key factors that drive the wait times.
ML methods are sophisticated tools that can capture hidden
patterns in large and imperfect data more effectively than
conventional linear regression methods. ML methods are
resistant to noise in the data and they quickly adapt to
operational changesin wait time management processes without
human supervision [11-14]. ML methods have been widely used
inthe mental health care sector for diagnosis[15-18], prognosis
[19-22], treatment [23-25], and other medical purposes. A few
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literature review papers provide systematic surveys of these
papers [26-29]. However, to the best of our knowledge, ML
methods have not yet been applied to provide wait time
prediction in the mental health care sector, although other health
care sectors have benefitted from these sophisticated methods
in their waiting list management.

A system’s knowledge is obtained through systems thinking,
which is defined as seeing the rel ationship among components
(rather than seeing the componentsindividually) and observing
the patterns of change (rather than static “snapshots’) [30]. In
the context of an emergency department, it has been shown that
ML models provide more accurate wait time predictions when
they are enhanced with the system’s knowledge in the presence
of quasi identifiers such as age and gender [31]. We obtain and
use the system’s knowledge to enhance the predictive power of
our ML modelsin the absence of quasi identifiers.

The first objective of this study was to develop 6 ML methods
(namely, linear regression, random forest, weighted k-nearest
neighbors, support vector machine, neural network, and decision
tree) for real-time prediction of wait time for new outpatients
in 8 outpatient clinics in Ontario Shores Centre for Mental
Health Sciences (Ontario Shores) in Ontario, Canada. The
second objective was to enhance the predictive power of ML
models by using the system’s knowledge while having highly
deidentified input data. Thethird objectivewasto assessvariable
importance to understand what factors drove long wait times.
The fourth objective was to develop models such that care
providers could understand and use them relatively easily
without the need for background knowledge on ML modelsand
their implementation.

Methods

Data Source and Data Preparation

In this research, we used highly deidentified retrospective
administrative data from Ontario Shores to build ML models
for predicting new outpatients’ wait times. Our focus wason 8
outpatient clinics, namely, Anxiety and Mood Disorders (AMD)
Clinic, Traumatic Stress Clinic, Borderline Personality
Self-Regulation Clinic, Women's Clinic, Prompt Care Clinic,
Prompt AMD, Prompt Transitional Aged Youth, and Prompt
Adolescent Consultation. Our dataincluded 4998 patientswhose
first appointment was between April 1, 2017 and September
30, 2019 (both daysinclusive). We excluded 30 (0.6%) patients
because of missing referral dates. Selection of patients based
on the date of their first appointment, rather than their referral
date, had caused aselection biasin favor of 2 groups of patients:
(1) those who had longer wait times among patients whose
referral date was just before April 1, 2017 and (2) those who
had shorter wait times among patients whose referral date was
just before September 30, 2019. To address this selection bias,
we removed all patients whose referral date was before April
1, 2017, and for each clinic, we removed all patients whose
referral date was after September 30, 2019 minus the 80th
percentile of the wait times in that specific clinic. After
removing the biased data, we were left with 4187 referral entries.
Table 1 shows the breakdown of patient count by clinic.
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Table 1. Summary statistics of patients' wait time across different clinics (N=4187).

Clinic Patients (n) Mean (SD) days Median days
Anxiety and Mood Disorders Clinic 298 98.08 (105.71) 64
Traumatic Stress Clinic 203 173.85(113.58) 165
Borderline Personality Self-Regulation Clinic 181 107.42 (60.33) 112
Women's Clinic 155 80.19 (47.08) 75

Prompt Care Clinic 2338 29.05 (23.90) 21

Prompt Anxiety and Mood Disorders Consultation 436 186.42 (138.16) 205.5
Prompt Transitional Aged Youth Consultation 402 54.5 (45.77) 37

Prompt Adolescent Consultation 174 97.14 (57.17) 90.5

Variables

Outcome Variable

We aimed to predict the wait time, defined as the time from
referral to the first appointment.

Predictor Variables Included in Our Data Set

Relevant variables for each patient were selected from the
electronic health record. The medical variablesincluded referral
date, triage date, priority level (low, medium, and high)
designated at triage, al appointment dates, status of each
appointment (attended, no-show, and cancelled), and possible
status changes while waiting or receiving care.

Engineered Predictor Variables

To better understand how our 8 clinics provided care to their
patients, we had monthly feedback sessions with the care
providers. In these sessions, components of the care system
were identified and their interactions were outlined. Figure 1
presents a schematic view of the care processes at our clinics
of interest. At first, care providers (usually family doctors) sent
referralsto Ontario Shores. Then, atriage clinician assessed the
patients and made intake decisions (accept or decline). Accepted
patients entered the wait list associated with each clinic and
remained there until the first appointment with their clinician.
The outcome variable, wait time, was actually the wait time of

Figurel. A schematic view of an outpatient receiving mental health care.

Referral Triage 1st appointment

the primary queue, as presented in Figure 1. Primary queue
patients who were ahead of the new arrival directly impacted
the new patient's wait time. Understanding how the system
worked led us to understand that although follow-up queues
were downstream to the primary queue, they also indirectly
impacted the wait time of the new patients. Thisindirect impact
happened because the follow-up queues utilized the same
resources (clinicians) that the primary queue utilized. Therefore,
the new patient’s wait time depended on how much of the
resource capacity was utilized by the follow-up queues. Another
important output from our systems analysis discussions was
that the clinics had utilizations close to 100%, which meant all
of the care capacity offered by the clinics were assigned to
patients. Thishel ped usto approximate the offered care capacity
by adding up the provided care. Obtaining the system’s
knowledge led usto define and measure the following predi ctor
variables: (1) number of patients from each priority level in
primary and follow-up queues, (2) the accumulative wait time
of patients from each priority level who were in follow-up
gueues, (3) the accumulative amount of service (treatment) that
patients from each priority level in follow-up queues (note that
the amount of service received in the primary queue is zero)
had already received, (4) the accumulative amount of time
patients from each priority level had already spent in follow-up
gueues, and (5) the total care capacity during 30-, 60-, and
90-day time windows just before the referral date.

2nd appointment Nth appointment

\ J\

|

Primary queue

Missing Values

Some patients were missing their designated priority level at
triage. However, those patients had a priority designated to them
at alater date (possibly owing to re-evaluations while waiting).
If apriority level at triage was missing, we replaced that with
the priority level designated at the closest date after triage.

Dimensionality Reduction

High dimensionality, that is, having too many variables in a
model, may cause many complications, including overfitting
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and producing a higher sampling variance (ie, sensitivity to
small fluctuations in the training set) [32-34]. We reduced the
dimensionality of our data by selecting a subset of variables
(and discarding the rest) while retaining as much information
as possible from all variables. We kept al of the medical
variables, and among variables obtained from systemsanalysis,
we cal cul ated the pairwise Pearson correl ation and removed the
redundant information if the correlation was larger than 90%,
asin[35].
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Outliers

We used the generalized extreme studentized deviate method
to identify the outliers [36]. This method iteratively appliesthe
generalized extreme studentized deviate test and progressively
evaluates anomalies by removing potentia outliers and
recalculating the test statistic and the associated critical value.
The procedure continues until all outliers are identified.

ML Methods

I mplementation

We examined 6 different ML methods, namely, linear
regression, random forest, weighted k-nearest neighbors, support
vector machine, neural network, and decision tree[11]. We used
R version 4.0.2 (2020-06-22) and developed all our predictive
models in the tidymodels ecosystem of packages [37]. The
tidymodels ecosystem was used to streamline the modeling
procedure and to avoid coding variations caused by using
separate packagesfor each ML tool. Streamlining the modeling
procedure simplified the implementation and debugging steps
and therefore made the model smorelikely to be used by Ontario
Shores.

Tuning and Evaluation

For each of the ML modeling approaches, there were multiple
hyperparameters that we needed to tune to make sure that the
obtained output was the best (or close-to-best) possible from
that model. To obtain good models and to avoid overfitting,
data for each clinic were randomly divided into training (75%
of the data) and testing (the remaining 25%) sets. First, we
applied the L atin hypercube sampling method [ 38] to create the
search grid within the range of values of each hyperparameter.
Then, we selected the best value for each hyperparameter by
conducting an exhaustive grid search using the 10-fold
cross-validation method. As our outcome variable, wait time,
was continuous, we used the root mean square error (RMSE)
to compare the performance of different models.

Rastpour & McGregor

Ethics Approval

This study was approved by the Research Ethics Boards at
Ontario Tech University (15596) and Ontario Shores
(19-009-D).

Results

Summary Statistics

The summary statistics of our datafor different clinicsare shown
in Table 1. The average wait time widely varied between the
clinics from 29 days for Prompt Care Clinic to 186 days for
Prompt AMD Consultation. For more than half of the clinics,
the average wait time was longer than 3 months. We also
calculated the median wait times, which varied between 21 days
for Prompt Care Clinic and 205.5 days for Prompt AMD
consultation, and confirmed long wait times. Our data also
showed large standard deviation values, which varied between
23.9 days for Prompt Care Clinic and 138.16 days for Prompt
AMD consultation. Having a high variation among patients
wait times made it difficult for both care providers and patients
to be able to plan ahead.

The summary statistics of the appointments across different
clinics are shown in Table 2. In total, the data set included
30,342 appointments out of which 4862 (16%) were no-shows.
The number of scheduled appointments widely varied among
clinics, from 307 appointments for Prompt Adolescent
Consultation to 10,506 appointments for Borderline Personality
Self-Regulation Clinic. The proportion of no-shows also widely
varied across different clinics, from 2.9% (17/584) for Prompt
AMD and Transitional Aged Youth Clinicsto 22.2% (623/2804)
for Women'’s Clinic. Figure 2 shows the average wait time and
95% ClI of all patients stratified by the priority level and clinic.
Thisfigureillustrates that low-priority patients had the longest
wait time in al clinics, except for the Women’s Clinic, where
the medium-priority patients had the longest average wait time.

Table 2. Summary statistics of al the appointments and no-show appointments per patient across clinics.

Clinic All appointments (N=30,342) No-show appointments (n=4862)
Patients (n) Mean (SD) Median  Petients,n(%) Mean (SD) Median

Anxiety and Mood Disorders Clinic 6830 21.68 (23.03) 17 1431(20.9)  4.54(6.84) 2
Traumatic Stress Clinic 5617 27.27 (16.08) 26 1148 (204) 557 (5.30) 4
Borderline Personality Self-Regulation Clinic 10,506 57.73 (50.18) 425 1453 (13.8) 7.98 (7.71) 5
Women's Clinic 2804 17.97 (14.53) 175 623 (22.2) 3.99 (5.16) 2
Prompt Care Clinic 3167 1.34(0.8) 1 158 (4.9) 0.07 (0.32) 0
Prompt Anxiety and Mood Disorders Consultation 584 1.08 (0.28) 1 17 (2.9) 0.03 (0.19) 0
Prompt Transitional Aged Youth Consultation 527 1.05(0.22) 1 14 (2.6) 0.03 (0.18) 0
Prompt Adolescent Consultation 307 1.74 (2.3) 1 18 (5.8) 0.10 (0.37) 0

https://mental .jmir.org/2022/8/e38428

JMIR Ment Health 2022 | vol. 9 | iss. 8 | €38428 | p.190
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

Figure2. Themean wait timewith 95% confidenceinterval by priority level and clinic. AMD: Anxiety and Mood Disorders; BP: Borderline Personality;

Consult.: Consultation; TAY: Transitional Aged Youth.
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Model Performance

We first applied our dimensionality reduction approach to the
training set. Variables introduced in the section “Engineered
Predictor Variables” appeared to contain similar information.
We dropped all of them except for “Number of patients from
each priority level in primary and follow-up queues.” We used
these variables along with variables introduced in the section
“Predictor Variables Included in Our Data Set” to build our ML
models. Table 3 displays the best RM SE values obtained from
each of the modelsfor each of the clinicswhen weincluded the
engineered predictors. For each clinic (ie, each row), the best
performing method is italicized. As different clinics followed
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different operational schemesand their wait times had different
profiles, there was not a single ML modd that outperformed
all of the rest across al clinics. However, the random forest
method appeared to be the most promising method asit provided
the minimum RM SE values for 4 (out of the 8 clinics) and the
second minimum RMSE for the other 4 clinics. It is notable
that the linear regression method, regardless of its simplicity,
outperformed other ML methods at some clinics such as
Women’s Clinic. This can be attributed to the existence of linear
patterns in the data [39], having small sample sizes [40], and
the fact that the grid search method provides an optimal
combination of the selected subset of hyperparameter values,
but it cannot guarantee the global optimality of the output [13].

Table 3. Comparison of the root mean square error of different machine learning methods®.

Clinic Linear regress  Random forest K-nearest  Supportvec- Neura net- Decisiontree
sion neighbors  tor machine  work

Anxiety and Mood Disorders Clinic 66.88 49.89 70.37 52.64 83.44 50.65
Traumatic Stress Clinic 94.02 93.54 98.95 86.6 108.36 102.71
Borderline Personality Self-Regulation Clinic 50 49.47 51.94 50.61 61.98 56.16
Women's Clinic 33.45 36.16 42 39.63 46.93 56.73
Prompt Care Clinic 19.04 16.49 16.83 17.13 16.87 17.13
Prompt Anxiety and Mood Disorders Consultation 121.25 119.6 125.64 117.83 142.53 131.28
Prompt Transitional Aged Youth Consultation 29.82 26.19 26.3 23.56 28.92 28.34
Prompt Adolescent Consultation 204 18.04 318 19.13 26.6 20.84

For each clinic (ie, each row), the best performing method isitalicized.

Hyperparameter Tuning

Table 4 displaysthelist of hyperparametersthat we used to tune
each of the ML methods, the range of values for each
hyperparameter, and the selected values for the AMD clinic.
The selected values varied across clinics.

https://mental .jmir.org/2022/8/e38428
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Table 5 displays the selected values of the random forest
hyperparameters across different clinics. For some settings, the
neural network method with 1 hidden layer could be the same
asthelinear regression method [12]; to avoid duplications, we
did not consider such settings for the neural network method.
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Table 4. Hyperparameters used for tuning the machine learning methods and their selected values for the Anxiety and Mood Disorders Clinic.

Machine learning method, parameter Range Selected value Explanation
Linear regression N/A2 N/A N/A
Random forest
mtry 1to20 16 Number of predictors at each split
min_n 2t040 14 Minimum node size
K-nearest neighbors
neighbors 1to15 13 Number of neighbors to consider
dist_power 0.1lto2 021 Minkowski distance parameter
weight_func _b Rectangular Kernel function for weighting sample distribution
Support vector machine
cost 27104425 2231 The cost of wrong predictions
rbf_sigma 1090 10° 107176 Radial basis function parameter
margin 0t00.2 0.11 Epsilon for support vector machineinsensitive loss function
Neural network
hidden_units 1to10 9 Number of unitsin the hidden model
penalty 1090 10° 107039 Amount of weight decay
epochs 10 to 10° 993 Number of training iterations
Decision tree
cost_complexity 1090 1071 107802 Cost/complexity parameters
tree_depth 1to15 3 Maximum depth of the tree
min_n 2t040 17 Minimum node size

3N/A: not applicable.

Btriwei ght, triangular, rectangular, rank, optimal, inv, gaussian, epanechnikov, cos, biweight.

Table 5. Hyperparameters of the random forest method across different clinics.

Count of splitting variables

Count of trees Minimal node size

Clinic

Anxiety and Mood Disorders Clinic 16
Traumatic Stress Clinic 17
Borderline Personality Self-Regulation Clinic 2
Women's Clinic 17
Prompt Care Clinic 17
Prompt Anxiety and Mood Disorders Consultation 19
Prompt Transitional Aged Youth Consultation 11
Prompt Adolescent Consultation 11

1000 14
1000 29
1000 31
1000 39
1000 39
1000 30
1000 10
1000 10

Variable Importance

The random forest method provides measures of importance
for predictor variables. These measures of importance help the
user to identify variablesthat have the most and the least impacts
on the outcome variable. Figure 3 displays the importance of
predictor variables, measured by impurity (variance of the
responses) at the AMD Clinic. The rankings of the importance
of predictor variables were similar to those shown in Figure 3
at other clinics. According to Figure 3, priorityUpdate,

https://mental .jmir.org/2022/8/e38428

RenderX

countCurrentlylnService, and queueSize were the most
influential variables. In our models, priorityUpdate variables
denoted the last priority assigned to each patient,
countCurrentlylnService variables denoted how many patients
of different priority levels were currently receiving service (ie,
werein thefollow-up queues) at thereferral time, and queueSze
variables denoted how many patients of different priority levels
were waiting in the primary queue at the referral time. The
seasonality variables did not play important roles in wait time
prediction.

JMIR Ment Health 2022 | vol. 9 | iss. 8 | €38428 | p.192
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

Rastpour & McGregor

Figure 3. Importance of the predictor variables, measured by impurity (variance of the responses), at the Anxiety and Mood Disorders Clinic.
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Discussion

Current State

Although operations management and ML tools have been
widely used in different sectors of care for physical diseasesto
improve the waiting list management, there has not been such
studies in the mental health care sector. Previous research has
demonstrated positive effects of operational and policy
improvements that have taken place to improve the wait list
management in physical health care, for example, cancer care
[41]. In 2015, the Canadian Wait Time Alliance [42] reported
that although there had been significant progress in the wait
time management in 5 areas of focusin the 2004 Health Accord
(hip and knee replacement, cataract, bypass surgery, radiation
therapy, and diagnostic imaging), mental health care struggled
with long waiting times and required immediate attention
nationwide. That report also outlined that universal measures

https://mental .jmir.org/2022/8/€38428

RenderX

26405  4e+05  6e+05

Importance

did not even exist to track access to psychiatric care across the
country. Loebach and Ayoubzadeh [43] compared the waiting
times for psychiatric patients and patients with physical
problems in the province of Ontario, Canada, and concluded
that while the former group often ended up waiting beyond the
target waiting times specified by the province, the latter group
often received their treatments within the target time window.

No-show Rates

In addition to adverse impacts that long wait times have on
patients' health conditions, they also cause higher no-show rates
that cause operational complications for health care managers
[44,45]. The no-show rate may depend on factors such as wait
time and quality of care and may vary between 5% and 80% in
different health care sectors [44,45]. Figure 4 illustrates the
positive correlation between longer wait times and higher
no-show rates in our data, which indicates that shortening wait
times may decrease the no-show rates as well.
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Figure 4. Correlation between no-show appointments and wait times. AMD: Anxiety and Mood Disorders; BP: Borderline Personality; Consult.:

Consultation; MH: Mental Health; TAY: Transitional Aged Youth.
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Random Forest M ethod

In this research, we applied 6 different ML methods to predict
wait timesin mental health care and to identify factorsthat drive
the long wait times. The input data were highly deidentified,
which limited the data utility. The random forest method
enhanced by the system’s knowledge turned out to be the most
promising method. The good performance of this model could
be attributed to some appealing computational features of the
random forest method, including its low sensitivity to outliers
and its ability in capturing complex interactions between
predictor variables[46]. From apractical point of view, another
appealing feature of the random forest method isits relatively
low sengitivity to parameter tuning [46]. |dentifying the random
forest method as a superior ML method to predict wait timesis
consistent with findings of [47] that identify this method asthe
most accurate method to calculate the probability of waiting
more than 1 day before receiving treatment for patients with
opioid use disorder.

Managerial Insights

The impurity measure of variable importance, which was the
basisfor ranking predictive variablesin Figure 3, indicates that
the total amount of increase in the mean square error of the
model output resulted from a random permutation of each
variable in the test set. According to Figure 3, the long wait
times can be attributed to the usage of the priority system in
assigning the care resources to patients. In priority systems,
low-priority patients are preceded by patients from higher
priority levels and may end up waiting an extended period of
time to receive a relatively simple treatment. It is likely that
during their long wait times, low-priority patients are changed
to higher-priority patients owing to condition deterioration. This
phenomenon has been observed in other health care sectors,
and using the “fast-track” system for low-priority patients has
been suggested as a potentia solution [48-50]. In a fast-track
system, the waiting line is broken into 2 separate lines: one for
low-priority patients and onefor patientswith higher priorities.
One potential advantage of this approach is that because of the
simpler nature of care required by low-priority patients, they
can be attended by “lesstrained” clinicians, freeing up the
“more-trained” cliniciansfor patientswith more complex needs.
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One potential disadvantage of the fast-track system is that the
improvement in waiting time of low-priority patients may come
at the cost of longer wait timesfor patientswith higher priorities.

Limitations

Small sample sizes coupled with very large variations within
wait times of each clinic imposed the main limitation in this
study. There was also a significant difference between the wait
time profiles of clinics such that the generalized modelsfor all
clinics performed poorly in comparison to modelsfor individual
clinics. In addition, thefollowing approximations also impacted
the accuracy of model predictions.

1. Care Resource Capacity Limitation: There was no access
to the real capacity offered to patients at each clinic at a
given day and therefore, we created proxy variables to
approximate the capacity.

Group Meeting Limitation: Of the clinicsthat we reviewed
within Ontario Shores, the AMD, Traumatic Stress,
Borderline Personality Self-Regulation, and Women's
clinics provided care through group meetings where
multiple patients attend at the same time. The dynamics of
group visitsin clinics that provide group treatments were
not clear and therefore, we could not explicitly capture the
potential impacts of these treatments on wait times.

Conclusion

In this study, we used retrospective highly deidentified
administrative data from 8 clinics at Ontario Shores to build 6
different ML models to predict wait times. We enhanced our
models by system knowledge to mitigate the limiting impact of
deidentification on our data utility. The data included 4187
patients who received care through 30,342 appointments. The
random forest method provided the minimum RM SE valuesfor
4 of the 8 clinics and the second minimum RM SE for the other
4 clinics. The priority system was identified as a factor that
contributed to long wait times, and a fast-track system was
suggested as a potential solution. Despite the challenges with
thewait time source data, this research provided Ontario Shores
with a deeper understanding of the extent of and contributors
to their wait times on a clinic-by-clinic basis. This research
provided Ontario Shores with information and knowledge to
pursue quality improvement initiatives to reduce wait times.
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