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Abstract

Background: Internet-based interventions promise to enhance the accessibility of mental health care for a greater number of
people and in more remote places. Their effectiveness has been shown for the prevention and treatment of various mental disorders.
However, their potential when delivered as add-on to conventional treatment (ie, blended care) is less clear.

Objective: Theaim of this study isto study the effectiveness of an internet intervention (ASCENSO) implemented in addition
to face-to-face treatment as usua (TAU) for depression.

Methods: A 2-arm, parallel-group, randomized controlled trial was conducted in an outpatient private mental health care center
in Chile. In all, 167 adults, diagnosed with major depressive disorder, without severe comorbidities, and with internet access,
were included. Eighty-four participants were assigned to the intervention group and received medical and psychological TAU
from the mental health center plus access to the ASCENSO online platform. The control group (n=83) received only TAU. The
ASCENSO platform includes psycho-educational information, depressive symptom monitoring and feedback, and managing
emergencies based on the principles of cognitive behavioral therapy. Emergency management was mental health provider—assisted.
TAU includes access to primary care physicians and psychiatrists, to a brief individual psychotherapy, and to medication when
needed. The baseline questionnaires were administered in person, and 6- and 9-months assessments were conducted online.
Depression symptoms and quality of life were measured by self-administered questionnaires, and treatment adherence was
determined viathe Mental Health Center’sinternal records. The usage of ASCENSO was assessed by server logs. Reduction on
depressive symptomatol ogy was considered asthe primary outcome of theintervention and quality of life asasecondary outcome.
Results: Of the 84 participantsin theintervention group, 5 participants (6%) never accessed the online platform. Of the remaining
79 participants who accessed ASCENSO, 1 (1%, 1/79) did not answer any of the symptom questionnaire, and most participants
(72/79, 91%) answered the monitoring questionnaires irregularly. The ASCENSO intervention implemented in addition to
face-to-face care did not improve the outcome of the usual care delivered at the mental health center, either in terms of reduction
of depressive symptoms (F, go5,= 0.48; P=.62) or in the improvement of quality of life (EQ-5D-3L: F,476=0.24; P=.79 and
EQ-VAS: F,4570= 0.13; P=.88). In contrast, for the primary (F,gs0,=78.25; P<.001) and secondary outcomes (EQ-5D-3L.:
F21067=37.87, EQ-VAS: F; 4390= 51.69; P<.001) in both groups, there was an improvement from baseline to 6 months (P<.001),
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but there was no change at 9 months. In addition, no effects on adherence to or use of TAU were found. Finally, the dropout rate
for the face-to-face treatment component was 54% (45/84) for the intervention group versus 39% (32/83) for the control group

(P=.07).

Conclusions: The fact that the adjunctive access to ASCENSO did not improve outcome could be due to both the rather high
effectiveness of TAU and to patients' limited use of the online platform.

Trial Registration:

(IMIR Ment Health 2021;8(12):€26814) doi:10.2196/26814

Clinical Trials.gov NCT03093467; https://clinicaltrials.gov/ct2/show/NCT03093467

KEYWORDS
depression; e-mental health; blended care; internet

Introduction

Background

Depression is one of the most prevalent health problems and
the leading cause of disability worldwide [1]. In Chile, the
prevalence of this pathology is among the highest
internationally. According to data provided by the National
Health Survey 2016-2017 conducted by the Chilean Ministry
of Health, 15.8% of the general population over 18 reported
having experienced depressive symptoms in the past year [2].
Despite the high prevalence of depression and the costsimplied
for the health systems, a relevant percentage of those suffering
from depression do not access treatment. The barriers to
accessing effective mental health treatment include individual
factors. For example, help-seeking behavior is influenced by
the willingnessto disclose problems, fear of stigma[3], lack of
timefor treatment, and sociocultural characteristics. Moreover,
barriersregarding providersinfluence accessto treatment, such
as scarce screening and diagnose of mood and anxiety disorders
within the primary care health setting. Finally, systemic factors,
such as the availability of effective treatment, have also been
reported to constitute a barrier to accessing mental health
treatment [4,5].

The high depression prevalence, its complexity and chronicity
[6], and the low rates of treatment access [4] have led to the
design and implementation of comprehensive management
strategies for the disorder [7-10] including interventions based
on information and communication technologies [11].

Internet cognitive therapy (1CT)—based programs often include
interactive elements, self-report guestionnaires,
psycho-education through audio-visual media, and different
types of exercises, such as problem solving, recognizing and
challenging dysfunctional thinking, activity planning, and
behavioral experiments[12,13].

Over the past two decades, many studies have pointed to the
effectiveness of |CT-based interventions for the reduction of
depressive symptoms [11,14]. Most studies investigated
self-management interventions based on internet cognitive
behavior therapy (iCBT) with or without clinical guidance that
were mostly used as stand-aloneinterventions (ie, independent
of conventional face-to-facetreatment). A recent meta-analysis
based on 32 studies reported a pooled effect size of g=0.67 for
the reduction of the depressive symptomatology of iCBT [14].
Nevertheless, most of the included studies addressed
self-selected individuals with mild to moderate symptoms and

https://mental.jmir.org/2021/12/€26814

mostly recruited online and outside of clinical settings. It is
possiblethat theseindividual s differ from those who participate
in traditional face-to-face therapies [15], which limits the
generalizability of these results.

Another limitation of the available evidenceis based on the fact
that the majority of trials compared stand-alone iCBT against
aweak comparator (ie, wait-list control groups). Furthermore,
the comparisons against usual care or active interventions (eg,
bibliotherapy) has shown mixed results, someindicating asmall
[14] or nonsignificant effect [16], whereas others studies
conclude that iCBT could be as effective as face-to-face
treatment [17-19]. However, there is still a clear lack of
high-quality trials addressing this question in clinical samples
in which iCBT is tested against evidence-based individual
psychotherapy.

In addition to further investigating the potential of such
stand-alone interventions, it is considered highly relevant from
a service research perspective to investigate to what extent the
additional use of ICT-based interventions parald to
conventional face-to-face treatment (ie, blended treatment
approaches) may improve depression care. Blended care refers
to a combination of online and face-to-face therapy [20].
Blended interventions can have two different objectives: onthe
one hand, they can aim at increasing the efficiency of treatment
by reducing timein the face-to-face setting instead of delivering
parts of thetreatment vialCT (ie, the assumption isthat similar
outcomes can be achieved with less face-to-face treatment and
therefore at a lower cost) [21]; on the other hand, blended
interventions can aim at increasing the effectiveness of treatment
by adding adjunctive ICT-based tools to regular face-to-face
treatment (ie, the assumption is that the combined treatment
will result in improved outcomes) [20,22].

Four recent randomized controlled trials (RCTs) investigated
the effectiveness of blended care for depression but showed
inconsistent results. Two trialsreported statistically significant,
medium effect sizes of blended treatment in both inpatient [23]
and outpatient settings [24]. These 2 studies included German
participants and used the web-based self-help program,
Deprexis, for 12 weeks. This program consisted of 10 main
modules plus an introductory and a summary module based on
cognitive-behavioral  techniques, positive  psychology,
emotion-focused therapy, and dream work. In contrast, 2 other
trials found no [25] or only small effects [26] of adding an
adjunctive computerized iCBT to face-to-face primary care.
Both of thesetrialsincluded European outpatient samples (UK
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and German patients) and used the MoodGY M, a web-based
CBT program for depression, which consists of 5 interactive
modules that are made avail able sequentially on aweekly basis
with a6-week total duration. Additionally, Gilbody, et a’s[25]
3-group study design allowed for the assessment of an adjunctive
iCBT intervention using the Beating the Blues program, which
is an interactive, multimedia, computerized CBT package
comprising a 15-minute introductory video followed by 8
therapy sessions. The program is entirely online, and there is
no interaction with clinicians or individualized feedback on the
computer sessions[25]. It is possible that the lack of consistent
results among the mentioned studies is due to the diverse
samples (inpatients might have more severe symptoms than
outpatients) and the different types and durations of the digital
intervention program used.

In addition, a large naturalistic study reported that blended
interventions for depression and anxiety did not result in
improved outcomes and were even associated with longer
treatment duration and more costs than was outpatient treatment
alone[27].

Study Objective

In this paper, we report on the first RCT on blended care for
depression in Latin America where research on |CT-based
interventionsis still considered to bein aninitial stage[28,29].
In Chile, thefirst internet-based program for depression, called
ASCENSO (based on the acronyms of its Spanish name: Apoyo,
Seguimiento y Cuidado de Enfermedades a partir de Sistemas
Operativos) was developed and evaluated in a feasibility and
acceptance study in 2015 [30].

The main purpose of the present study was to evaluate the
effectiveness of a blended treatment approach (ie, ASCENSO
offered as adjunctive intervention to depression treatment as
usual [TAU] for adult patients) compared to TAU alone.

Based on the high rates of acceptance and satisfaction among
patients who actively used the ASCENSO program as well as
their recognition of the program as a form of company and a
source of help that complements their treatment as reported in
the pilot study [30], we hypothesized that the intervention group
(IG) would show higher adherence to TAU and a significant
decrease in depressive symptoms over time when compared to
the control group (CG).

Methods

Trial Design

This 2-arm parallel-group RCT compared standard face-to-face
psychotherapy plus medication for patients with depression
(TAU) with the blended treatment approach, including TAU
plus ASCENSO, as a superiority trial. Assessments in both
conditions were conducted at baseline (T1), at 6 months (T2),
and after 9 months (T3).

Recruitment, Randomization, and Blinding

Recruitment occurred from May 2017 to February 2019, the
study was short 5 participants of the estimated sample size.
Recruitment was stopped dueto study timelines (once 9-month
follow-up assessment was compl eted) and budget constraints.

https://mental.jmir.org/2021/12/€26814
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Patients seeking treatment for depression at a private,
university-affiliated clinical and research mental heath care
facility in Santiago, Chile, were invited by aresearch assistant
to join the study (offline recruitment).

Inclusion criteria were age between 18 and 64 years, aclinical
diagnosis of a current major depressive episode by a staff
psychiatrist or mental health—trained physician according to the
International Classification of Diseases confirmed by the
Spanish Version of the Mini International Neuropsychiatric
Interview (MINI) [31], and internet access. Exclusion criteria
were aprevious suicide attempt (past 10 years); hospitalizations
associated with a major depressive disorder (MDD) diagnosis;
psychotic episodes; bipolar affective disorder; severe cognitive
disability; drug abuse or dependence; antisocial, schizotypal,
or borderline personality disorder; serious medical illness; and
insufficiency in the Spanish language. Participants were
randomized either to the CG receiving psychiatric or
psychological TAU or to the |G receiving TAU plus access to
ASCENSO. Randomization was balanced, based on a
permutated block design, and stratified by MDD episode (first
versus 2 or more episodes). The randomization alocation
sequence was computer generated and was sent to the research
assistant after the participant signed the informed consent.
Patients did not receive any incentive or compensation for
participating in the study.

Given the design of the study, participants knew to which study
group they belonged. In order to avoid potential bias, physicians
and psychotherapists were unaware of the group assignment at
the beginning of TAU, but they could access this information
if participants decided to disclose this information during
sessions (for example, by sharing results of the monitoring).
Researchers were also unaware of the group assignment (IG vs
CG) at the time of anayzing the primary and secondary
outcomes of the study. However, when the use of the online
platform was being analyzed, thisinformation was transparent.

Interventions

TAU includesthe servicestypically provided to patientsreferred
by private health insurance companies, within the framework
of health difficulties that are covered by Explicit Health
Guaranteesfor Chileans. The benefits are defined by the health
authority in a minimum and common package for public and
private providers.

The TAU delivered is based on the national clinical guideline
for the treatment of depression inindividuals age 15 years and
older [32]. This indicates the need for nonpharmacological
treatment for mild depression and a combination of
pharmacological and nonpharmacological treatment for
moderate and severe depression. In addition, it indicates
follow-up actions for 6 months once the symptomatic decrease
or remission is confirmed at 12 weeks of treatment.

In the case of a major depressive episode diagnosis, benefits
include monthly carewith amental health-trained primary care
physician or apsychiatrist for more severeclinical presentations,
access to pharmacological treatment when required, and brief
individual psychotherapy.
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(page number not for citation purposes)


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

JMIR MENTAL HEALTH

The usual pharmacological treatment consists of an
antidepressant plus anxiolytic, which is prescribed by the
physician or psychiatrist according to the severity of the
condition, for a minimum period of 6 months. In this sample,
100% (n=167) of patients used antidepressants, 71.9% (120/167)
aso used anxiolytics, and 55.7% (93/167) used other
pharmacol ogical treatment. The psychotherapy considersweekly
sessionsfor 6 to 12 weeks with an extension option upon need.

In more complex cases, the public health or insurance coverage
package confers outpatient psychiatric care and short-stay
hospitalization or day hospital treatment. At the provider level,

Pérez et al

regarding patient treatment decisions, benefits defined by the
health authority are mostly areference framework, allowing for
clinically based individual adjustments (eg, selection of
attending professionals and length and frequency of
interventions).

ASCENSO isan online program (see Figure 1 and Multimedia
Appendix 1) for monitoring and supporting patients with
depression, delivered as adjunctive support to conventional
face-to-face treatment. The ASCENSO intervention had a
9-month duration.

Figure 1. ASCENSO platform functioning. PHQ: Patient Health Questionnaire.
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ASCENSO's main aims are delivering psycho-educational
information (welcome page, self-care recommendations, and
blog components), supportive monitoring and feedback
(depressive symptom—monitoring component), and managing
emergencies (alarm, online consultation, and emergency
information components). Its 7 main components are described
as follows: (1) A welcome page that shows the ASCENSO
platform objectivesisincluded. (2) Self-care recommendations
and psychoeducation involve psycho-educational resourcesthat
promote patient self-care and adherence to treatment,
specifically, information about the causes, prevention, and
treatment of depression. (3) The blog component includes
general information about mental health and depression. (4) For
the depressive symptom monitoring and feedback component,
every 2 weeks, patients report the level of their depressive

Textbox 1. Examples of feedback messages.

o Participant has free access to
webpage.

oparticipant submits an online
symptom self-report every 2
weeks.

N\,

Server analysis self-report data
draws tailored feedback. The
feedback message is sent to
participant.

Activation of crisis intervention:
participant is called by a clinical
psychologist from ASCENSO.

G An expert from ASCENSO is
notified in case a Chat or call is
booked by the participant.
Expert and participant meet in
a secured chat room or call.

symptoms by completing the Patient Health Questionnaire-9
online questionnaire [33]. For this purpose, they receive alink
to the questionnaire by email (they can also access it via the
online ASCENSO platform). If the participant does not respond,
areminder is automatically sent within 5 days by email. The
ASCENSO platform evaluates the status of the depressive
symptoms with a predefined algorithm and determines whether
the patient’s status is improved, unchanged, or deteriorated
compared to the previous one. A short feedback messageisthen
sent to the patient (Textbox 1). Each feedback fits the current
symptomology and is selected and sent from a database
(elaborated by agroup of experts). All messagesinclude abrief
self-care recommendation, and they promote adherence to
psychotherapeutic and psychiatric treatment.

«  Weare pleased to know that your current situation is good. We are committed to improving your situation as well. Don't forget to go for awalk
or visit someone you like. Do simple things that you like and make you happy.

«  Wehaveobserved that the last four weeks you have not been well, and that islamentable news for us. We recommend that you seek aconversation
with your therapist or physician. Please note that you can a so request a consultation online or by phone in the ASCENSO program. Don't isolate

yourself.

« Inthequestionnaire, you show that your mood has improved alittle from your previous results. To continue improving, it isimportant that you
do not forget the self-care recommendations that are available on the ASCENSO program website. Take care of your diet and exercise in

moderation, according to your physical possibilities.
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(5) An alarm based on symptom monitoring or a*“suicide alert”
is aso included as a component. In the case that monitoring
indicates suicidal ideation, the patient automatically receives
anemail instructing him or her to contact the health center where
he or she is being treated and is referred to the “Emergency”
section of the menu on the ASCENSO platform. In addition, a
professional at the health center responsible for implementing
ASCENSO receives an alert notification, evaluatesthe patient’s
situation according to information in the clinical record and
symptom report, and acts accordingly.

Regarding the standard operating procedure for suicidality of
the trial, the suicide alert was activated by the patient when
responses in the ASCENSO platform questionnaire indicated
suicide ideation. This alert was automatically sent via email
from the platform to a person designated by the health center
and the research team; generating 2 different but complementary
routes of action. The first was managed by the research team,
in which a research assistant (clinical psychologist) contacted
the patient within 48 hours after the alert was triggered. It
involved verifying the patient's condition, motivating the
continuity of the treatment, and remembering the options
available on the ASCENSO platform (use of consultation online
or by phone). In case the participant could not be contacted, the
research assistant made 2 additional attempts in the following
days. The second and paralle route of action was the
responsibility of the health care center staff. CC reviewed the
patient's care and identified if there was a schedul ed appointment
(either adoctor or apsychologist) during the next 7 days. If the
patient did not have an appointment, the health center staff
would contact the patient by phone to verify their situation and
proceed to follow the internal protocol of the health center for
the management of suicidal ideation and suicide attempts.

(6) Inthe online consultation component, patients can schedule
a 30-minute session with a psychologist, which is conducted in
aprivate text-based chatroom or over the phone. Guidance and
counseling are provided during the online consultation (sessions
do not constitute an online psychotherapeutic process). This
component was provided by the mental health center.

(7) For the emergency information component, standard
information on what to do and whom to contact in a crisisis
provided.

Research assistants registered participants of the IG in the
ASCENSO platform and gave them a password to access the
intervention. They also offered information on how to access
and use the platform. If a participant failed to respond to the
first monitoring assessment after 2 weeks, he or she was
contacted by phone to clarify potential technical problems.
Additionally, during the course of the intervention, the 1G
participants could contact the research assistants viaemail when
encountering any technical problems on the use of the platform.
Participants could access the platform for 9 months.

Assessment | nstruments and M ethods

The MINI Spanish version 6.0.0 was used for assessment in
this study. The MINI is a brief and structured interview for
major psychiatric disorders of axis | of the Diagnostic and
Statistical Manual of Mental Disorders, 4th Edition, and the

https://mental.jmir.org/2021/12/€26814
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International Classification of Disease 10. It was specifically
designed for implementation in clinical practice and research
in psychiatric and primary health care settings and was used in
this study at baseline to determine the inclusion and exclusion
criteria. Thefollowing modules were applied: major depressive
episode, suicidality, manic and hypomanic episodes, alcohol
and other substance dependence abuse, psychotic and mood
disorder with psychotic features, and antisocia disorder. Each
modul e startswith a screening question to exclude the diagnoses
and possibly skip the module accordingly if answered negatively
or to explore symptoms severity when responded positively.
Several validation studies [34] have demonstrated excellent
interrater and test reliabilities of the MINI.

The International Personality Disorder Examination (IPDE)
Questionnaire and I nterview was al so used for assessment [35].
The IPDE is a semistructured interview used to assess
personality disorders. It has been approved by the World Health
Organization and has been tranglated into Spanish [36]. In this
study, it was used to identify exclusion criteria of schizotypal
and borderline personality disorders. It also has a brief
self-applied screening questionnaire, in  which, using
dichotomous answers to questions, theindividual describes his
or her usual behavior in the past 5 years. This questionnaire
provides the interviewer with quick information about which
personality disorder is likely to be present. The corresponding
module of the IPDE interview is then administered, which
allows for the confirming or ruling out of the diagnosis.

Demographic information (age, gender, marital status, etc),
internet accesses and use, and self-perception of internet
expertise were collected through an ad hoc questionnaire.

The primary outcomes were depressive symptoms as assessed
by the Chilean adaptation of the Beck Depression Inventory
[37]. The Beck Depression Inventory is a 21-item, self-rated
scale that evaluates key symptoms of depression; among other
items, it includes sadness, pessimism and sense of failure,
self-didlike, suicidal idess, crying, irritability, social withdrawal ,
indecisiveness, and several somatic preoccupations[38]. Items
are scored on a 4-point continuum (O=least, 3=most), with a
total scorerange of 0 to 63. The Chilean adapted inventory has
a .92 Cronbach’s a and 1-factor solution [37]. Higher scores
indicate greater depressive severity. In this study, the internal
consistency was .84, .92,and .94 at basal, 6-month and 9-month
assessment, respectively.

Secondary outcomes were quality of life and treatment
adherence. Quality of lifewas measured by the Spanish version
of the EuroQol/EQ-5D-3L [39,40]. It includes ashort descriptive
guestionnaire and avisual analoguescale (EQ VAS). Theformer
comprises 5 items: mobility, self-care, usual activities, pain or
discomfort, and anxiety or depression. Items are scored on 3
levels: (1) no problems, (2) some problems, or (3) extreme
problems. The EQ VAS assessing the respondent’s self-rated
health usesavertical scale wherethe highest end point islabeled
as“ The best health you can imaging” (100 points) and the lowest
as“ The worst health you can imagine.”

Treatment adherence was determined via the Mental Health
Center’'s internal records. Specifically, we assessed the
percentage of treatment sessions attended, including
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appointments for medical control, psychiatry, and
psychotherapy; and percentage of participantswho dropped out
from TAU (face-to-face interventions).

Finaly, for IG participants, the usage of ASCENSO was
assessed by server logs.

Procedures

Regarding the timing when the measurements took place, the
MINI, IPDE, and ad hoc questionnaire were applied at baseline
measurement, while the Beck Depression Inventory and
EuroQol/EQ-5D-3L were used at baseline, 6 months, and 9
months. Information from the health center records and
ASCENSO usewas collected 9 months after treatment initiation.

As the duration of TAU varied depending on patients
impairment and their adherence to treatment, fixed assessment
intervals were defined as opposed to patients being surveyed at
the end of their face-to-face treatment. The assessment at T2
was conducted after 6 months in order to include the
recommendation for a minimum time of pharmacological
treatment. The assessment at T3 was conducted after 9 months
in order to cover the duration of the ASCENSO intervention.

The baseline assessment consisted of web-based
self-administered questionnaires that patients completed at a
computer provided by the research assistant after they had signed
the informed consent. Follow-up assessments consisted of the
same web-based self-administered questionnaires but were not
completed in the health care center.

Sample Size

With amedium effect size (d=0.5), .05 a error, and .90 of power,
G*Power software [41] indicated a sample size of 140
participants (70 in each group). Thefinal sample size established
was 172 participants, with apotential attrition of approximately
20% being accounted for.

A medium effect size was assumed, based on the effectiveness
of previous eHealth interventions for depression. The reported
effect varies from medium-large effect size (0.78) superiority
of the computerized CBT over the control group [42] to
small-medium (0.41 or 0.34) effect size when internet-based
psychological interventions are compared to active control
conditions [43,44]. The effect size assumed in our trial was
comparable to the effects reported for other blended
interventionsin 2 recent RCTs [23,24].

A similar approach was used to estimate the sample attrition.
Two previous Chilean studies on eHealth technol ogies reported
10% [45] and 34% [30] sample attrition. In this context, an
average estimate of the sample loss was calculated at 20%.
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Analytical and Statistical Approaches

The primary analysis was based on the intention-to-treat
principle. A multipleimputation procedure was used to generate
100 multiply imputed data sets, which were further analyzed
by using standard procedures for complete data and by
combining the resultsfrom these analyses[46]. Theimputation
model considered sex, age, and whether or not the MDD episode
was the patient’s first.

Effects on depressive symptoms and quality of life were tested
using mixed analysis of variance (based on a mixed models
approach) to compare changes in assessments from baseline to
6 and 9 months (time factor) between the |G and CG (group x
time factor). Additionally, within- and between-group effect
sizes were estimated by Cohen’s d, and drespectively [47].

Because of their nonnormal distributions, face-to-face treatment
adherenceindicators were tested with Mann-Whitney testsand
chi-sguare tests (Yates correction). A result was considered
statistically significant at P<.05. All analyses were performed
using SPSS version 20 (IBM Corp) except for some imputed
parameters (P values) which were estimated by R software
(“miceadds’ package; The R Foundation for Statistical
Computing).

Ethicsand Clinical Trial Registration

The Ethical Committee of the Mental Health Center Psicomédica
Research Group, Santiago, Chile, approved the study protocol.
Clinical tria registration was made under ClinicalTrials.gov
(NCT03093467).

Results

Participant Characteristics

Of the 729 patients screened for dligibility, 167 were
randomized. The rest either refused to participate, could not be
contacted, or did not meet inclusion criteria. Of the 120 patients
that did not meet the inclusion criteria; 40% (48/120) had a
previous suicide attempt; 18.3% (22/120) did not have confirmed
MDD; 12.5% (15/120) had been in treatment for more than 1
month, 8.3% (10/120) had borderline personality, 6.7% (8/120)
had a bipolar disorder; 4.2% (5/120) were older than 65 years
old; 3.3% (4/120) had no internet access; 1.7% (2/120) had a
psychotic episode, and 5% (6/120) were excluded for other
reasons. |n terms of assessment, 81% (68/84) of the |G and 86%
(71/83) of the CG patients completed the 6-month assessment,
and 80% (67/84) of the IG and 78% (65/83) of CG patients
completed the 9-month assessment (Figure 2).
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Figure 2. Consolidated Standards of Reporting Trials (CONSORT) diagram (patient flow). CG: control group; |G: intervention group; I TT: intention

to treat; TAU: treatment as usual.
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Of the 167 participants, 76.0% (127/167) were women, 46.1%
(77/167) did not have previous MDD episodes, and 82.6%
(138/167) were employed. The average age was 39.31 years
(range 20-63 years). Most of the participants (49.1%, 82/167)
were married or cohabiting and had more than 12 years of
education (76%, 127/167). In terms of internet access, 92.8%
(155/167) had access at home and 95.2% (159/167) had access
through their cell phone; most participants (55.1%, 92/167)
self-identified as intermediate internet users. With respect to
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clinical characteristics, there were no differences between the
IC and CG in depressive symptoms or quality of life (Table 1).

Quality of life measured by EQ VAS was associated with a
lower probability of missing data at 6 months (odds ratio
[OR]=0.97, 95% CI 0.94-0.99; P=.04) and 9 months (OR=0.96,
95% CI 0.94-0.99; P=. 01). Sex, age, first MDD episode, marital
status (married or cohabiting vs single, divorced, or widowed),
educational level, baseline depressive symptoms, and quality
of life (measured with EuroQol/EQ-5D-3L) were not associated
with the presence of missing data at either measurement interval.
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Table 1. Participant characteristics at baseline.

Demographic variables Total (N=167) CG? (N=83) IGP (N=84) Contrast and/or Pvalues®
Age (years), mean (SD) 39.31 (10.84) 39.06 (10.67) 39.56 (11.06) t165=0.30, P=.77
Age (years), range 20-63 21-62 20-63 N/Ad
Female, n (%) 127 (76) 62 (75) 65 (77) ¥21= 0,17, P=.69
First MDD® episode, n (%) 77 (46) 37 (49 40 (48) x?1=0.16, P=.69
Marital status, n (%) X%=1.95, P=.38
Single 58 (35) 27 (33) 31(37)
Married/cohabiting 82 (49) 40 (53) 42 (50)
Divorced/separated 24 (14) 15 (18) 9(11)
Widowed 3(2 1(1) 2(2)
Living with children, n (%) X%3=2.92, P=.40
No children 79 (47) 36 (43) 43 (51)
1 child 42 (25) 21 (25) 21 (25)
2 children 35(21) 18 (22) 17 (20)
3 or more children 11(7) 8 (10) 3(4)
Formal education, n (%) p=.459
Fewer than 8 years 4(2) 3(4) 1(1)
8-12 years 36 (22) 16 (19) 20 (24)
More than 12 years 127 (76) 64 (77) 63 (75)
Occupational status, n (%) x%=2.33, P=.31"
Housewife 9(5) 4(5) 5(6)
Student 11(7) 3(4) 8(10)
Worker 138 (83) 70 (84) 68 (81)
Unemployed 9(5) 6 (7) 34
Self-reported internet accessand use, n (%)
Internet at work (yes) 111 (67) 55 (66) 56 (67) p=.99
Internet at home (yes) 155 (93) 78 (94) 77 (92) p=77
Internet by cell phone (yes) 159 (95) 77 (93) 82 (98) pP=17
Checks email =2 times a day 118 (70) 51 (61) 67 (80) p=.01'
Self-perception of internet expertise, n (%) X22=0-07, P=.96
Basid 33(20) 17 (21) 16 (19)
Intermediate® 92(55) 45 (54) 47 (56)
Advanced or expert™ 42 (25) 21(25) 21(25)
Clinical variables, n (%)
Depression Symptoms 26.14 (SD 8.71) 25.00 (SD 8.65) 27.27 (SD 8.67) t165= 1.70, P=.09
Quality of life: EuroQol/EQ-5D-3L  8.43 (SD 1.55) 8.25(SD 1.40) 8.61(SD 1.68) t165= 1.48, P=.14
Quality of life: EQ VAS 50.26 (SD 17.14) 51.34 (SD 17.69) 49.20 (SD 16.61) t165= —0.80, P=.42

8CG: control group (treatment as usual).
B1G: intervention group (ASCENSO + treatment as usual).
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P values associated to the |G versus CG contrast based on t test value and their degrees of freedom (eg, t165=1.70), chi-square test values and their
degrees of freedom ()(22:2.33), or the P values of Fisher's exact probability test.

dN/A: not applicable.
®MDD: major depressive disorder.
fColla,cmd categories: single and widowed.

9Fisher's exact probability test (1-tailed). Collapsed categories: fewer than 8 years and 8-12 years.

hCollapsed categories: housewife and unemployed.
'Fisher's exact probability test (2-tailed).

Iindicated by aresponse of “I can turn on my computer, connect to the internet, and send emails”.
KIndicated by aresponse of “I can use some computer programs and find what | want on the internet”.
Indicated by aresponse of “I can use several computer programs and learn to use anew one”.

M| ndicated by aresponse of “| can program a computer, install operating systems, and configure networks’ .

Usage of ASCENSO

Of the 84 participantsin the |G, 79 (94%) accessed ASCENSO
during the intervention period (9 months); among these, 33
(42%, 33/79) visited the “Welcome” section, 29 (37%, 29/79)
visited the" Self-Care Recommendations” section, and 15 (19%,
15/79) visited it multiple times (between 2 and 5 times). The
“Emergency Information” section was accessed by 20
participants (25%, 20/79), and 23 participants (29%, 23/79)
accessed the online consultation section, but only 6 participants
reserved an appointment for a chat (n=3) or telephone (N=3)
consultation. Only 5 participants (6%, 5/84) never accessed the
online platform.

|G participants answered 49% (785 out of 1595 emails) of the
biweekly symptom monitoring questionnaires. Of the platform
users (n=79), most participants answered the monitoring
guestionnaires irregularly. Specifically, 6 participants (8%,
6/79) completed all of the monitoring questionnaires, 24 (30%,
24/79) completed 75% to 99% of the monitoring questionnaires,
14 (18%, 14/79) completed 50%-74%, 8 (10%, 8/79) completed
25%-49%, 26 (33%, 26/79) completed 1%-24%, and only 1
(1%, 1/79) did not answer any symptom questionnaires.

https://mental.jmir.org/2021/12/€26814

Based on the participants’ responses to monitoring (n=79), a
total of 167 suicide alerts were triggered by 51 participants
(65%, 51/167): 18 of them (18/51, 35%) triggered it once, 14
(14/51, 27%) triggered it 2 to 3 times, 7 (7/51, 14%) 4 times,
and 12 (12/51, 24%) 5 times or more. The participants who
triggered alarmsreported suicidal ideation on average 3.27 times
(SD 2.86, range 1 to 16).

Primary Outcome

For the primary outcome of depressive symptoms, the
mixed-model indicated that group (F; 10s80=1.03; P=.31) and
group x time (F, gog7= 0.48; P=.62) effectswere not statitically
significant. In contrast, there was a time effect (F, g50=78.25;
P<.001; see Table 2), indicating that depressive symptoms
decreased from baseline (mean 26.14; 95% Cl 24.57-27.71) to
6 months (mean 14.14; 95% Cl 12.38-15.88; P<.001) in both
groups, but no such change at 9 months was observed (mean
13.80; 95% CI 12.03-15.57; P=.76). Consistent with previous
results, within-group effect sizeswerelarge (d=—-0.95t0—1.08)
at 6- and 9-month assessments in both the CG and 1G.
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Table 2. Imputed means, SDs, and effect sizes for quality of life and depressive symptoms.

Groups Baseline (T1), 6 months (T2), 9 months (T3), Within-group effect Between-group effect
mean (SD) mean (SD) mean (SD) sizes(d,) sizes (dy)
T1-T2 T1-T3 122 T30
Depressive Symptoms (BDI-I1A°)
cad 25.00 (8.65) 13.62 (9.87) 13.52 (11.49) -1.03 -0.95 -0.10 -0.05
1Ge 27.27 (8.67) 14.65 (11.36) 14.07 (11.75) -0.98 -1.08
Quality of life (EuroQol/EQ-5D-3L)
cG 8.25 (1.40) 6.93 (1.80) 6.95 (1.85) -0.69 -0.63 -0.14 -0.10
IG 8.61 (1.68) 7.17 (1.63) 7.12 (1.67) -0.72 -0.65
Quality of life (EQ VAS)
cG 51.34 (17.69) 69.16 (19.96) 69.48 (21.34) 0.60 0.76 0.16 0.10
IG 49.20 (16.61) 65.92 (20.72) 67.39 (21.74) 0.75 0.74

@Between-group effect sizes comparing CG versus |G at time 2 (T2).
bBetween-group effect sizes comparing CG versus |G at time 3 (T3).
°BDI-IA: Beck Depression Inventory-Spanish version.

dcG: control group (treatment as usual).

€ G: intervention group (ASCENSO + treatment as usual).

Secondary Outcomes

The secondary outcome of quality of life (EuroQol/EQ-5D-3L)
improved in both groups (F, 1067=37.87; P<.001), but group
(F10550=1.64; P=.21) and group x time effects (F,7¢75=0.24;
P=.79) were not statistically significant (Table 2). The scores
decreased from baseline (mean 8.43; 95% Cl 8.18-8.68) to 6
months (mean 7.05; 95% CI 6.76-7.33; P<.001); however, there
was no change at 9 months (mean 7.03; 95% CI 6.74-7.33;
P=.93). Within-group effect sizeswere medium-large (d=-0.63
t0-0.72) at 6- and 9-month assessmentsin both the CG and I G.

Similarly, for the EQ VAS (scale from 1 to 100), the model did
not indicate dstatistica significance for either group
(F1,11863=1.23; P=.27) or group X time (F; g70=0.13; P=.88)
effects; that is, the quality of life did not differ between the
groups over time. In addition, there was atime effect (F, 4390=
51.69; P<.001) in both groups quality of life increase from
baseline to 6 months (baseline: mean 50.27, 95% ClI
47.30-53.24; 6 months: mean 67.54, 95% Cl 64.32-70.76;
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P<.001), but there was no change at the 9-month assessment
(mean 68.44; 95% Cl 65.13-71.75; P=.91). Again, within-group
effects were medium-large size (d= —0.60 to —0.76) at 6- and
9-month follow-up in both the CG and 1G.

Treatment Adherence

Table 3 shows that there were no differences between groups
(al P values >.05) when considering both the number of
appointments and percentage of attended sessions with each
type of faceto-face treatment professional: psychiatrist,
physician, or psychologist. Across the different components of
TAU, the median of participants attended approximately 70%
of appointments (except for CG participants at psychiatry
Sessions).

Additionally, health center reports at the 9 months follow-up
indicated that there were no differences between the groups
related to dropout rates (P=.07). Thedropout rate for face-to-face
treatment component was 54% (45/84) for IG versus 39%
(32/83) for CG.
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Face-to-face intervention 1G®values CGP values P value®
rae Mean (SD) Median (IQR) Number Mean (SD) Median (IQR)  Number
M edical/physician control
Appointments 7.44 (3.87) 8 (6) 82 7.26 (4.19) 7(6) 81 .53
Attendance percentaged 71.27 (20.66) 75 (26.16) 82 73.05 (18.50) 71.43(28.19) 81 .87
Psychiatry
Appointments 5 (5.07) 2(10) 14 6.42 (6.18) 3.50 (10) 26 48
Attendance percentage 51.51 (47.12) 73.90 (100) 14 46.23 (41.54) 63.39 (83.65) 26 .59
Psychother apy
Appointments 14.99 (9.77) 12.50 (14) 84 16.89 (10.14) 13 (14) 83 A5
Attendance percentage  74.35 (17.37) 76.33 (24.18) 84 72.64 (15.85) 75.0(22.67) 83 39

3 G: intervention group (ASCENSO + treatment as usual).
bCG: control group (treatment as usual).
CP=hilateral significance of the Mann-Whitney test.

dPen:entage of attendance: number of attended sessions divided by the total number of appointments.

Discussion

Principal Findings

The aim of this study is to evaluate the effectiveness of an
adjunctive onlineintervention to enhance face-to-face treatment
of patients with depression. Thisisthefirst RCT carried out in
a Latin American health care setting on this type of blended
care, inwhich part of the treatment was carried out face to face,
with other parts being delivered online and with no reduction
of any component of the TAU in either the duration or frequency
of sessions.

Currently, thereisan ongoing discussion about the optimal way
to blend internet and face-to-face interventions[18,48-50], with
some limited evidence existing regarding the effectiveness of
these blended treatments [23-27,51].

As the results indicated, while both groups showed large
within-group effect sizes, the blended approach did not improve
the effectiveness of the usual care delivered at the mental health
center either in terms of reduction of depressive symptoms or
in the improvement of quality of life. One possible explanation
for this lack of superiority may be the type and intensity of
face-to-face treatment and the high effectiveness of TAU.

Comparison With Prior Work

Previous studies have shown that internet interventions are
effective in reducing depressive symptomatology when they
are compared to awaiting list and placebo [14,52,53]. In fact,
| CT-based interventions compared to awaiting list have shown
increased effect compared to those including TAU as a control
group [14] but have shown no superiority compared to active
control groups [16]. The pre-post effect sizes of TAU and the
face-to-face treatment adherence results of our study indicate
that this comparator consisting of comprehensive medical and
psychological care might have been too strong to leave room
for ASCENSO to improve outcomes. In contrast, in the 2
previous RCTs that demonstrated the effectiveness of blended
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care for depression, TAU was associated only with small or
moderate effect sizes [23,24].

A second explanation for the results obtained is related to the
heterogeneous use of the ASCENSO platform by patients. In
fact, a common problem on internet-delivered psychological
treatments is the high degree of nonadherence or dropouts
[54,55], which limit their effectiveness. This has also been
observed in 2 other RCTs on blended interventions for
depression in primary care. Both the studies of Gilbody et al
[25] and Lobner et al [26] reported extremely low utilization of
their very brief internet-based interventions. Compared to these
studies, the uptake and utilization of the online intervention in
the our study were higher, with only 6% (5/84) participants
never logging in to the program and 52% (44/84) of them
completing half or more than half of the supportive monitoring
assessments over an intervention period of 9 months.

In fact, some theoretical models have been proposed to account
for the nonadherence phenomenonin the eHealth literature. For
exampl e, Johansson and colleagues [56] indicated that internet
treatment characteristics such as workload, text-content
complexity, and a demanding treatment process, which do not
match personal prerequisites such as daily routines, language
skills, and treatment expectations, respectively, are at the base
of this nonadherence phenomenon. Other reasons for
nonadherenceindicated by the authorswere presence of negative
effects and lack of face-to-face contact.

Also, regarding the possible causes of the heterogeneous use of
the ASCENSO platform, aspects such as the credibility of
eHealth interventions should also be taken into account and
could be at the base of the differences found in the use among
the IG participants. In regard to face-to-face psychotherapy,
patient-perceived treatment credibility represents a personal
belief about a treatment’s logicalness, suitability, and
efficaciousness, which varies in a continuum from negative to
positive [57]. Meta-analyses have shown both that positive
expectations [58] and the perceived credibility toward the

IMIR Ment Health 2021 | vol. 8 | iss. 12 [e26814 | p.13
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

treatment [59] are associated with symptom improvement
although their impact is small in magnitude. Given the relative
novelty of the use of technologies in the treatment of mental
health problems or their use as a complementary tool to usual
treatment in local settings, it could be hypothesized that the lack
of auser’s personal experience with thesetechnologies (or their
lack of presence in a potential user’s social network) could
generate negative expectations toward them, and therefore
individuals might be less willing to use them.

In comparison to the aforementioned internet treatment
characteristics, the ASCENSO platform can be considered a
low-demand intervention. Itsdesign issuch that it isthe patients
themsel ves who decide when and how to use the platform since
the patients have to access the website and read simple
psychoeducational information or actively request assistance
through telephone or chat. Only the supportive monitoring goes
“from the platform to the end user” and demands the patient’s
attention. Therefore, it is the only situation that could be
perceived as an overload. However, future research should focus
on ways to enhance adherence to ASCENSO and allow us to
distinguish when the non-use of this platform indicates that
people are using it according to their perceived needs.

Degspite there being a dearth of studies in the Latin American
context on internet-based interventions in mental health, the
few studies conducted tend to show high levels of acceptability
but relatively low levels of use and adherence [28,30]. The
differential use of technology has been related in some
investigations to the levels of patients familiarity with
technological devices and interventions, that is, their
technological literacy [60]. Additionally, the levels of
personalization of the interventions and the proximity of the
content are important [61].

A subsequent qualitative study that addresses expectations and
experiences of patients may help to clarify the reasons for
(non)adherence and dropout from the online intervention and
would help us to clarify to what extent patients adapt the use
of the available eHealth components to their needs. Moreover,
this kind of research could inform us how to improve future
online and blended interventions along the lines of persuasive
design and user-developer co-design tools to favor user
adherence [62-66].

Although the appropriate way to measure effectiveness in
clinical trialsis through intention-to-treat analysis, it accounts
for intervention effectiveness regardiess of the degree of
treatment compliance. However, the effect of offering aprogram
is not necessarily the same thing as the impact of participating
onit. Therefore, intention -to-treat analysis does not make “what
worksfor whom” clear [55,67]. Thus, using a“treatment on the
treated” analysis that is able to show the impact of program
participation could be another future line of research, which
would be particularly interesting if used in contexts whereit is
feasible to encourage more participation.

Strengths and Limitations

The strengths of thisstudy areitsdesign (an RCT with an active
control group), the use of structured interviews to confirm
clinical diagnosis, and the measurement of treatment utilization

https://mental.jmir.org/2021/12/€26814

Pérez et al

and adherence to TAU via abjective records from the health
care provider. Although many studies on [CT-based
interventions have been criticized for the online and
community-based recruitment of participants with mild to
moderate symptom severity, participants in this study were
recruited in a clinical setting and showed medium to severe
depression.

This study also has several limitations including difficultiesin
the blinding group assignment to patients and medical staff,
difficulties in standardizing the measurement time (based on
the complex nature of the intervention which contains different
interacting components), the use of self-report scalesfor clinical
variables, and the limited availability of adequate indicators to
measure the use. These factors limit the generalizability of the
results to medium to severe depressive patients with low
comorbidities. Thisisarelevant limitation since the recruitment
process showed that a considerable number of individuals had
1 or more comorbidities, which was considered to be an
exclusion criterion in this study, particularly a history of
previous suicidal ideation or attempts.

Additionally, the fact that the face-to-face treatment was carried
out in a private health center could have biased the sample by
excluding peoplewith low socioeconomic status and those who
lack health insurance (eg, undocumented immigrants). Although
the Chilean explicit health guarantee system has expanded the
coverage of depression treatment, guaranteeing care, ensuring
its quality, and establishing a financial protection system (by
defining a maximum copayment), the existence of a payment
requirement could be an access barrier for people with fewer
€CONOMIC resources.

Finally, one of the limitations of the current study isitslimited
replicability since it wasimplemented in the context of routine
health care, which might have been influenced by extraneous
variables despite the use of randomization. Nonetheless, it is
important to point out that although carrying out a study in a
natural context makes replication difficult, doing so provides
ecological validity [68], showing the usefulness (or not) of the
intervention tool as it would be used in routine health care. In
fact, there is extensive research that reports difficulties in
replicating the results of manualized or highly standardized
interventionsin applied contexts, in which results are often less
promising [69]. Thus, our findings may be a valuable
contribution to decision-makersin routine health care settings.

Conclusions

This study alows us to progress the understanding of the
effectiveness of blended therapy. The study adds to previous
studies that have demonstrated that 1CT-based interventions
can feasibly be implemented in Latin America [28,29,62], a
context with high levels of mental health problems[1] and low
access to professional treatment [5]. However, the blended
treatment approach of ASCENSO did not prove superior inthis
trial compared to TAU aone. Thisresult has ecological validity
since it was implemented in a routine health care setting,
offering valuable information for decision-makers about the
usefulness of implementing automated systems as acomplement
to usual care.
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At alocal level, the results obtained regarding the low use of
the platform and lack of improvement in depressive symptoms
compared to the effect of only face-to-face treatment are
different from what was observed in the European context [ 70].
These differences might indicate that it is not enough to adapt
interventions and that it is increasingly necessary to develop
them based on the particular sociocultural, economic, and social
health characteristics of the users[61]. Mental health treatment
inLatin Americaistill limited, with scarce specialized human
resources, low frequency of treatment ons, and insufficient
postdischarge controls, especially in rural and remote areas. For
this reason, it is necessary to continue exploring remote
internet-based interventions, especially in Chile where internet
penetration ismassive[71] and becauseit has one of the highest
prevalences of depressive disorders worldwide [72].

The relevance of the development of effective treatment
strategies that reduce or do not require face-to-face contact has
increased dueto the recent global pandemic we have been facing
sincethe COVID-19 outbreak. It isimportant to make treatment
accessible even in lockdown conditions and respond to the
reported associated negative impact this pandemic has had on
mental health. This is particularly relevant for the Chilean
context where it has been reported that after the COVID-19
outbreak, more than 60% of assessed individuas are

Pérez et al

experiencing a negative emotiona impact and are expressing
concerns about the future, general health, work instability, and
the current political instability the country [73].

Future interventions might benefit from more actively and
explicitly integrating the contents and activities of the
ASCENSO platform into the face-to-face therapeutic space. For
example, using the results of questionnaires or suicide alarms
(among others) as part of the information discussed in the
therapeutic session may be useful. Thus, achieving greater
integrati on between the technol ogical and face-to-face treatment
components may potentially enhance these components. This
would allow patients to process the information provided by
the algorithms of the platform, so that they do not feel a
mismatch between what the program is offering them and their
true state or necessities, a condition that has previously been
identified as an important barrier to the use of internet-based
Interventions [56,74].

Furthermore, future interventions need to carefully study the
motivation and preferences of potential users. In addition, public
health efforts to increase awareness about mental health issues
and provide guidance on where to seek and receive help seem
to be required to ensure that more patients receive appropriate,
professional help.
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Background: Behavioral activation (BA), either as a stand-alone treatment or as part of cognitive behavioral therapy, has been
shown to be effective for treating depression. The theoretical underpinnings of BA derive from Lewinsohn et a’s theory of
depression. The central premise of BA isthat having patients engage in more pleasant activities |eads to them experiencing more
pleasure and elevates their mood, which, in turn, leads to further (behavioral) activation. However, there is a dearth of empirical
evidence about the theoretical framework of BA.

Objective: This study aims to examine the assumed (temporal) associations of the 3 constructs in the theoretical framework of
BA.

Methods: Data were collected as part of the “European Comparative Effectiveness Research on Internet-based Depression
Treatment versus treatment-as-usual” trial among patients who were randomly assigned to receive blended cognitive behavioral
therapy (bCBT). As part of bCBT, patients completed weekly assessments of their level of engagement in pleasant activities, the
pleasure they experienced as aresult of these activities, and their mood over the course of the treatment using a smartphone-based
ecological momentary assessment (EMA) application. Longitudinal cross-lagged and cross-sectional associations of 240 patients
were examined using random intercept cross-lagged panel models.

Results. The analyses did not reveal any statistically significant cross-lagged coefficients (all P>.05). Statistically significant
cross-sectional positive associations between activities, pleasure, and mood levels were identified. Moreover, the levels of
engagement in activities, pleasure, and mood slightly increased over the duration of the treatment. In addition, mood seemed to
carry over, over time, while both levels of engagement in activities and pleasurable experiences did not.

Conclusions: The results were partially in accordance with the theoretical framework of BA, insofar as the analyses revealed
cross-sectional relationships between levels of engagement in activities, pleasurable experiences deriving from these activities,
and enhanced mood. However, given that no statistically significant temporal relationships were revealed, no conclusions could
be drawn about potential causality. A shorter measurement interval (eg, daily rather than weekly EMA reports) might be more
attuned to detecting potential underlying temporal pathways. Future research should use an EMA methodol ogy to further investigate
temporal associations, based on theory and how treatments are presented to patients.

Trial Registration: ClinicalTrials.gov, NCT02542891, https://clinicaltrials.gov/ct2/show/NCT02542891; German Clinical
Trials Register, DRKS00006866, https.//tinyurl.com/ybja3xz7;  Netherlands  Trids  Register, NTR4962,
https.//www.trialregister.nl/trial/4838; ClinicalTrials.Gov, NCT02389660, https.//clinicaltrials.gov/ct2/show/NCT02389660;
ClinicalTrials.gov, NCT02361684, https://clinicaltrials.gov/ct2/show/NCT02361684; ClinicaTrials.gov, NCT02449447,
https://clinicaltrials.gov/ct2/show/NCT02449447; Clinical Trials.gov, NCT02410616,
https://clinicatrial s.gov/ct2/show/NCT02410616; ISRCTN registry, |ISRCTN 12388725, https.//mww.isrctn.com/I SRCTN12388725
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[6-10Q]). Conducting a verification of the underlying theoretical
framework of a form of psychotherapy can help optimize
treatment strategies (eg, [6-10]), that is, direct better, stronger,
or different treatment strategies that underpin the critical
processes of the treatment (eg, [6-10]).

Introduction

Most psychotherapeutic treatments for depression are
underpinned by aclear theoretical framework of how a specific
therapy issupposed to engender changein patients mood states.

In light of the fact that various psychotherapies have been
proven to be effective for treating depression (eg, [1-4]), one
would perhaps assume that theoretical frameworks are also
evidence based. However, demonstrating that a therapy is
effective is not the same as providing evidence or explanations
as to how it actually works [5-8], that is, the process through
which a certain variable leads to change in another variable
[6,7]. In addition to effectiveness studies that target an overall
treatment package, understanding how therapy targets the
interplay between specific factors that are believed to be of
importance can ultimately give rise to specific treatment
recommendations or improvements to treatment protocols (eg,

https://mental.jmir.org/2021/12/€32007

One such effective psychotherapeutic intervention for depression
is behavioral activation (BA). The empirical evidence for BA
is both extensive and convincing; it can be offered either as a
stand-alone treatment or within the setting of cognitive
behavioral therapy (CBT) [11-13]. BA is based on Lewinsohn
et a’s[14,15] theory of depression, which purports that when
a person is depressed, they tend to engage less in pleasant or
meaningful activities, resulting in them experiencing less
pleasure, which, inturn, leads to an increased depressed mood,
and so on. From this perspective, persons end up in a vicious
circle of depression [14,15], as depicted in the left panel of
Figure 1.
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Figure 1. Circles of depression and BA based on the theoretical framework of depression by Lewinsohn et a [14,15]. BA: behaviora activation.
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Through BA, patientslearn from self-monitoring their everyday
activitiesand related mood that the way they behave affectsthe
way they feel, while conversely, the way they fedl affects the
way they behave [11,12,16]. Therapists motivate their patients
to schedule and engage in everyday pleasant activities[12,17].
Patients are informed that engaging in these activities may not
lead them to immediately experience greater pleasure and that
experiencing pleasure may not enhancetheir mood straightaway.
Rather, they aretold that thisisa process that requirestime and
that positive results will follow in due course as they continue
to engagein pleasurable activities[12,17]. Thecircleof BA, as
itisreferred toin Lewinsohn et al’s[14,15] model is shownin
theright pandl of Figure 1. Asonecan seeinFigure 1, BA aims
to break the vicious circle of depression by increasing the
patient’s engagement in pleasant activities.

Currently, there is a relative dearth of empirical evidence
available concerning the assumed causal pathways in the
theoretical framework of BA [10,18-20]. Janssen et a [20]
sought to address this gap in extant knowledge by conducting
a systematic review in which they investigated the mediators
of BA for depression. In this review [20], the evidence for the
mediating role played by both engaging in pleasant activities
and experiencing pleasure was not consistently replicated across
the considered studies. However, the authors did conclude that
their review was not without its limitations. First, some of the
included studies were of poor methodological quality, while
different questionnaires were used to assess the mediators.
Moreover, the results of the mediational analysis did not
necessarily explain the processes via which change occurs,
insofar as most studies solely focused on unidirectional
relationships, in addition to lacking temporal dependency [9,20].
It is thought that the reciprocal interactions and longitudinal
associ ations between different variables determine psychological
functioning [21]. Thus, to successfully delineate the theoretical
framework of BA, further research is needed that considers
reciprocal interactions and longitudinal associations by using
ecological momentary assessment (EMA) methods [8,10,20].
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EMA methods allow us to trace temporal pathways of change
across different variables among patients during the course of
treatment [9,10,20,22]. With EMA methods, or rea-time
monitoring, persons are routinely asked to report on their mood
and other related phenomena while they are in their own
ecological habitat (eg, [23-25]). Traditionaly, EMA was
conducted via paper-and-pencil diariesaswell asviastand-alone
technical devices [25,26]. Today, EMA is often facilitated by
smartphone-based applications [25,27,28]. The fact that
phenomena are measured close to their occurrence helps to
avoid recall bias as much as possible [29,30]. This fact is
especially pertinent with respect to patients suffering from mood
disorders, as prior research has shown that recall among this
patient group is confounded by current feelings, not to mention
greater recall of unpleasant activities than pleasant activities
[31-33]. The past severa decades have seen a surge in the use
of EMA methods in mood disorder research.

This paper aimsto examinethe assumed (temporal) associations
of the 3 constructs in the theoretical framework of BA among
major depressive disorder (MDD) patients, who monitored their
engagement in pleasant activities, the pleasure they experienced
asaresult of conducting these activities, and their related mood
states using smartphone-based EMA during the course of
blended CBT (bCBT) in routine mental health care (MHC).
bCBT integrates face-to-face (f-t-f) sessions with both web-
and smartphone-based components into 1 treatment protocol
[34]. Data from a subsample of the patients receiving bCBT
and smartphone-based EMA (N=240) as part of the European
Comparative Effectiveness Research on Internet-based
Depression Treatment treatment-as-usual (TAU)
(E-COMPARED) trial were used to investigate the longitudinal
reciprocal associations[35,36].
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Methods

Participants, Procedure, and Treatment Protocol

E-COMPARED isarandomized controlled, non-inferiority trial
that was conducted across 8 European countries. The principal
aim of the trial was to compare both the clinical effectiveness
and cost-effectiveness of bCBT to treatment-as-usual (TAU)
for MDD. For thetrial, ageneric bCBT protocol was established
[35,36]. The study protocol of E-COMPARED givesacomplete
overview of the bCBT protocol [36]. In short, the core
components of the bCBT protocol mirrored traditional f-t-f
CBT: (1) psychoeducation, (2) BA, (3) cognitive restructuring,
and (4) relapse prevention. However, with bCBT, f-t-f sessions
were replaced by and alternated with online modules [34,37].
The themes of the f-t-f sessions matched the content of the
online sessions. The more practical componentswere delivered

Table 1. Blended cognitive behavioral therapy format per country.

van Genugten et al

online (ie, psychoeducation, completing homework
assignments). The focus of the health care professional during
the f-t-f session was on process-rel ated treatment outcomes (ie,
discussion of feelings and thoughts), discussing homework
gnments, and providing support [36]. Although the protocols
included the same core components (including BA), bCBT was
delivered in the primary care of specialized MHC and therapists
were granted some freedom to customize the protocol to their
local needs. To make surethe protocol suited their local context,
the therapists were allowed to adapt the treatment duration and
the ratio between the number of f-t-f sessions and online
sessions. In addition, therapists were allowed to include some
additional components (eg, mindfulness or problem solving),
but this could not take up more than 25% of the total treatment
(f-t-f and online sessions combined). M oreover, based on local
availability, different web- and smartphone-based applications
were used. Table 1 showsthe bCBT format per country.

Treatment duration

Total number of

Country Type of care (weeks) Face-to-face sessions, n  Web-based modules, n  sessions, n Sequencing
Germany Primary 11-13 6 10 16 Alternate
Poland Primary 6-10 7 6 13 Alternate
England Primary 11 5 6 11 Alternate
Spain Primary 10 10 10 20 Alternate
Sweden Primary 10 4 6 10 Alternate
The Netherlands  Speciaized 18-20 10 9 19 Alternate
France Specialized 16-20 8 8 16 Alternate
Switzerland Specialized 18 9 9 18 Alternate

Aswith traditional f-t-f CBT, the BA component in this study
was based on Lewinsohn et a’s [14,15] theory of depression
and aimed at increasing patients' engagement in activities. The
BA component started early in treatment and remained a
recurring topic in the (f-t-f) sessions throughout the course of
treatment. During the f-t-f sessions, the patient was motivated
by the health care professional to schedule and engage in
(potential) pleasant activities. The patient could (re)read the
rationale of BA online, read a so-called activity-list that could
be used for inspiration, and use the platform as atool to specify
and schedule which activities to engage in that week. A
smartphone-based EMA application was used to monitor
engagement in activities, pleasure experienced as a result of
these activities, and the mood state over the course of treatment.
Although the f-t-f and online sessionswere only approximately
(alternated) once aweek, the patient was encouraged to take an
active role in their therapy and to practice in their own
environment in between the sessions.

Between February 2015 and December 31, 2017, patientswere
recruited from primary care (Germany, Poland, Spain, Sweden,
and the United Kingdom) and outpatient departments of
specidized MHC settings (France, the Netherlands, and
Switzerland) [35,36]. Patients were asked by their health care
professionalswhether they werewilling to take part in the study.
The inclusion criteria were as follows: (1) must be at least 18
years of age; (2) meet the Diagnostic and Satistical Manual of

https://mental.jmir.org/2021/12/€32007

Mental Disorders, Fourth Edition (DSM-1V), criteriafor MDD,
as confirmed by Mini International Neuropsychiatric Interview
(M.I.N.I.) version 5.0 [38,39]; and (3) report mild-to-severe
depressive symptoms (score of =5) on the Patient Health
Questionnaire-9 (PHQ-9) [40,41]. The exclusion criteria were
as follows: (1) already receiving psychological treatment for
depression in a primary or specialized MHC setting; (2) be at
high risk for suicide or have aDSM-IV diagnosis of substance
dependence, bipolar disorder, psychotic illness, or obsessive
compulsive disorder, as confirmed by M.I.N.I. version 5.0
[38,39]; (3) not able to comprehend the spoken and written
language of their country of residence; (4) not have accessto a
computer with a fast internet connection; and (5) not have a
smartphone compatible with the Android operating system or
be unwilling to carry a smartphone provided by the research
team. For morein-depth information about the specifics of both
country and setting recruitment procedures, please see el sewhere
[35,36].

Patientswho met theinclusion criteria (N=943) were randomly
allocated to receive either bCBT (n=476) or TAU (n=467). For
the purposes of this study, only patients who were randomized
toreceive bCBT wereinitially selected, since patientswho were
allocated to the TAU group were not invited to complete the
smartphone-based EMA measures. Of the 476 bCBT patients,
152 did not receive treatment (never attended the first f-t-f
session, dropped out after the first f-t-f session, never logged
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onto the platform) or did not provide any weekly EMA reports.
Of the remaining 324 patients, all patients reported on their
mood, but 84 of them failed to complete reports on their levels
of activities or pleasure. This led to an analytic sample of 240
patients who reported on all 3 variables of interest (activities,
pleasure, and mood) in the weekly EMA reports. Potential
selection bias was examined by analyzing potential differences
in terms of demographic and clinical characteristics between
the E-COMPARED patients who were randomly allocated to
receive bCBT but did not meet the study’s inclusion criteria (n
=476 —240 = 226) and patientswho wereincluded in this study
(N=240). The results of these analyses are presented in the
Result section.

M easures

Demographic and Clinical Characteristics

At baseline, information about demographic and clinical
characteristics was gathered. The basic demographicsincluded
age, gender, and educational level. This information was
obtained through a web-based questionnaire. The clinical
characteristics included current MDD diagnosis and other
(comorbid) psychiatric diagnoses, severity of depression, and
use of antidepressant medication. The presence of current MDD
and current comorbid psychiatric disorders (dysthymia, panic
disorder with or without agoraphobia, agoraphobia, social
phobia, generalized anxiety disorder, posttraumatic stress
disorder) was defined according to DSM-IV criteria [39] and
established using M.I.N.I. version 5.0 [38]. Patients reported
on the severity of their depression by completing a web-based
version of the PHQ-9 [40-42]. This questionnaire contains 9
items, each of which covers 1 DSM-1V criterion of MDD [39].
Questionsare answered on ascalefrom 0 (not at al) to 3 (nearly
every day), asexperienced during the prior 2-week period. Sum
scores indicate both the presence and the severity of depressive
symptoms: none (0-4), mild (5-9), moderate (10-14), moderately
severe (15-19), and severe depressive (20-27) symptoms[40,41].
The last item of the PHQ-9 evaluates suicidal ideation (ie,
passive thoughts of death or self-injury). The researchers of
E-COMPARED did not actively monitor or respond to reports
of suicidal ideation, as this was not a stand-alone online
treatment service. The MHC professional providing the therapy
was considered well qualified and trained to identify and address
suiciderisk in their patients.

Smartphone-Based EMA of Pleasant Activities,
Pleasure, and Mood

Information about activities, that is, the level of engagement in
pleasant activities, on the day of reporting was gathered through
the following question: “To what extent did you accomplish
pleasant activities today?’ The question was answered on a
visual analogue scale (VAS) that ranged from 1 to 10, with 1
precision digit after the decimal point and higher scores
indicating more engagement in pleasant activities. Pleasure,
that is, the subjective appraisal of the pleasure experienced
through these activities, on the day of reporting was measured
through the question “How much did you enjoy activities
today?’ Thisquestion was answered on a VA S scal e that ranged
from 1 to 10, with 1 precision digit after the decimal point and
higher scores indicating greater pleasure experienced. Lastly,
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information pertaining to the patients current mood was
collected through the following question: “How is your mood
right now?’ This question was answered on a VAS scale that
ranged from 1 (worst) to 10 (best), with 1 precision digital after
the decimal point. Higher scores thus indicated more
engagement in pleasant activities, greater pleasure experienced,
and better mood on the day of reporting.

The EMA protocol varied over the course of the treatment.
During both the first and the last 7 days of treatment, patients
were prompted to rate their mood on 3 separate occasions each
day (around 10:00 AM, 8:00 PM, and a random time between
10:00 AM and 10:00 PM). During these specific weeks, at the
8:00 PM prompt, patients were also invited to report on their
level of pleasant activities and experienced pleasure. From the
second week until the last week of treatment, patients were
prompted to rate their mood once a day at a random time
between 10:00 AM and 10:00 PM. Moreover, on 1 random
evening (8:00 PM) each week, patientswere also invited to rate
their engagement in pleasant activities, experienced pleasure,
and mood. Although patients were instructed to complete the
guestions as quickly as possible, they were given atime frame
of 60 min. Additionally, patients were also free to report their
mood at any time other than the fixed prompts. The EMA
protocol varied over the course of treatment, as the EMA
component was used for supportive meansin thetreatment. The
first week was for patients to get used to the EMA application,
but it was considered unrealistic to expect from patients in a
clinical setting to complete a full diary every day throughout
the course of treatment [35,36].

For this study, weekly averages of the EMA reports were
calculated in order to ensure that all patients had an equal
number of measurement points. The weekly averages of the 3
guestionswere cal cul ated over a 3-month period, which resulted
in 12 weekly EMA reports of activity, pleasure, and mood for
each patient, as 3 months was deemed an appropriate timespan
for examining the process of change, given the average length
of bCBT protocols[36].

Statistical Analysis

Descriptive statistics were calculated for both baseline
demographics and clinical characteristics. To answer the main
research questions, linear mixed model (LMM) and
random-intercept cross-lagged panel model (RI-CLPM) analyses
were conducted. First, we performed multiple imputation (Ml,
m=100) to impute the missing EM A weekly reports. Inthe data
set, 18%, 54%, and 54% of the 12-week reports were missing
for mood, pleasure, and activity, respectively. Full information
maximum likelihood (FIML) and M| are 2 types of techniques
that are considered best for handling missing data[43,44]. When
conducting an RI-CLPM in RStudio, the default setting to handle
missing observationsis FIML [45]. We, however, choseto apply
M1 since this technique allows for a more convenient way to
incorporate auxiliary variables in the model when running an
RI-CLPM in RStudio. Auxiliary variables are additional
covariates that are included in the model next to the variables
ultimately analyzed inthefinal analysis. It isargued that adding
auxiliary variables can substantially improve the handling of
missing data [46].
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We performed M1 using the Amdliall-R-package (version 1.7.6)
[47] asthisallowsfor M1 of time series data. The package uses
a bootstrap-based expectation-maximization bootstrapping
algorithm to impute missing observations. It uses all of the
information present in the data set, allowsfor previously known
information to be incorporated into the imputation model, and
provides diagnostics of the model [47]. In this study, the patient
ID was included as a fixed effect. Time was considered by
including leads (previous measurement [t—1]) and lags (next
measurement [t+1]) into the imputation model. Previously
known information was included by setting a logical bound
between 1 and 10, as this was the answer range for the EMA
guestions. Auxiliary variablesincluded gender, age, educational
level, comorbid DSM-IV diagnoses at baseline, PHQ-9 at
baseline, PHQ-9 after 3 months, and antidepressant usage at
baseline. Diagnostics of the imputation model were checked by
examining overimputation diagnostic plots. Please see
Multimedia Appendix 1 [48-54] for more information about
both missing data and the M1 procedure.

van Genugten et al

Next, the development of engaging in activities, pleasure
experienced, and mood state over the duration of the treatment
was examined with 3 separate LMMs. Weekly averages of the
EMA reports were added as dependent variables. To test our
main research questions, unconstrained RI-CLPMs were
estimated. Again, the weekly averages of the EMA reportswere
analyzed. The RI-CLPM, as proposed by Hamaker, Kuiper, and
Grasman [55], is an extension of the traditional CLPM [56].
The CLPM is an expedient method for describing cross-lagged
associations between variables [56]. However, 1 key drawback
of thetraditional CLPM isthat within-person effects cannot be
extracted; this is problematic, given that these effects reflect
theintraindividual processesthat are needed in order to be able
to draw conclusions about how changes over time in one
variable are linked to changes over time in another variable,
with respect to the same person. The RI-CLPM decomposes
the between- and within-person effects. Figure 2 provides a
visual representation of an RI-CLPM.

Figure2. RI-CLPM for 4 measurement points. a and { are autoregressive regression coefficients; y and & are same-week (residual) covariances, 3 and
€ are cross-lagged regression coefficients, and n is between-person correlation. Based on Hamaker, Kuiper, and Grasman [55]. RI: random intercept;

RI-CLPM: random-intercept cross-lagged panel model.
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The RI-CLPM involves:

« Autoregression coefficients (a and ), which represent the
carry-over effect (eg, X; on X; ,3). A negative coefficient
indicates that if the score for X in one week is above the
overall mean, then the score for X in the following week
is likely to be below the overall mean, and vice versa
Conversely, apositive coefficient indicates that a higher or
lower score for X in one week corresponds to a higher or
lower scorefor X in the following week.

- Thecross-lagged coefficients (3 and €) indicate the extent
to which 2 variables influence each other. The coefficients
show the extent to which any deviationin variable X in one
week is related to any deviation in variable Y in the
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following week, when controlled for the autoregression of
Y.

«  Thecovariance (y) indicates the association between X and
Y in the first week, while the same-week residual
covariances () indicate the covariant change, that is, the
extent to which awithin-person change in X is associated
with awithin-person changein Y in the same week.

« The association between the random intercepts (RIs; n),
which reflects the between-person effects over the course
of the treatment.

The modd fit of the RI-CLPMs was evaluated with (1) the P

vaue of the x? test satistic, (2) the standardized
root-mean-square residua (SRMR), (3) the standardized
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root-mean-sguare error of approximation (RMSEA) [57], and
(4) the comparative fit index (CFl) [58]. For an RI-CPLM to

fit the data well, (1) the X test statistic must be statistically
nonsignificant (P>.05), (2) the SRMR must be <0.08, (3) the
RMSEA must be <0.05, and (4) the CFl must be =0.95 [57-60].

All analyseswere performed in RStudio (R version4.0.2.). The
mitml-R-package was used to prepare the M| data sets for
pooled analyses [61]. The LMMs were conducted using the
nime-R-package [62]. For the RI-CLPM, we derived our model
syntax from the (basic) model syntax provided by Mulder and
Hamaker [45]. To run the model syntax on the M| data sets, we
needed the semTools-R-package [63]; this package provided
the lavaan interface for the M| data sets[63,64]. Rubin’'s rules
were applied to pool the results across the M| data sets [65].
P<.05 was considered statistically significant. A more detailed
description of the RI-CLPM [55,66], the model syntax for the
RI-CLPM [45], the Amelia Il, lavaan, mitml, nmle, and
semTools packages [47,61-64,67] and Rubin’s rules [65] can
be found elsawhere.

van Genugten et al

Results

Sample Characteristics

Table 2 shows the baseline demographics and clinical
characteristics of the analytic sample. The sample comprised
240 participants, 66% (158/240) of which were female. The
mean age was 37.3 years (SD 13.2), while 9% (21/240), 34%
(80/240), and 58% (139/240) of the patients studied at an
elementary, secondary, and higher educationa level,
respectively. One or more comorbid DSM-1V diagnoses were
reported by 59% (142/240) of the patients, while 30% (71/240)
were currently using antidepressant medication. Finally, 13%
(31/240) of the patients reported mild, 35% (84/240) reported
moderate, 30% (72/240) reported moderately severe, and 22%
(53/240) reported severe depressive symptoms at baseline.

The anaysesthat were conducted to examine potential selection
bias demonstrated that there was no difference in terms of
demographics and clinical characteristics between the
E-COMPARED patientswho wererandomly allocated to receive
bCBT but did not meet the study’s inclusion criteria (see the
Methods section) (n=476-240=226) and patients who were
ultimately included in the study (N=240).

Table 2. Baseline demographics and clinical characteristics of the study sample (N=240).

Characteristic Patients, N (%)
Gender

Femae 158 (66)

Male 82 (34)
Educational level

Elementary 21(9)

Secondary 80 (33)

Higher 139 (58)
Comorbid DSM-1V2 diagnoses

0 98 (41)

1 77 (32)

2 or more 65 (27)
Antidepressant use

No 169 (70)

Yes 71 (30)
PHQ-9°

Mild 31(13)

Moderate 84 (35)

Moderately severe 72 (30)

Severe 53 (22)

3DSM-1V: Diagnostic and Statistical Manual of Mental Disorders, Fourth Edition.
bCurrent comorbid diagnoses included the DSM-1V diagnoses of dysthymia, panic disorder with or without agoraphobia, agoraphobia, social phobia,

generalized anxiety disorder, and posttraumatic stress disorder.
PHQ-9: Patient Health Questionnaire-9.
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Development of Engagement in Pleasant Activities,
Experiencing Pleasure, and M ood During the Course
of the Treatment

Over the course of a 12-week period, patients provided weekly
EMA reports concerning their activities, pleasure experienced,
and mood. Since missing datawereimputed with M| techniques
(see Multimedia Appendix 1), 12 weekly EMA reports for all
3 variables were available for each patient. On average,
engagement in activities (B=0.02, SE 0.01, tg49=2.03, P=.04),
pleasure experienced (B=0.03, SE 0.01, tg45=2.95, P=.003), and
mood (B=0.04, SE 0.01, t;35,=6.2, P<.001) of patients all

van Genugten et al

increased dlightly during the course of the treatment. Age,
gender, depression severity, and antidepressant usage were not
considered confounders in any of the analyses.

L ongitudinal Reciprocal Associationsin the BA Circle

Reciprocal Associations Between Engaging in Pleasant
Activities and Experiencing Pleasure

Figure 3 showsasimplified model for thereciprocal associations
between engaging in pleasant activities and experiencing
pleasure. The fit indices indicate that the model fits well
(X%517=52.35, P=.99, SMSR=0.05, RMSEA=0.00, CFI=1.00).

Figure 3. Simplified RI-CLPM engaging in pleasant activities and experiencing pleasure. The between-person double-headed arrow represents a
correlation. Within-person double-headed arrows represent (residual) covariances; single-headed arrows display standardized regression coefficients.
Light-gray arrows represent nonsignificant covariances/coefficients. *P<.001, **P=.01, ***P=.02. A: activity; P: pleasure; Rl: Random Intercept;

RI-CLPM: random-intercept cross-lagged panel model.
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At thewithin-person level, none of the cross-lagged coefficients
were statistically significant; engagement in activities was not
predictive for experiencing pleasure, nor was the opposite the
case. Regarding the autoregression coefficients, only 2
autoregressive paths were significant: the autoregressive path
of engaging in activities between weeks 2 and 3 (B=0.33, SE
0.12, P=.01) and the autoregressive path of experiencing
pleasure between weeks 2 and 3 (B=0.30, SE 0.12, P=.02). The
positive significant autoregressive pathway indicatesthat if the
level of activities engaged in during week 2 was above the
overall mean, thenthelevel of activitiesengaged in during week
3 was aso likely to be above the overall mean. This was aso
the case with respect to experiencing pleasure in weeks 2 and
3. Moreover, both the covariance between activity and pleasure
in the first week (covariance=2.47) as well as the residual
covariances from weeks 2 to 12 (range residua
covariance=1.46-2.07) were statistically significant (all P<.001).
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Thismeansthat increased engagement in pleasant activitieswas
associated with an increase in the pleasure experienced in the
same week.

At the between-person level, engaging in activities and
experiencing pleasure were strongly correlated (r=0.88, P<.001).
This means that over the course of the treatment, patients who
engaged more in pleasant activities also reported experiencing
greater pleasure than those who engaged less in pleasant
activities.

Reciprocal Associations Between Experiencing Pleasure
and Mood

Figure 4 showsasimplified model for thereciprocal associations
between experiencing pleasure and mood. The fit indices
indicate that the model fits well (x%,7=91.67, P=.99,
SRMR=0.08, RMSEA=0.00, CFI=1.00).

Figure 4. Simplified RI-CLPM experiencing pleasure and mood. The between-person double-headed arrow represents a correlation. Within-person
double-headed arrows represent (residual) covariances; single-headed arrows display standardized regression coefficients. Light-gray arrows represent
nonsignificant covariances/coefficients. *P<.001, **P=.01. M: mood; P: pleasure; RI: Random Intercept; RI-CLPM: random-intercept cross-lagged
panel model.
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At thewithin-person level, none of the cross-lagged coefficients
were dtatistically significant; the level of pleasure was not
predictive for mood 1 week later, nor vice versa. With regard
to the autoregression coefficients, the autoregressive path
between weeks 2 and 3 was statistically significant with respect
to experiencing pleasure (B=0.26, SE 0.10, P=.01), while all
the coefficients of mood appeared to be positive and significant
(B=0.24-0.45, P<.001). Thispositive significant autoregressive
pathway thusindicatesthat if thelevel of experiencing pleasure
(or mood) in week t was above the overall mean, then the level
of experiencing pleasure (or mood) in week t+1 was also likely
to be above the overal mean. Moreover, both the covariance
between experiencing pleasure and mood in the first week
(covariance=1.52) as well as the residual covariances from
weeks 2 to 12 (range residual covariance=0.51-1.01) were

van Genugten et al

statistically significant (all P<.001). Thismeansthat an increase
in experienced pleasure was associated with an increasein mood
in the same week.

At the between-person level, experiencing pleasure and mood
werestrongly correlated (r=0.94, P<.001). Thismeansthat over
the duration of the treatment, patients who experienced more
pleasure also reported being in abetter mood than patients who
experienced less pleasure.

Reciprocal Associations Between Mood and Engaging

in Pleasant Activities

Figure 5 showsasimplified model for thereciprocal associations
between mood and engagement in pleasant activities. The fit
indices indicate that the model fits well (x2,;,=98.65, P=.99,
SRMR=0.08, RM SEA=0.00, CFI=1.00).

Figure5. Simplified RI-CLPM mood and engaging in pleasant activities. The between-person double-headed arrow represents acorrelation. Within-person
double-headed arrows represent (residual) covariances; single-headed arrows display standardized regression coefficients. Light-gray arrows represent

nonsignificant covariances/coefficients. *P<.001, **P=.02. A: activity; M:
panel model.

Between-
person

6

0.35% [ )
& ‘
i3
s

o

5
).52%

&
B

]

1 2 3
( J 0.28% [ : 0.43*
% %
>

=
. N = 2 p
S < > S sl &
& & o 5

0.12 . 0.24** . (04 @ ®

At thewithin-person level, none of the cross-lagged coefficients
were dtatistically significant. Mood was not predictive of
engagement in activities 1 week later, nor vice versa. With
regard to the autoregression coefficients concerned,
autoregressive paths for mood were found to be positive and
significant (B=0.28-0.46, P<.001), while for engagement in
activities, only the autoregressive path between weeks 2 and 3
(B=0.24, P=.02) was significant. Moreover, both the covariance
between mood and engagement in activities in the first week
(covariance=1.43) as well as the residual covariances from
weeks 2 to 12 (range residual covariance=0.50-1.00) were
statistically significant (all P<.001). Thismeansthat an increase
in mood was associated with an increase in engagement in
activities in the same week.

”
“o.

0.19 007

At the between-person level, there was a strong correlation
between mood and engagement in activities (r=0.82, P<.001).
This means that over the course of the treatment, patients who
experienced improved mood also reported higher levels of
engagement in activities.

Discussion

Principal Findings

This study is a first attempt in examining the (temporal)
associations between the 3 constructs of the theoretical
framework of BA, which is grounded in Lewinsohn et a’s
[14,15] theory of depression, among MDD patients during the
course of bCBT. We found no evidence of a temporal

https://mental.jmir.org/2021/12/€32007
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relationship between the 3 variables of interest: engagement in
pleasant activities, experiencing pleasure, and mood. However,
the results did reveal cross-sectional positive relationships
between the 3 variables. Moreover, the levels of engagement
in activities, pleasure, and mood increased dightly over the
course of the treatment. In addition, mood appeared to be
self-predictive over time, which was not the case for either
engagement in activities or pleasure. Finally, over the course
of the treatment, strong positive correlations between
engagement in activities, pleasure, and mood were identified
at the between-patient level.

Comparison With Previous Literature

First, we were interested in examining the temporal dimension
of thetheoretical framework of BA. Inthisrespect, our findings
did not reveal any temporal relationships between engagement
in activities and the subsequent pleasure and mood experienced
in the following weeks. This result was somewhat surprising
asitisnot in accordance with Lewinsohn et al’s[14,15] theory
of depression, which clearly posits a temporal relationship
between engagement in activities and pleasure, pleasure and
mood, and mood and activities (see Figure 1). This raises the
question of whether the lack of temporal relationships in our
study stems from the selected lag (weekly interval).

The selected lag was a consequence of the chosen sampling
scheme in the treatment protocol. We could only use the data
that were available, and the E-COMPARED study was not
designed to investigate the theoretical framework of BA. To
avoid false-negative or false-positive findings, it is vitaly
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important to choose the right lag; however, thisis difficult as
the right lag cannot be standardized but, rather, is completely
dependent on the research topic [68,69]. In the case of our study,
it could well bethat the temporal relationshipswould have been
revedled if the time intervals between the subsequent
measurements had been shorter (eg, daily rather than weekly
EMA reports).

The question of whether the data were suitable for illustrating
temporal relationships is further evoked by the fact that
same-week rel ati onships between the 3 examined variableswere
identified [68,69]. That is, in those weeks when a patient (1)
engaged in more pleasant activities, they also reported an
increase in pleasure; (2) experienced more pleasure, they aso
reported a better mood; and (3) reported a better mood, they
also engaged in more pleasant activities. Although these
within-patient associations are potentially in line with the
theoretical framework of BA [14,15], since these same-week
relationships are cross-sectional, it cannot be established whether
there is causal dominance, equal reciprocal relationships, or
cyclical relationships.

Moreover, the analyses highlighted between-patient effects;
patientswho engaged morein pleasant activities over the course
of the treatment also reported experiencing more pleasure.
Patients who experienced more pleasure also reported a better
mood, while patients who reported a better mood also reported
engaging in more activities over the course of the treatment.
Although wewere primarily interested in intrapatient processes
and causal dominance cannot be established, the between-patient
effects do complement the intrapatient effects, insofar as the
positive relationship between the 3 variables of interest at the
between-patient level doesfit within the scope of the theoretical
framework of BA [14,15]. To the best of our knowledge, this
was the first (EMA) study to examine these effects over the
course of treatment within a sample of adult MDD patientsin
routine MHC; prior studies have either focused on comparing
healthy controlswith depressed persons, who are often recruited
from the general population (eg, [70-72]), or investigated
activities or pleasure as a mediator of pre- to postdepression
severity change after depression treatment [20,73].

Limitations

In addition to the question of whether the selected time lag was
appropriate, the results should al so be considered with afurther

van Genugten et al

limitation in mind, namely the proportion of missing weekly
EMA reports. In particular, the adherence rates for the
engagement in activity and pleasure reportswere relatively poor
(both 46%). However, we contend that we were ableto mitigate
this problem by carrying out MI on the missing weekly EMA
reports.

Clinical Implications and Future Research

This study addresses a hoteworthy gap in the extant literature
and, as such, can be regarded as constituting an important first
step toward establishing evidence for the theoretical framework
of BA among MDD patients. To the best of our knowledge, this
represents the first study to investigate intrapatient processes
of BA during the course of (b)CBT treatment. The resultslend
at least some empirical support for the underlying theoretical
framework of a therapy that is regarded by the American
Psychological Association [74] as 1 of the recommended
treatmentsfor adult depression. A next step would beto replicate
the study across a different data set, possibly with smaller time
intervals between the measurements. Moreover, in our study,
we focused on whether we could find associations between the
3 key constructs that are part of the theoretical framework of
BA for MDD. We do know that BA starts early in treatment
and remains arecurring topic in the (f-t-f) sessions throughout
the entire course of treatment. However, based on our data, we
could not tease apart the influence of other intervention
components from the influence of BA, as BA was part of CBT.
Whether BA succeedsin activating MDD patients would be an
interesting question that should be explored in future work.

Conclusions

The results of our study are partially in accordance with the
theoretical framework of BA. The anayses demonstrated
statistically significant cross-sectional relationships between
levels of engagement in activity, pleasure experienced asaresult
of these activities, and mood. However, as we did not reveal
any dtatigtically significant temporal relationships, no
conclusions could be drawn concerning possible causality. A
shorter measurement interval (eg, daily rather than weekly EMA
reports) might be more conducive to detecting potential
underlying temporal pathways. Consequently, future research
should use an EMA methodology to further investigate these
temporal associations, based on theory and how the treatments
are presented to patients.
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DSM-1V: Diagnostic and Statistical Manual of Mental Disorders, Fourth Edition
E-COMPARED: European Comparative Effectiveness Research on Internet-based Depression Treatment versus
treatment-as-usual
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FIML: full information maximum likelihood

f-t-f: face-to-face

LMM: linear mixed model

MDD: major depressive disorder

MHC: mental health care

MI: multiple imputation

PHQ-9: Patient Health Questionnaire-9

RI: random intercept

RI-CLPM: random-intercept cross-lagged panel model

RM SEA: root-mean-square error of approximation

SRMR: standardized root-mean-square residual

TAU: treatment-as-usual

VAS: visual analogue scale
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Abstract

Background: The prevalence of self-injurious thoughts and behaviors (SITB) signals a growing public health crisis. Despite a
recoghized need for improved and scalable interventions, the field of SITB intervention faces severa challenges. existing
interventions are often time and resource intensive, most individuals with SITB do not seek formal menta health care, and
efficacious treatments are characterized by small effects. Combined, these challenges indicate a need for improved SITB
interventionsfor individualsin formal treatment and those who are not treatment engaged but are at high risk of worsening mental
health and future suicide attempts.

Objective:  We present a methodological approach and set of techniques that may address these challenges by centering the
lived experience of individuals with SITB in the process of developing needed services: user-centered design (UCD).

Methods: We highlight the value of UCD in the context of digital interventions for SITB by describing the UCD approach and
explicating how it can be leveraged to include lived experience throughout the development and evaluation process. We provide
adetailed case example highlighting 3 phases of the early development process that can be used to design an intervention that is
engaging and meets end-user needs. In addition, we point to novel applications of UCD to complement new directionsin SITB
research.

Results: In this paper, we offer a 2-pronged approach to meet these challenges. First, in terms of addressing access to effective
interventions, digital interventions hold promise to extend the reach of evidence-based treatments outside of brick-and-mortar
health care settings. Second, to address challenges related to treatment targets and engagement, we propose involving individuals
with lived experience in the design and research process.

Conclusions: UCD offers a well-developed and systematic process to center the unique needs, preferences, and perceived
barriers of individuals with lived SITB experience in the development and evaluation of digital interventions.

(JMIR Ment Health 2021;8(12):€31367) doi:10.2196/31367
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Introduction

Background

Suicideisaleading cause of death globally [1], and international
rates of nonsuicidal self-injury (NSSI) are also high, with
community (nonclinical) prevalence of 17.2% for adolescents,
13.4% for young adults, and 5.5% for those beyond young
adulthood [2]. Lifetime prevalence of suicidal ideation is
estimated to be between 22.3% and 32.7%, with 12-month
prevalence of 10.6% in young adults [3,4]. Upward trends in
these rates signal agrowing public health crisis.

Despite significant advances in our understanding of the
epidemiology and phenomenology of self-injurious thoughts
and behaviors (SITB), including suicide and NSSI, several key
challengesexist for thefield of SITB intervention. First, existing
SITB interventions are often time and resourceintensive, making
them inaccessible to many, and difficult to scale to meet the
large and growing need. Second, most individuals with SITB
are hesitant to disclose their struggles and do not seek formal
mental health care [5-7]. These challenges reflect a need to
improve interventions for individuals who make contact with
formal treatment settings as well as for those individuals who
are not, and do not wish to be, treatment engaged.

Digital mental health interventions (DMHIs) are a promising
and viable option to address these challenges because they are
efficacious, scalable, and flexible enough to be used within, as
an adjunct to, or independent of, formal mental health services.
DMHIs typically refer to technology-based interventions that
are patient facing. However, how DMHIsaredeployed can vary
significantly [8]. For example, DM HIsinclude stand-alonetools
that are self-contained and used by patientsfor self-management
as well as adjunctive tools meant to augment patients
engagement in face-to-face treatments. DMHIs also vary along
a spectrum of human support from fully automated or
self-guided tools to those that incorporate digital coaching or
lightweight human support to ensure effective use, reduce
barriers, fortify points of disconnection [9], and ensure stronger
adherence to the tool.

A recent systematic review of DMHIs for SITB found 22
eigible triads: 12 randomized controlled trids (RCTs), 9
single-arm trials, and 1 crossover counterbalanced controlled
design [10]. The outcomes included suicidal ideation (n=14),
suicide attempt (n=3), NSSI (n=4), and self-injurious behaviors
not otherwise specified (n=2). Because of small sample sizes
for most outcomes, a meta-analysis was only conducted for
suicidal ideation, and the effect size was small (g=-0.12, 95%
Cl —0.29 t0 0.05) for DMHI conditions compared with control
conditions. This is similar to trials of standard face-to-face
treatments, which have a so produced small effectsfor suicidal
ideation (g=—0.09, 95% CI —0.15t0-0.02) and SITB outcomes
combined (g=-0.17, 95% CI -0.22 to -0.12) [11]. As most
DMHIs are based on these evidence-based treatment models
with small effects, this likely limits the potential effectiveness
of DMHIs for SITB. Although incorporating user-centered
design (UCD) into DMHIs for SITB aone is unlikely to
sufficiently address the issue of universally small effect sizes
among interventions for SITB, UCD provides a set of
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methodologies to refine and identify new targets and ensure
that interventions are designed to meet end-user needs. Improved
alignment between intervention targets and clinical needs and
delivery of clinical interventions in forms more acceptable to
users can lead to improved engagement—an important potential
driver of clinical change[12].

Although studies of DMHIs for SITB have described good
patient-reported acceptability and initial engagement with these
tools, a rapid decline in engagement is common. This may
suggest that although people were interested in receiving help
through DMHIs, their experience with these products did not
meet their expectations or preferences. Engagement with DMHIs
has been a challenge across the field of digital mental health
[13,14].

Stakeholder Input

To address the challenges of declining DMHI engagement and
the stalled effectiveness of existing NSS| and suicide prevention
interventions, we suggest including stakeholder input,
particularly fromindividualswith lived experience, inthe SITB
DMHI design and evaluation process. Thiswill ensure that we
are designing highly engaging and effective interventions that
focus on broadly applicable treatment targets. Given the
sensitivity of working with a population at heightened risk of
suicide, there is a need for rigorous ethical review of al study
and risk management protocols [15]. Although there has been
growing interest in research that incorporates the voices and
needs of individuals with lived SITB experience [16,17], there
has been little guidance on how best to do so.

In this paper, we describe UCD methodologies as a means to
incorporate lived experiencein the research process to develop
interventions that are highly attuned to the needs of the
individuals they are meant to support. Our aims are to (1)
describe the UCD approach, (2) show how it can be leveraged
to include lived experience throughout the development and
evaluation process through a case example, and (3) point to
promising opportunities to integrate lived experiences in
research processes for SITB interventions.

Methods

Procedures

In this paper, we illustrate the process of using UCD with
individuals with lived experience of SITB. This work was
guided by a review of selected works on the design and
development of DMHIsfor SITB in the existing literature. For
simplicity, we choseto illustrate the UCD processin the context
of the development of asingle DMHI targeting SITB. To select
an appropriate case example, multiple coauthors reviewed the
literature on DMHI for SITB and considered innovative
methods, intervention elements, UCD technique examples, and
attention to safety and ethics. The Brite app, asuicide prevention
smartphone app that was devel oped and tested through an RCT
at the University of Pittsburgh and University of Texas
Southwestern Medical Center, was ultimately chosen as our
case example given the aforementioned criteria[18,19]. In the
next sections, we discuss the UCD process and prior use of
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UCD for SITB interventions; subsequently, we present adetailed
case example through the development and evaluation of Brite.

What IsUCD?

UCD is an approach that grounds the development of new
DMHIs in the specific needs, challenges, and preferences of
stakeholders and end users. In the context of DMHIsfor SITB,
stakeholders may include policy makers, clinicians, caretakers,
and friends of individuals with SITB. End users are defined as
the individuals whom the intervention is intended to serve and
support, for example, individualswith SITB, for patient-facing
DMHIs and clinicians or coaches for adjunctive tools. This
inclusion of various stakeholders and end users in the design
process is characteristic of UCD and has been used to improve
the efficacy and acceptability of services.

Thekey aimsof UCD areto increase the usability (ease of use)
and usefulness (the extent to which it assists usersin achieving
their goals) of atechnology [20]. UCD also seeks to improve
sati sfaction with atechnology by making it acceptable and more
engaging to end users. Although UCD methods are often applied
to technology-based products for use in traditional work
environments, they have recently been applied to many different
contexts and for novel nontechnology purposes, including
improving psychotherapy [21], medical care [22], and
implementation strategies [23,24]. In the context of DMHIs,
UCD hasbeen leveraged to develop toolsthat closely align with
users needs, ensure inclusion of the types of content and
functionality that users expect, and ensure that the intervention
is delivered in an appealing and usable format to seamlesdly fit
into their lives [25-27].

A UCD Process

Asamethodological approach, UCD typically includes severa
iterative phases (Figure 1) that are either formative or summative
[20]. Formative UCD processes, including elicitation and design
activities, produce aninitial version of theintervention, whereas
summative processes eval uate the usability of the intervention.
Within each phase, different objectives are met using UCD
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techniques (Table 1). The elicitation phase is focused on
understanding the specific needs, preferences, limitations, and
requirements of end users by directly engaging them in
elicitation activities such as interviews, focus groups, or
observational techniques. This phase aims to identify, and
brainstorm possible solutions to, needs or challenges in direct
collaboration with the population of interest. At the end of the
elicitation phase, researchers compile the needs and
requirements of end usersin a design document, which can be
used to develop prototypes for presentation to users again in
design-focused activities.

The design phase begins the development of the DMHI and
involves a set of iterative design feedback activities with end
users, often involving prototypes—toolsthat enabl e feature and
serviceideation and initial formative evaluation of the proposed
technology’s functions and features. Prototypes approximate a
feature or several features of an intervention and can range from
paper depictions of an app interface to a wireframe or
low-fidelity (ie, alpha) version of the app itself. After each
design feedback session, improvements are made to the
prototype so that it gets progressively closer to meeting end
users' needsin its most acceptable form.

Finally, usability testing focuses on verifying that the final (ie,
beta) version of the DMHI meets the requirements of the end
users through single-session or longitudinal usability testing.
Ideally, this phase includes both qualitative and quantitative
data collection, as well as testing the intervention in the field.
Datafrom this phase will inform intervention refinements before
it is ready for initial pilot, feasibility, or clinical outcomes
testing.

Table 1 lists examples of common UCD techniques used in
formative and summative evaluation. Any single technique can
be used for different purposes. For example, although we list
focus groups under elicitation-focused techniques, for its use
inidentifying user needs and preferences, it can also beused in
the design phase to ideate or identify usability issues.
Techniques can also be combined.

Figure 1. User-centered design process for a self-injurious thoughts and behaviorsintervention for adolescents after hospital discharge. RCT: randomized

controlled trial; SITB: self-injurious thoughts and behaviors.
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Table 1. User-centered design techniques.
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Technique

Brief description

Example for SITB? research

Formative evaluation

Elicitation-focused techniques

Card sorting

Concept mapping

Diary or EMAP studies

Focus groups

Interviews

Personal inventories

Task analysis

Design-focused techniques

Co-design workshops

Passive storyboards

Interactive storyboards

Blue sky prototyping

Parallel prototyping

Wizard of Oz-ing

Summative evaluation

Usability testing techniques

Cognitive walkthrough

Sort a set of cards with constructs relevant
to the intervention into groups that make
sense to the end user

Create an illustration mapping the relation-
ship between the research question and re-
|ated concepts

Prompt end users to share relevant details
about their perception or experience at
scheduled or random intervals over time

Stakeholders meet for a moderated discus-
sion related to the research question

End users mest with the researcher for a
structured or semistructured interview

End users describe and share artifacts that
are personally valuable or relevant in their
life

Identify steps that the end user takes to
complete atask

Designers, end users, and stakehol ders meet
to collaborate on the design of an interven-
tion

End users are presented with scenarios—or
narratives describing a set of contexts and
actions—and probed for how they would
engage or navigate the scenario

End users are presented with a narrative of
the intervention in a series of panels and
participate in the narrative while being
probed on whether the product or solution
meets requirements

Considering designs that were previously
ignored because of feasibility (eg, cost, risk,
or complexity) to encourage radical innova-
tion and creativity

Multipledesign conceptsare embodied and
compared concurrently. Parallel prototyping
can help provide critical feedback for con-
cept selection

A prototypeto simulate thefull functionali-
ty of the intervention with a human operat-
ing behind the scenes so that all interactions
seem to be computer-driven

End usersare presented with an intervention
design and asked to show how they would
useit based on design features and prompts
within the intervention

Individualswith lived SITB experience sort emotion regu-
lation featuresin terms of the most to least important for
SITB management

Individuals with lived SITB experience create a pen-and-
paper map of emotions, thoughts, and contexts and how
these factors relate to certain coping strategies

Individuals with lived SITB experience are prompted 3
timesdaily to understand contexts or environments associ-
ated with heightened suicidal or self-injurious thoughts

Clinicians, parents, and young people with SITB are gath-
ered to discuss day-to-day needs

Interviewing individuals with current SITB to understand
how they conceptualize and engage in SITB self-manage-
ment and identify needs [28]

Individuals with lived SITB experience are asked to bring
to aninterview session the personal itemsthat provide them
hope or comfort when times are difficult

Individualswith lived SITB experience are asked to access
and practice coping toolsin an app

Individuals with lived experience of SITB and clinicians
meet with the purpose of ideating and designing prototypes
that will help end userswhen they experience urgesto self-
injure [29]

In the presence of qualified practitioners, individuals with
lived SITB experience are asked to reflect on a situation
when they experienced an urge to self-injure and asked
how they managed the urge and what resources they would
usually use

Individuals with lived SITB experience are provided a vi-
sual narrative of aproposed intervention that aimsto inter-
vene in moments when suicidal distress occurs and are

asked to consider its acceptability through each interaction

Through afocus group, clinicians are provided with an
implementation plan for a suicide prevention intervention
that they believed had liability concerns. Rather than disre-
garding it, they brainstormed implementation strategies to
mitigate their concerns

Individuals with lived SITB experience are provided with
similar variants of prototypes that differ by look and feel
and are asked to describe their perceived acceptability in
moments of suicidal crisis

Individuals with lived SITB experience are provided with
an app prototype and are asked to interact with the app
while aresearcher navigates display behind the scenes

Individualswith lived SITB experience are presented with
screenshots from a web-based program designed to teach
distresstolerance and are asked to describe how they would
navigate the screen based on prompts
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Technique Brief description

Example for SITB? research

Think-aloud exercises

plete atask

Heuristic evaluation

based on heuristics
Laboratory-based usability testing

End users engage with the intervention and
are asked to speak aloud when they com-

Designersor researchers eval uate prototypes
to identify potential usability problems

End usersidentify features or interactions
that are not usable and arein need of refine-

Individuals with lived SITB experience interact with an
avatar-and-text interface and are asked to speak aloud when
they make decisions about how and when to engage [30]

Cliniciansareinvited to evaluate early prototypesto deter-
mine whether the intervention would be useful and usable
for patients with SITB [31,32]

Individuals with lived SITB experience are brought into
thelaboratory to engage with the DMHIC to identify issues

ment while using the product in alaboratory

setting
Field testing

End users engage with aprototypein natural
context (eg, daily life and inpatient unit)

Individuals with SITB use the DMHI over the course of
the planned length of an intervention (eg, 8 weeks) and
respond to usability measures across this period

85| TB: self-injurious thoughts and behaviors.
PEMA.: ecol ogical momentary assessment.
CDMHI: digital mental health intervention.

We notethat there are ethical considerationswith applying some
of these techniques in populations with lived experience of
SITB. Although infrequent, some participants may experience
distress in relaying information about their lived experience.
However, researchers should take measuresto mitigate thisrisk,
including following existing guidance on working with
populations at elevated risk of suicide [33], guidance on
mitigating risk in studies using ecological momentary
assessment (EMA) or real-time monitoring [34,35], and
guidance on collaborating with institutional review boards to
develop protocols that appropriately account for beneficence
and well-being [15]. This should first include attention to
informed consent and enrollment processes that ensure that
participants have the capacity to safely participate in research
and that participants are informed of their right to discontinue
study participation at any time or skip over questions that they
do not wish to answer. During the conduct of research, detailed
safety protocolsare essential, including proceduresfor ng
and managing suicidal risk. When conducting UCD work with
this population, we recommend that a qualified and adequately
trained mental health professional be accessible to participants
during al focus groups, interviews, and workshops and be
available for consultation in emergent situations. In addition,
all participants should be provided with readily accessible
emergency contact information throughout the study period in
the event that they feel unsafe or have a psychiatric emergency.
If astudy lastslonger than one session, it isadvisable to remind
participants of their rights to withdraw from the study and to
converse with a qualified professional. In addition, research
should be conducted within an environment where people with
lived experience feel comfortable and safe sharing their stories.
This might involve reviewing rules for confidentiality within
focus groups and training research staff to use nonstigmatizing
language in the discussion and reporting of SITB (eg, the
American Association of Suicidology has a set of guidelines
on appropriate language [36]).

https://mental.jmir.org/2021/12/€31367

Applicationsof UCD for a Digital Mental Health and
SITB Intervention

Although UCD techniques have been used in the design of
DMHIsfor SITB, rarely isthe full UCD process, including the
3 phases and elements of formative and summative evaluations,
used. Practical constraints and a lack of understanding of how
to integrate UCD throughout the full design to implementation
process are possible factorsfor the underuse of UCD in clinical
intervention design. A main deterrent is the time investment
and additional considerations necessary for safely and ethically
including stakeholders. Although UCD requires an upfront
investment, this formative research should result in a better
product that is acceptable to, and engaging for, end users[37].
This formative work can also elicit critical information about
the barriers to use and use contexts, which can improve design
and implementation.

Some of the more robust examples of UCD for DMHIsfor SITB
have resulted in well-accepted and usabl e products. For example,
Dimeff et al [30] designed the Dr Dave avatar system—which
includes patient- and provider-facing components—to reduce
hospitalization after emergency department visits. In the
patient-facing tool, Dr Dave administers the Virtual
Collaborative Assessment and Management of Suicidality and
asks clarifying questions in a conversational format. For the
provider-facing tool, the avatar system summarizes the
assessment results for emergency department physiciansand is
meant to complement standard clinical interviews to optimize
patients’ clinical outcomes. Formative elicitation work, focused
on understanding workflows and end-user needs, was conducted
with hospital administrators, peer specialists, medical providers,
and adolescents with suicidal thoughts or behaviors. The
findings were then used to develop and iteratively refine
prototypes in consultation with stakeholders. Usability and
feasibility tests found the final prototype to be acceptable and

easy to use.

Czyz et a [38] similarly engaged in iterative development of a
text-based intervention to encourage safety plan adherence after
hospitalization. Messages were developed through theory and
expert opinion, after which adolescents with SITB provided
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feedback to revise content and language in person and through
alongitudinal field study. The intervention was perceived to be
acceptable, and a follow-up pilot trial supported its benefit in
combination with motivational interviewing—enhanced safety
planning [39].

In sum, although UCD techniques have been applied in research
on suicide prevention, their application has been limited, and
there are no easy-to-follow, comprehensive works that provide
guidance on how to incorporate UCD for SITB intervention
development. As research teams using UCD often publish
different phases of the process across multiple manuscripts, it
is often difficult to understand the entire UCD process for any
particular digital intervention. In the next section, we provide
a comprehensive and detailed example of this process.

Results

An Example: Development of a Smartphone App for
Adolescents With Suicidal Thoughts or Behaviors

We now elucidate what a robust application of UCD in the
development of an SITB intervention could look like through
abrief description of the aims of each stage and adetailed case
example. The exampleisbased on the devel opment of asuicide
prevention intervention featuring an emotion regulation and
safety planning smartphone app, Brite, designed for adolescents
aged 12-17 years who were hospitalized for suicidal ideation
and behavior [18,19]. The intervention aims to reduce suicidal
risk during the transition from inpatient to outpatient care, a
critical high-risk period for suicidal behavior. The following
example includes descriptions of the UCD processes used,
augmented by hypothetical elements to demonstrate the wide
range of UCD techniques available.

Phase 1: Elicitation

Overview

The aims of the elicitation phase are 2-fold: (1) identify user
needs, preferences, and goals and (2) ideate possible solutions.
Researchers work with individuals with lived SITB experience
to understand their needs and preferences. This might include
understanding both how they manage SITB symptoms and
salient aspects of their experience, aswell as exploring the types
of technologies that are acceptable and the services (eg,
intervention components) needed or desired as well as those
that are unwanted. Questions or interactions for this phase are
often informed by existing theory and empiricism on the topic
but are not constrained by them. Researcher reflexivity—which
entails examining and holding an awareness of one’'sown beliefs
and biasesresulting from one’sindividual experiences, training,
and positionality as a researcher situated in an institution with
aunique set of ideologies and biases—is critical. Thisincludes
being aware of assumptions about what the intervention could
or should look like and what should help the end user, as well
as being open to alternatives. Although reflexivity isimportant
throughout all phases of the research project, it is essential
during the formative work that ultimately shapes the data
collected. The openness of UCD during this phase may allow
for the identification of new, highly attuned treatment targets.

https://mental.jmir.org/2021/12/€31367
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Once the research team has a good understanding of end-user
needs, attention can be directed to ideating solutions. Ideating
in this context means considering how individuals want their
needs to be addressed. The transition from needs to ideating
solutions can occur in the context of a single session through
the pairing of UCD techniques (eg, interviews and scenarios),
but it can also occur sequentially in a series of =2 sessions,
depending on how much investigation is needed.

Example

The research team, which comprised clinical psychologists,
psychiatrists, and clinical social workers, was interested in
developing a service to support adolescents with suicidal
thoughts or behaviors in their transition from inpatient to
outpatient care. The first step was to elicit feedback from key
stakeholders. Individual interviews were chosen to protect
confidentiality, maximize comfort discussing SITB experiences,
and aleviate concerns around youths' susceptibility to effects
of social desirability in group settings such as focus groups.

A tota of 30 semistructured interviews were conducted with
adolescents with lived experience with psychiatric
hospitalization for suicidal ideation or behavior (10/30, 33%),
their parents or guardians (10/30, 33%), and inpatient and
outpatient care providers specializing in this population (10/30,
33%). The interviews included confirmatory and exploratory
probesfocused on stakeholders’ experienceswith thetransition
between inpatient and outpatient care and impressions on how
technology may support this transition for adolescents with
SITB. Theexploratory questions aimed to better understand the
adolescents' needs and preferences for timing, scope, and
delivery of a smartphone app to support their care transition.
The confirmatory questions probed the perceived importance
of, and elicited contextual information on, core evidence-based
treatment targets common to suicide prevention interventions
[40-45].

Key findings across al stakeholder interviewsincluded the need
to focus on safety planning to smoothen the transitionsin care.
The perceived barriers to safety plan uptake during care
transitions included lack of accessibility of paper-based saf ety
plans, potential for adolescents to be too distressed to deploy
the resources on their safety plan, and challenges with
motivation to engage in treatment. The stakeholders viewed a
smartphone app as an acceptable means to improve the
accessibility of safety plans. Brief skills to reduce momentary
experiences of distressthat can act asabarrier to safety planning
were considered essential, as were elements of motivational
interviewing to bolster treatment adherence.

Phase 2: Design

Overview

After the research team has a working understanding of the
needs and preferences of end users and has worked with them
to ideate possible solutions, the design feedback phase begins.
The aim of this phase is to develop initial prototypes to share
with end users to elicit information about acceptability and
needs and further understand requirements of the intervention.
Thisphaseinvolvesiterative prototype devel opment and design
activities with end users. Iteration is critical to allow for the
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gradual achievement of requirementsthrough exploring options,
pursuing new concepts, and refining prototypes. Studies show
that research teams using design iteration outperform those with
no iteration by producing better products that meet
pre-established design requirements [46,47]. Qualitative
feedback is analyzed and integrated into a progressively
high-fidelity (or functional) prototypeto be subjected to further
feedback and evaluation. This phase usually concludes when
the prototype seems to address the significant needs expressed
by the participants.

Example

Theresearch team aimed to create asmartphone app with saf ety
planning and distress tolerance components that would be
acceptable to adolescents with suicidal thoughts or behaviors
based on the findings from the élicitation phase. They partnered
with a private company with user interface expertise to draft a
wish list for the desired app components. Next, the research
team, user interface experts, and adolescent stakeholders with
lived SITB experiences engaged in iterative development of

app prototypes.

The research team decided to collect feedback inindividua and
group settings because the content was less sensitive (eg,
focusing on the app servicesrather than SITB experiences) and
a group format would better facilitate consensus on design
aspects. Efforts were made to optimize the adolescents
experiences in design sessions. To reduce burden, the design
sessions were held in the building where the adolescents were
treated after hospitalization. To increase engagement, the
adol escents were recognized as expertson their own experiences
and co-designers of the app.

The adolescent stakeholders met to provide feedback on app
prototypes at 3 time points, with 5-8 adol escents participating
at each time point. This process began with low-fidelity
wireframes (paper-based prototypes) that provided an initial
flow through the app and ended with a high-quality prototype
(working digital product). Storyboarding, which involves a
visual narrative to convey the function and purpose of the app,
was used to obtain stakehol der feedback. The adolescents were
asked to consider the acceptability of anticipated app
components (eg, mood-monitoring content, activities, function,
and flow) during moments of distress. Parallel prototyping,
wherein the adol escents were provided with similar variants of
prototypes that differed by look and feel as well as conceptual
elements, was al so used to solidify color choices, design schema,
and the app name. The researchers summarized the feedback
and incorporated it into the design of the improved prototype
at the end of each of the 3 iterations. The prototype was
considered final when, through consensus, the research team
determined that the themes from qualitative feedback and the
scoresfrom quantitative usability questionnaires (eg, Usefulness,
Satisfaction, and Ease of Use Scale [48]) indicated a sufficient
level of satisfaction [48]. The app was assessed to be safe for
evaluative testing by the research team because it met best
practice standards for safety planning and incorporated brief
evidence-based interventions for youthswith SITB (eg, distress
tolerance skills).
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Key findings from this phase included the importance of
considering every aspect of design (eg, cognitive burden,
availability and number of coping resources, and inclusion of
appropriate crisis resources) from the mindset of an adolescent
actively experiencing distress. The adolescents had low tolerance
for app functions that were confusing or ambiguous, and they
acknowledged that this could make them prematurely stop app
use. They reported that the look and feel of the app could
influence their mood. Some preferred light colors, which were
perceived as hopeful and uplifting; others preferred darker colors
that felt more authentic to their mood. Personalization was seen
as critical to engagement. As such, the final design included
safety plan content (eg, internal and external coping resources,
reasons to live, and crisis contacts) that was personalized and
interactive as well as a combination of dark and light colorsto
meet users esthetic preferences. Coping activities on the app
included acombination of existing web-based content identified
by the adolescents and clinicians who treat adolescents with
suicidal thoughts or behaviors and the option for adolescents
to add their own photos, videos, and websites.

Phase 3: Usability Testing

Overview

The purpose of usability testing is to understand whether the
product is usable and functional, aswell asto identify additional
refinements needed before the intervention is moved to the
clinical trial phase. This phase, similar to the design phase,
should involve iteration so that participant feedback can be
integrated into the intervention before additional evaluations.
A variety of approaches can be used during this phase, including
in-laboratory testing and longitudinal field testing. In addition,
thisphase allowsfor mixed methods analysis of qualitative data
from participant and researcher interactions, as well as
guantitative data from standard usability scales. At the
conclusion of this phase, the research team should have ausable
and highly engaging intervention that meets end users’ needs.

Example

App usability was examined through individual sessions with
10 hospitalized adolescents before discharge as well as
longitudinal field testing with 5 adolescents through an open
pilot trial to ensure that they were able to navigate the app
independently and to detect any remaining bugs. Specifically,
the adolescents were asked to think aloud as they performed
tasks such as composing their safety plan or accessing distress
tolerance techniques. At the end of the session, the adolescents
completed a quantitative assessment of usability. Usability
metrics were good, and the adol escents had not identified major
design issues; therefore, the app was ready for longitudinal
testing. For the opentrial, the adolescents received an orientation
to the app while they were hospitalized, and they downloaded
and used the app upon hospital discharge or shortly thereafter.
They then used the app naturalistically during their transition
to outpatient care. Brief telephone check-ins were conducted
with the adolescents at 4 and 12 weeks after discharge. These
interviews provided an opportunity for the adolescents to
describe their use of the app, including contexts when the app
was, and was not, helpful. This field testing revealed the need
for additional changesto the app to improve technical function
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and engagement. Modifications were made before the launch
of the RCT.

Next Steps: Moving From Usability to Formal
Evaluation of Treatment Targets

Overview

Once researchers have evidence of the acceptability and usability
of the intervention, the final DMHI is ready to be tested in a
pilot or fully powered clinical trial examining key clinical
targets. During this phase, UCD methods are not often used,
but they can be useful for further optimization and refinement
based on problems encountered as an intervention is scaled up.
This can be donein several ways, most often through including
usability measures as secondary outcomes in RCTs and
conducting interviews to get feedback after treatment. Another
method for incorporating lived experience to adapt and refine
the intervention through the trial process is suggested in the
Accelerated Creation-to-Sustainment model [49]. Hybrid trials
that account for the ever-evolving nature of technology can
offer amore flexible and iterative approach to trial procedures
and focus on optimization, effectiveness, and implementation
in real-world settings [49,50]. These trials have the potential to
significantly address the research-to-practice gap by producing
high-quality digital interventionsin atimely manner.

Example

In addition to an analysis of primary and secondary treatment
outcomes (eg, suicidal ideation and behavior), the RCT included
an evaluation of app usability through exit interviews as well
as usability and satisfaction questionnaires. The exit interviews
probed about use of the app and its components and included
guestions to eval uate the extent to which the app addressed key
barriers identified during the qualitative interviews, such as
ability to reduce distressin the moment, use of core components
of the safety plan, and motivation to engage with the app.

The findings from this RCT included overall app use rates of
approximately 70% and good usability and satisfaction scores
on the Computer System Usability Questionnaire [51] over the
6-month follow-up period after hospitalization. The exit
interviews revealed that the end users felt that the app was
effective in aiding their use of key safety plan components,
including seeking socia support, reaching out to crisis support
hotlines, and reducing momentary distress through practicing
skills. The exit interviews al so reveal ed when adol escents opted
not to use the app; their decision was often influenced by
motivational factors that were sometimes external to their
experience with using the app. For some, the app was viewed
aspart of the treatment they were receiving more broadly; when
motivation to engage with treatment waned, so did interest in
using the app. On the basis of this finding, some further
adjustments were made in the research team’s subsequent trial
(currently underway) to extend the use of motivational
interviewing strategies within the app and through a coached
onboarding process to augment adolescents’ motivation for
engagement with the app.
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Discussion

Considerations and Future Directions

The aforementioned case example demonstrates how lived
experience perspectives can be engaged in élicitation, design,
andinitial usability testing of anew DMHI for SITB. In addition
to explaining the UCD process and providing aworking example
of what this process can look likein designing aDMHI product,
we conclude by outlining promising opportunities to integrate
lived experiences in research processes that run parallel to
intervention development and in emerging areas of SITB
research focus. We discuss the use of UCD in (1) establishing
procedures related to participant safety and comfort, (2)
developing data privacy protocols for just-in-time adaptive
interventions, (3) reaching and engaging individuals who are
not treatment seeking, and (4) developing protocols for
implementation and sustainability.

Establishing Procedures Related to Participant Safety
and Comfort

UCD enables researchers to develop products as well as
procedures and policiesthat align with end-user needs, concerns,
and desiresfrom the ground up. A promising extension of UCD
for an SITB intervention is the development of protocols that
ensure participant safety and comfort. This includes
considerations related to risk management: (1) risks related to
discomfort and privacy in the research processand (2) designing
for safety. Researchers must be mindful of the burden that
research activities may place on participants and be proactive
in efforts to reduce burden. Thisincludes explicitly addressing,
and probing for, potential concerns around privacy, stigma, and
unintended or unwanted disclosure. Astopicsrelevant to SITB
lived experience can be sensitive, researchers must plan for
activities to be held at atime and place that is comfortable for
participants and plan for distress management. Thismay include
accommodations such as having at least two researchers present
to conduct focus groups, with a nearby private room available
for breaks or one-on-one engagement. Furthermore, staff
members must have appropriate training and experience with
suicide risk assessment and management.

Risk management also extends to considerations of the final
intervention design itself. Effective risk management can
influence whether users feel comfortable engaging with a tool
or service; yet, risks are often considered without input from
end users. The Trans Lifeline is a good example of a
technol ogy-enabled resource that adapted its services based on
feedback from target users. The Trans Lifeline elected not to
engage in nonconsensual active rescues after feedback from a
2015 survey with 800 transgender individuals[52]. Fear of such
rescues, harm from encounters with law enforcement, and
involuntary psychiatric hospitalization were identified as key
barriersto crisishotlineuse. Although crisis services can provide
highly effective coping skills and emotion regul ation tools that
reduce the risk of a suicide attempt [53], certain interventions
such asdeploying policeto respond to mental health crises may
be harmful and reduce engagement and efficacy. Understanding
the needs of constituents and the responses that communities
find most beneficial and least harmful enables the tailoring of
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services, protocols, and systemsthat effectively manage suicide
risk in alignment with the goals, values, rights, and dignity of
the end users.

Developing Data Privacy Protocolsfor Just-in-Time
Adaptive I nterventions

There are unique privacy considerations when collecting data
from vulnerable populations such asindividualswith SITB. As
interest in the field has turned to personalized, adaptive, and
in-the-moment interventions for suicide prevention and NSS|
reduction [54], this necessitates the use of sophisticated passive
sensing and self-report methods (eg, EMA). Given the
granularity of such data, it becomes ever more important to
consider privacy protocolsthat are aligned with end-user needs
and ethics.

Discussions on how to engage individuals more meaningfully
inthe process of collecting and using such granular data already
exist in the privacy literature and can be useful in SITB
intervention. For example, Shilton [55] describesa* participatory
sensing” approach where “ participants are not just subjects of
data collection, but take the role of investigators (when they
collect data to participate in self-analytic applications) or
co-investigators (when they contribute their data to larger
research initiatives).” This means that individuals with lived
SITB experience would have input into how, and what types
of, data are collected. Participants might express comfort with
certain types of data being collected passively, without their
knowledge, if it could inform in-the-moment interventions.
There may also be contingencies around collection—perhaps
passive data collection is acceptable if users or their clinicians
(if an augmentative service) get meaningful feedback [56]. There
may also be contingencies around collection—perhaps passive
data collection is acceptable if users or their clinicians (if an
augmentative service) receive useful feedback. End-user insights
should aso inform how the data are processed and used by
researchers and clinicians.

Although just-in-time interventions hold significant promise
for SITB, there are aso ethical concerns around managing
participant safety and participant burden [54]. This work also
tends to focus on individuals with lived experience as research
subjects (eg, producers of data), rather than as collaborative
informants or experts. We see UCD techniques as a useful
complement for mitigating some challenges associated with
EMA and passive data approaches. For example, achief concern
with EMA isthat it may increase participant distress and burden.
By conducting formative work, including surveys among
individuals with lived experience and feasibility studies with
different EMA timetables, researchers can identify appropriate
intervention schedules that are comfortable for participants and
meet their needs. For an example of formative work exploring
the feasibility of a particular method of elicitation (web-based
focus groups) among young people with suicidal thoughts, see
the study by Han et al [57]. In this work, the authors examine
participants comfort with, and desireto use, aweb-conferencing
technology for future research on suicide prevention.
Incorporating lived experience in the devel opment, testing, and
implementation of just-in-time interventions and related study
procedures such as data privacy protocols can reduce the
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likelihood of disengagement resulting from the intervention
being burdensome and ensure that the intervention fits into
participants’ lives and that data management processes are
acceptable to participants or users.

In sum, when designing interventions that collect increasingly
nuanced and granular health and mental health data, it is critical
to consider the risks and how individuals perceive these risks,
as well as proactively consider and address ethical concerns
that may arise [58].

Reaching and Engaging I ndividuals Who Are Not
Treatment Seeking

UCD methods may be particularly valuable in the devel opment
of DMHIsfor individuals not currently engaged in, or unlikely
to engage in, formal mental health services. These individuals
arenot only underserved in the sense that they are not receiving
services, but also their needsand goals are not well understood.
Existing interventions available to this population may be
inaccessible; may have been ineffective, leading to a
discontinuation of services; or may not be aligned with their
unique goals. Low rates of SITB or NSSI disclosure, often on
account of fears of stigmaor hostile risk management [5,59-61],
complicate efforts to design resources for this group. A
promising method for engaging a subset of this population is
through web-based forums and socia media sites where
discussionsof SITB occur regularly. Web-based activity ishigh
among this population, in part because of the relative anonymity
it affords [62-64], and UCD methods are flexible enough to
meet and engage individuals in spaces where they are most
comfortable. For example, recruitment can take place entirely
on theweb, such asthrough web-based forums[65], and remote
UCD techniques can be used for al phases of the UCD process.
Elicitation interviews can be conducted through telephone or
texting, design feedback activities can occur through
asynchronous anonymous focus groups, and usability testing
can similarly be conducted through synchronous feedback
sessions.

In sum, the potential to develop tools that meet the needs of
individuals not currently treatment engaged is promising because
it affords the possibility for individuals who are not interested
in, or comfortable with, disclosing SITB to professionalsto get
support and services, and UCD provides a set of techniquesto
do so.

Developing Protocols for Implementation and
Sustainability

The value of UCD can also be extended to the development of
protocols for implementation and sustainability. For DMHIs
that are meant to augment, or work in conjunction with, formal
treatment and service settings, researchers must engage
clinicians and staff early on because the DMHI must fit into
their workflows. For stand-alone DMHIs, a detailed plan for
disseminating and advertising the product as well as aplan for
any needed maintenance through periodic usability tests are
needed. Early engagement of key stakeholders can ensure that
the plan or protocol will meet their needs and is feasible given
their resources and constraints. For a review and example of
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how UCD can be leveraged to improve implementation, seethe
studies by Lyon et al [37] and Dopp et al [66].

Conclusions

UCD foregrounds key stakeholders with lived experience in
DMHI design and in doing so may increase acceptability and
engagement of interventions and illuminate intervention targets
that are not readily apparent in existing theoretical frameworks
or risk models. Early elicitation can increase researchers
understandings of needs, preferences, and circumstances
surrounding when and how stakeholders want to interact with

Kruzan et a

facilitate ideation on desired DMHI components and ensure
that stakeholders expertise and experience are incorporated
into the final DMHI. Usability testing ensures that the final
DMHI is perceived to be usable, useful, and acceptable to the
population it will ultimately serve. UCD consists of a
well-developed set of methods that have been broadly applied
to address problems in many fields. We argue that this set of
methods can help researchers address specific challenges to
SITB interventions by providing a systematic process for
invoking the lived experience of end users in research on the
design, development, and evaluation of new interventions.

interventions, digital devices, and care systems. Design activities
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Abstract

Background: The COVID-19 pandemic and its mitigation measures and impacts, such as shelter-in-place orders, socia isolation,
restrictions on freedoms, unemployment, financial insecurity, and disrupted routines, have led to declines in mental health
worldwide and concomitant escalating demands for mental health services. Under the circumstances, electronic mental health
(e-mental health) programs and services have rapidly become the “new normal”

Objective: Theam of this study was to assess key characteristics and evidence gapsin the e-mental health literature published
in relation to the COVID-19 pandemic via a scoping review and bibliometric analysis.

Methods: We conducted a search of four academic databases (ie, MEDLINE, Embase, Psycinfo, and CINAHL) for documents
published from December 31, 2019, to March 31, 2021, using keywords for e-mental health and COVID-19. Article information
was extracted that was relevant to the review objective, including journal, type of article, keywords, focus, and corresponding
author. Information was synthesized by coding these attributes and was then summarized through descriptive statistics and
narrative techniques. Article influence was examined from Altmetric and CiteScore data, and a network analysis was conducted
on article keywords.

Results: A total of 356 publications were included in the review. Articles on e-mental health quickly thrived early in the
pandemic, with most articles being nonempirical, chiefly commentaries or opinions (n=225, 63.2%). Empirical publications
emerged later and became more frequent as the pandemic progressed. The United States contributed the most articles (n=160,
44.9%), though a notable number came from middle-income countries (=59, 16.6%). Articles were spread across 165 journals
and had above-averageinfluence (ie, dmost half of the articleswerein the top 25% of output scores by Altmetric, and the average
CiteScore across articles was 4.22). The network analysis of author-supplied keywords identified key topic areas, including
specific mental disorders, eHealth modalities, issues and challenges, and populations of interest. These were further explored via
full-text analysis. Applications of e-mental health during the pandemic overcame, or were influenced by, system, service,
technology, provider, and patient factors.

Conclusions: COVID-19 hasaccel erated applications of e-mental health. Further research is needed to support the implementation
of e-mental health across system and service infrastructures, alongside evidence of the relative effectiveness of e-mental health
in comparison to traditional modes of care.

(IMIR Ment Health 2021;8(12):€32948) doi:10.2196/32948
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Introduction

Mental illnessiswidespread worldwide. Depression and anxiety
are the two most common mental health conditions, affecting
4.4% and 3.6% of the world's adult population, respectively
[1]. These disorders lead to considerable losses in health and
functioning, with depressive disorders ranked as the single
largest contributor to nonfatal health loss globally [1]. At its
worst, depression can lead to suicide; more than 800,000 people
dieby suicide every year along with many more attempts[1,2].

COVID-19 was first reported in Wuhan, China, on December
31, 2019, and on March 11, 2020, the World Health
Organization declared the disease a global pandemic [3,4]. By
April 2020, most countries worldwide had introduced
stay-at-home lockdown and quarantine measuresto contain the
disease [5]. The pandemic and the public health measures
implemented to slow the spread of COVID-19 heightened risk
factors associated with poor mental health, including financial
insecurity, unemployment, and fear. During this time, access
to protective mental health factors, such as social connection,
employment, access to physical exercise, and access to health
services, fell considerably [6,7].

Mental health data suggest that COVID-19 has exacerbated the
mental health crisis [8], with the situation being described by
some as a global mental health “ catastrophe” [9]. The strictly
implemented stay-at-home and quarantine measures are reported
to have exacerbated stress and anger, substance abuse, online
gaming, and gambling, and hasled to arisein rates of domestic
violence and sexual abuse in the genera population [7]. In
Australia, one study identified that the population prevalence
of poor mental health more than doubled from 20% [10] to
around 45% in thefirst year of the pandemic [11], with similar
increases being reported in other countries internationally
[12,13]. Latest figures suggest that the groups most affected
include young people, those living alone, those with lower
socioeconomic status, and those who became unemployed as a
result of the pandemic [8]. Although the uptake of COVID-19
vaccines is expected to reduce the likelihood of further
restrictions and lockdowns, thereby alleviating someimmediate
stressors, much of the additional mental health burden is
expected to persist due to the economic impacts and trauma
resulting directly and indirectly from the pandemic.

Asthe COVID-19 pandemic continues, el ectronic mental health
(e-mental health) is rapidly becoming the “new normal” [14].
The opportunities afforded by programs and services that aim
to treat and manage menta health problems have been
recognized for over two decades [15,16]. e-Mental hedth is
broadly defined as “mental health services and information

https://mental.jmir.org/2021/12/€32948
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delivered or enhanced through the internet and related
technologies. It includes all technology-enabled therapies,
including internet-based programs, mobile phone applications,
telehealth and informational websites’ (page 475 of Stone and
Waldron) [17]. Asaresult of rapid technological devel opments
over the past decade, the growing field of e-mental health covers
far more than telehealth, with thefield now ranging from online
support groups and resourcesto digital assessment and treatment
programs and, more recently, to therapeutic gaming and virtual
reality (Figure 1) [18]. Telehealth and the associated terms
telemedicine and telecare[19-21] historically focused on service
provision viatelephone, yet the technol ogical advancement that
has enabled telehealth to be delivered via communication
software, including videoconferencing, has blurred the
boundaries between eHealth, mobile health (mHealth), and
telehealth. For the purposes of this review, we, therefore, use
the phrase e-mental health as an umbrella term to capture
eHealth, mHealth, and telehealth [22].

With the onset of COVID-19, the potential benefits of the use
of e-mental health programs have been greatly reinforced by
the need for mental health servicesto adapt to socia distancing
and stay-at-home measures. This has propelled e-mental health
into widespread use in developed countries in favor of
face-to-face therapies. By mid-2020, more than 80% of
high-income countries had shifted to e-mental health
technologies to replace or supplement in-person mental health
consultations [8]. For example, by the end of 2020, Kaiser
Permanente, the largest managed care organization in the
United States with 12 million members, was delivering 90% of
its psychiatric care virtually [23,24]. For the most part,
governments in charge of publicly funded care systems have
been responsive in ensuring the availability of e-mental health
to the population, in some cases by adding new entitlements to
services [9]. For example, in the United States, on March 17,
2020, the Centers for Medicare & Medicaid Services relaxed
several regquirements for the provision of and payment for
telehealth servicesto Medicare patients [25]. Various countries
have also introduced new legal and practice guidelinesto assure
patient privacy and quality of care[26,27]. InIndia, the Medical
Council released the Telemedicine practice guidelinesin May
2020 to help remove some of the administrative and legal
concerns present in practicing virtual care [27-29]. The
COVID-19 pandemic has aso pushed some governments to
make online or digital mental health resources widely available
to thegeneral population. Asanother example, the Government
of Canada launched a new portal for mental health resources,
Wellness Together Canada, which offers a no-cost wellness
self-assessment, tracking and support resources, and counseling
by text or telephone [30].
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Figure 1. Electronic mental health (e-mental health) technologies[18].
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In this study, e-mental health evidence has accelerated since 1. Investigate the key characteristics of publications in the

the onset of the COVID-19 pandemic, asindicated by the sharp e-mental health literature since the start of the COVID-19
increase in the number of publications in “telepsychiatry” in pandemic (ie, from 2020 onward).

2020 (Figure 2). With this burgeoning field, thereisaneedto 2. Identify the key topics covered by thisbody of literaturein
identify key emerging issues in light of COVID-19 and to order to determine potential evidence gaps.

examine developing consensus, gaps in knowledge, aswell as 3. Analyze characteristicsin the most influential publications,
pertinent areas for future research. This study involved a asindicated by Altmetric and CiteScore data.

combined scoping review and bibliometric analysis of the 4. Examine the future directions for research and practice in
e-mental health literature since the beginning of the COVID-19 the emental hedlth field, both during the COVID-19

pandemic, exploring characteristics, key topics, and the pandemic and beyond.
influence of publications. Our specific objectives were as
follows:
Figure2. Increasein publications during 2020 (blue) and trendline (dotted blue), based on publicationsin MEDLINE using the search term “ tel epsychiatry”
in titles or abstracts.
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Methods

Overview

The review followed a predetermined protocol, developed in
accordance with the PRISMA-ScR (Preferred Reporting Items
for Systematic Reviews and Meta-Analyses extension for
Scoping Reviews) guidelines [31,32] and the Joanna Briggs
Institute Methodology for Scoping Reviews [33]. A scoping
review method was used to examine the extent, range, and nature
of work on thistopic; identify gaps; and provide suggestionsto
improve future directions for research and practice on e-mental
health [34]. Quality assessments were not undertaken, as the
aim was to examine the full breadth of the literature, consistent
with the general aimsand methodol ogy of scoping reviews[35].

Sear ch Strategy

Four academic databases (ie, MEDLINE, Embase, Psyclnfo,
and CINAHL) were searched from December 31, 2019, to
March 31, 2021. The search strategy consisted of terms
pertaining to eHealth (eg, “eHealth” and “telehealth”), more
specific termsrelated to e-mental health (eg, “ m-mental health”),
common mental disorders (eg, “anxiety” and “ depression”), and
COVID-19. The search strategy was adapted for each database
as necessary (see Multimedia Appendix 1 for the complete
search strategy, using Ovid MEDLINE as an example). The
search strategy was devel oped in consultation with an academic
research librarian and was reviewed by all authors prior to
execution.

Inclusion and Exclusion Criteria

Articleswereincluded if they were (1) in the English language,
(2) peer-reviewed journa articles, (3) discussed the application
of emental hedth (theoretica or applied), and (4) were
published following the onset of COVID-19 (from December
31, 2019). No restrictions were placed on the target popul ation
or setting. Studies were excluded if they did not focus on
e-mental health, they were book chapters or conference
proceedings, or the full text was not in English.

Citation Screening

Reference details, including abstracts, were downloaded into
the reference management software EndNote X9 (Clarivate),
exported to Microsoft Excel, and divided among the research
team for title and abstract screening. Two reviewers (IM and
LAE) independently reviewed 5% of the titles and abstracts;
interrater reliability between the two reviewers was high
(k=0.95, 95% CI 0.77-1.00; P<.001). Full-text screening was
conducted by four independent reviewers (LAE, IM, KC, and
Tamasha Jayawardena). A total of 5% of full texts were
reviewed by four reviewers, with the interrater reliability
assessed to be sufficiently high (k=0.80) [36].

Data Extraction

A customized data extraction workbook was developed in
Microsoft Excel. Theworkbook was piloted by each of the four
reviewers with a subset of papers (n=10). | ssuesin consistency
of dataentry and usability of the template were then discussed,
and modifications were made accordingly. Key information
extracted included the following: article characteristics (ie,

https://mental.jmir.org/2021/12/€32948
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authors, date of publication, country of residence of the
corresponding author, and journal name); article keywords, as
supplied by the authors of the paper; and article type (ie,
empirical, nonempirical, protocol, or review). For empirical
studies (ie, studies that present an analysis of primary or
secondary data in their results), information on study design
(ie, quantitative, qualitative, or mixed methods) and methods
(eg, surveys and interviews) were also extracted. In addition,
article titles, abstracts, and keywords were searched for terms
to identify papers with specific subpopulations of interest (eg,
children, adolescents, veterans, and the elderly) and specific
mental disorders (eg, depression, anxiety, posttraumatic stress
disorder [PTSD], and substance abuse), aswell as articleswith
afocus on issues or challenges related to the use or uptake of
e-mental health in the context of COVID-19 (eg, barriers,
privacy, and ethics).

Altmetric data were selected as the most appropriate measure
of an article’simpact or influence because of the recency of this
literature [37]; while citations have a lag effect, the rea-time
update of social media metrics makes Altmetric events around
research outputs visible within ashort amount of time (eg, hours
or days). The Altmetric Attention Score, a composite score of
social interest that includes mentions in newsfeeds, Twitter,
Facebook, and Google, among other sources, was collected for
each included study, where available, from Altmetric Explorer
in June 2021. In addition, we recorded the CiteScore for the
journal in which each article was published, taken from the
Scopus database in June 2021. CiteScore metrics were used
rather than the Journal Impact Factor, as CiteScore values give
“a more comprehensive, transparent, and current view of a
journal’simpact” (page 941 of Roldan-Valadez et al) [38], and
they are provided for many more journals than the Journal
Impact Factor. Although previous research indicates that an
article’'s Altmetric score within its first year of publication
reliably predicts its future citation count, we followed the
recommended optimal approach of using both Altmetric scores
and CiteScore values as an indicator of article impact [39].

Data Synthesisand Analysis

Articles were grouped together based on common attributesin
the data (eg, article type). The country of the corresponding
author was coded by income classification based on the World
Bank'’s definitions of gross national income per capita per year.
The three categories were low (<US $1045), middle (US
$1046-$12,695), and high income (>US $12,696) [40].

Key topic areas were identified through an analysis of article
keywords. These were extracted by the research team and were
then cleaned and checked for consistency. Derivative terms (eg,
“health care” and “hedlthcare’) were amalgamated. Each
keyword wasreviewed and inductively classified by two authors
(LAE and IM) into key topic and subtopic areas using the
structure and definitions outlined in Multimedia Appendix 2.
The keyword data were analyzed for frequency and
co-occurrence and were graphically presented using Gephi
(version 0.9.2) [41]. Our presentation of keyword data and
discussion of key topic areas focused on the most influential
papers as representatives of salient topic areas. To select these
papers, we used acombination of Altmetric and CiteScore data,
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including publications with journal CiteScore values of =5,
representing thetop one-third of journalsin our included articles,
and/or Altmetric Attention Score values in the top 25% of all
publications scored by Altmetric.

Results

Overview

The search retrieved atotal of 2418 publications. After removing
duplicates, 1506 remained for title and/or abstract review.

Figure 3. Search and review strategy.
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Following title and/or abstract screening, 1023 publications
werediscarded asthey did not meet theinclusion criteria. Based
on the full-text assessment, a further 127 publications did not
meet theinclusion criteria, resulting in 356 publicationsincluded
inthisreview (see Multimedia Appendix 3 for included articles).
Figure 3 demonstrates the inclusion and exclusion of papers at
each stage of the screening process.
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Summary Characteristicsand Bibliometric Properties
of the Included Publications

A summary of the key characteristics of theincluded articlesis
presented in Table 1. Of the 356 articles, most were
nonempirical commentaries or opinions (n=225, 63.2%), around

https://mental.jmir.org/2021/12/€32948
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one-quarter wereempirical publications (n=99, 27.8%), 20 were
literature reviews (5.6%), and 12 were protocol s (3.4%). Figure
4 shows the trends in article types published during the
pandemic, with nonempirical publications peaking in June 2020
and empirical publications emerging later and becoming more
frequent as the pandemic progressed.
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Table 1. Summary of key characteristics of included publications.

Classification Papers (N=356), n (%)?

Country of corresponding author

United States 160 (44.9)
Australia 28(7.9)
India 27(7.6)
United Kingdom 20 (5.6)
Canada 17(4.8)
Other 104 (9.2)

Country income classification of corresponding author

High income (>US $12,696) 297 (83.4)
Middle income (US $1046-$12,695) 59 (16.6)
Low income (<US $1045) 0(0)

Publication type and study methods

Nonempirical 225 (63.2)
Empirical 99 (27.8)
Review 20 (5.6)
Protocol 12 (3.4)

Empirical study methods

Quantitative methods 68 (68.7)
Mixed methods 21(21.2)
Quialitative methods 10(10.2)
Mental disorder of focus
Anxiety (including posttraumatic stress disorder) 71 (19.9)
Depression 48 (13.5)
Substance abuse disorders (including addiction) 17 (4.8)
Psychotic disorders (including schizophrenia) 16 (4.5)
Suicide 13(3.7)
Eating disorders 11(3.1)

Specific population of focus

Children and/or adol escents 90 (25.3)
Older adults and/or the elderly 20 (5.6)
Veterans 17 (4.8)
Health professionals 15(4.2)

M odality of focus

Telephone or videoconferencing 142 (39.9)
Smartphone apps 43(12.1)
Support groups 6 (1.2

8Columns may not equal 356 due to missing values and overlap in some categories.
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Figure 4. Date of publication by article type.
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Publication Typesand Study Methods

Of the 225 nonempirical publications, most were commentaries
or opinion pieces (n=106, 47.1%), with a further 49 (21.8%)
classified as descriptive case studies, 36 (16.0%) as letters to
the editor, 22 (9.8%) as unstructured reviews, 10 (4.4%) as
editorials, and 2 (0.9%) as unstructured protocols (Table 1). Of
the 99 empirical publications, the majority used quantitative
methods (n=68, 69%), 21 (21%) used a mixed methods design,
and 10 (10%) employed qualitative methods alone. Most of the
guantitative and mixed methods studies (n=89, 39.6%) were
cross-sectional (n=60, 67%), with only 4 (4%) randomized
controlled trials[42-45] and 3 (3%) nonrandomized controlled
trials identified [46-48].

Overdl, the empirical studies focused on the uptake and
effectiveness of e-mental health initiativesin providing mental

Table 2. Examples of included studies.

health care during COVID-19. The nonempirical descriptive
case studies outlined the processes and challenges of the rapid
conversion to telehealth for a particular mental health service,
while nonempirical commentary or opinion pieces more broadly
outlined policy changes, issues, and challenges to e-mental
health and offered guidance to clinicians (see Table 2 [49-52]
for exemplar papers for each category).

Corresponding authors were predominantly from high-income
countries, with almost half of the 356 included outputs coming
from the United States (n=160, 44.9%), followed by Australia
(n=28, 7.9%), the United Kingdom (n=20, 5.6%), and Canada
(n=17, 4.8%). Notably, our study identified a number of
publications from middle-income countries (n=59, 16.6%), with
most of these being from India (n=29, 7.6%) and China (n=9,
2.5%) (Figure 5).

Authors(year) Country  Articletype Articleclassifi- Specificpopulas  Specificdisor-  Articleaim
cation tions ders
Pierceet a United Empirical Quantitative Veterans Anxiety To examine the amount of psychologists
(2020) [49] States survey of 2691 telepsychology use before the COVID-19
psychologists pandemic, during the pandemic, and antici pat-
ed use after the pandemic, aswell asthe demo-
graphic, training, policy, and clinical practice
predictors of these changes
Steinbergetal  United Empirical Quantitative Children and Genera To examine the uptake of transitioning pedi-
(2020) [50] States and qualitative  adolescents atric psychology servicesto meet mental health
survey of 51 pe- needsin response to aworldwide public health
diatric psycholo- crisis, and to call attention to psychologists
gists perceived benefits and challenges related to
providing pediatric mental health services
during the pandemic
Patel et al Ireland Nonempirical Descriptive The elderly Genera To discuss the transition and challenges faced
(2020) [51] case study in rapidly implementing telehealth in arura
psychiatry-of-old-age service in the northwest
of Ireland
Haque (2020)  United Nonempirical Perspective Mental health  Genera To discuss policy changes due to the COVID-
[52] States professionals 19 pandemic and to highlight what mental

health providers should consider for future
delivery and implementation of telehealth
programs
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Figure5. Globa trends for publishing articles on electronic mental health applied to COVID-19.
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Publication Data

The 356 included articles were spread across 165 different
journals, which were primarily focused on mental health, but
varied in scope. Most of the journals had a reported CiteScore
in Scopus (n=138, 83.6%), with scores ranging from 0.3
(Psychiatric Times) to 25.2 (The Lancet Psychiatry). A total of
3 articles (1.8%) were published in The Lancet Psychiatry
[53-55], of which 2 were from middle-income countries [53,54].
Thelargest number of included articleswere publishedin IMIR
Mental Health (n=19, 11.5%; CiteScore=1.3), followed by the
Asian Journal of Psychiatry (n=14, 8.4%; CiteScore=4.7) and
the Indian Journal of Psychologica Medicine (n=13, 7.9%;
CiteScore=1.8), with one-quarter of articles (n=40, 24.2%) being
published across the IMIR suite of journals (mean CiteScore
3.37). The mean CiteScore value across articles (ie, CiteScore
for each article based on itsjournal CiteScore and then averaged
across articles) was 4.22 (SD 3.53); however, CiteScore values
varied by article type, with protocol papers having a lower

Table 3. The most influential publications based on Altmetric data.

average CiteScore (mean 2.1, SD 1.55) than empirical studies
(mean 3.8, SD 2.06), nonempirical articles (mean 4.6, SD 4.16),
and reviews (mean 4.4, SD 1.91).

Of the 242 publications with reported Altmetric data, amost
half were ranked in the top 25% of all outputs scored by
Altmetric (n=118, 48.8%). Altmetric Attention Score values
ranged from 1 to 282 (mean 13.33, SD 30.04); though similar
to CiteScore values, there was variation in Altmetric metrics
by article type, with empirical studies (mean 14.10, SD 29.22),
nonempirical articles (mean 13.6, SD 32.77), and reviews (mean
11.9, SD 14.11) having higher Altmetric scores than protocol
papers (mean 5.4, 4.39). The publication with the highest
Altmetric score was anonempirical contribution by Kozloff et
al, which outlined the adverse mental health consequences and
virtual mental health service delivery options for people with
schizophrenia during COVID-19, with an Altmetric Attention
Score of 282, placing it in the 98th percentile of outputs of the
same age [56]. The top five articles with the highest Altmetric
Attention Score values are shown in Table 3 [24,42,55-57].

Altmetric At-

Authors(year) Country  Title Journal tention Score®  CiteScore®  Article type
Kozloff et al Canada  The COVID-19 global pandemic: Implications  Schizophrenia Bul- 282 12.2 Nonempirical
(2020) [56] for people with schizophreniaand related disor-  letin

ders
Torous et a United Digital mental health and COVID-19: Using JMIR Mental Hedth 197 13 Nonempirical
(2020) [24] States technology today to accel erate the curve on access

and quality tomorrow
Ben-Zeeveta United Augmenting evidence-based care with atexting  Psychiatric Services 146 4.6 Empirical
(2020) [42] States mobile interventionist: A pilot randomized con-

trolled trial
Rahmaneta  United  TheNIMHC global mental hedth researchcommu-  TheLancet Psychiatry 124 252 Nonempirical
(2020) [55] Kingdom nity and COVID-19
Zhou et a Australia Therole of telehealth in reducing the mental Telemedicine Journal 124 4.6 Nonempirical
(2020) [57] health burden from COVID-19 and e-Headlth

A |tmetric data from Altmetric Explorer as of June 2021. All scores were in the top 5%.

bCiteScorein Scopus as of June 2021.
°NIMH: National Institute of Mental Health.
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High-Impact Publications and Keyword Analysis

The topmost influential publications—defined as those with
Altmetric Attention Score valuesin the top 25% of all research
scored by Altmetric, and/or CiteScore values of >5—were
identified. Based on this definition, close to half of our 356
included publications were classified as influential (n=165,
46.3%). The 165 influential articles were broadly reflective of
the countries and country incomes previously reported
(high-income countries defined here: n=143, 86.7%).

Among the 165 most influentia publications, 124 had
author-contributed keywords, with a total of 273 unique
keywords in this subset of papers. The frequency with which
these keywords were used together on a publication is visually
depicted in the network of co-occurring keywords (Figure 6).
In this network, each circle (node) represents a keyword, and

Elliseta

each line (edge) indicates co-occurrence on a publication. The
most common keywords (highest in-degree score), as reflected
insizeinthefigure, wereasfollows: COVID-19 (n=90), mental
health (n=37), telehealth (n=32), telemedicine (n=30), and
telepsychiatry (n=17). The sociogram includes 124 papers (grey
nodes), 50 keywords (colored nodes), and 390 edges. The size
of each node is filtered by the in-degree score, where bigger
nodes would have larger in-degree scores (ie, the number of
edges directed to the node). Our inductive analysis of keywords
identified a number of key topic and subtopic areas: (1)
COVID-19 pandemic; (2) mental health, including specific
mental disorders; (3) e-mental health, including specific eHealth
modalities and issues or challenges; (4) specific populations of
interest; and (5) study field (eg, cancer and pediatrics). These
are colorized separately in the figure to indicate their relation
to one another.

Figure 6. Network of co-occurring keywords in 165 of the publications with Altmetric values in the top 25% or CiteScore values of =5. Each circle
(node) is a keyword, and each line (edge) represents co-occurrence. The size of each node indicates the number of times a keyword was used. Colors
represent different topic areas. CBT: cognitive behaviora therapy; mHealth: mobile hedlth; PTSD: posttraumatic stress disorder.
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Mental Disorders of Focus

Although many of the 356 articles focused on mental health
broadly, describing concerns relating to the effect of the
pandemic on stress (n=78, 21.9%), loneliness or isolation (=34,
9.6%), and general well-being (n=23, 6.5%), other studies
focused their attention on specific mental disorders. A total of
71 of the 356 included articles (19.9%) were concerned with
anxiety disorders (see Table 3 for examples), including the use

https://mental.jmir.org/2021/12/€32948

RenderX

of e-mental health to treat PTSD during the pandemic. A total
of 48 articles were concerned with depression (13.5%). Other
disorders of specific focus identified were addiction and
substance abuse disorders (n=17, 4.8%), psychotic disorders
(n=16, 4.5%), suicide (n=13, 3.7%), and eating disorders (n=11,
3.1%).
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eHealth Modalities

A large proportion of the 356 included articles described the
application of emental hedth via telephone and/or
videoconferencing during COVID-19 (n=142, 39.9%), as well
asthe use of smartphone apps (n=43, 12.1%) and support groups
(n=6, 1.7%) in assisting people during times of need. For
example, thereview by Strudwick et a identified 31 smartphone
apps and 114 web-based resources, including tel ephone support,
virtual peer support groups, and discussion forums, that could
be used to support the mental health of the Canadian public
[58]. A smaller number of studiesempirically tested the efficacy
of specific emental health modalities during COVID-19. For
example, atrial from Canada tested the efficacy of delivering
videoconferencing psychotherapy for people with panic disorder
and agoraphobia, demonstrating that cognitive behavioral
therapy delivered viavideoconferencing isno less effective than
face-to-face delivery on all outcome measures, and provides
important information to guide the delivery of e-mental health
services during and after the COVID-19 crisis [47]. Less
mentioned were virtual reality, wearables, and artificial
intelligence, though these modalities were noted by Vadlamani
et a as being the “future of telepsychiatry” [27].

Specific Populations of Focus

A number of articles identified particular at-risk populations
who would require greater care and/or more resources to
overcome barriers to access e-mental heath during the
pandemic. A total of 90 articles out of 356 were focused on
children and/or adolescents (25.3%) (see Table 3 for examples),
and 39 articles focused on older adults or the elderly (5.6%)
and veterans (4.8%) as at-risk populations.

Elliseta

There appears to be a general consensus in the literature that
younger children and older adults, who may be less familiar
with technology, may find it more difficult to access the benefits
of e-mental health [59]. However, the flexible and remote nature
of emental health may offer a more viable option to certain
populationswho may have historically fallen through the cracks
or struggled to engage with traditional psychology service
provision, for example, marginalized populations, such asthose
identifying as LGBTQ+ (leshian, gay, bisexual, transgender,
gueer, questioning) [60], and young adults who prefer to seek
help anonymously and at atime that suits them via smartphone

apps [61].

A further 15 articles (4.2%) were specifically concerned with
the mental health impact of COVID-19 on health professionals
themselves. For example, Cheng et a outlined a peer support
project offering support from mental health professionals
overseas to frontline health care workers in Wuhan, China, via
apopular smartphone app [62].

I ssues and Challenges

Overview

A total of 68 papers out of 356 (19.1%) identified issues and
challenges associated with e-mental health in the context of
COVID-19. Aninductive thematic analysisidentified that many
issues and challenges were highlighted, with complexities
present at the patient, clinician, technological, treatment, ethical,
organization or service, and broader system levels (see Figure
7 for asummary of the issues identified).

Figure7. Summary of issues and challenges identified in the literature. e-mental health: electronic mental health.
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At the technological level, included articles discussed how the
riseinvideoconferencing during COV1D-19 hasraised security
concerns, as some platforms can be easily hacked or viewed by
others [63,64]. Although some platforms, such as BlueJeans,

https://mental.jmir.org/2021/12/€32948

have been developed with higher security measures in place
(eg, offer end-to-end encryption), privacy cannot be guaranteed
in its entirety. As aresult of the COVID-19 pandemic, some
governments issued emergency waivers suspending the
requirement to comply with information protection lawsin order
tofacilitate accessto videoconferencing services[65]. However,
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patient confidentiality and privacy remains a compelling issue
[27,64], encompassing informed consent procedures [66-68],
risks associated with the blurring of professional boundaries
[59], and concerns about family members listening in on
sessions [64].

User Perspectives and Uptake

A mixed methods study on the perspectives and experiences of
mental health professionals reported on their need for robust,
secure, user-friendly technology and better logistica and
technical support [69]. I ssues have al so been noted for clinicians
who were insufficiently trained or had limited experience with
technology [27]. An unstructured review article identified that
rapid uptake of e-mental health technology has been facilitated
by clinics providing clinician training aswell asaready having
online storage, remote accessto records, and videoconferencing
technologies available in their workplace [70]. Larger clinics
providing substantial services to the community reported the
need to transition rapidly to ensure continuity of care, whereas
smaller clinics were able to temporarily pause services or refer
their clients elsewhere [70]. Articles also pointed to mental
health professionalsidentifying concerns around the impact on
the treatment relationship itself, noting the potential for inferior
patient-clinician interactions [71,72] and therapeutic aliance
[64,73,74]. They highlighted particular issues around the
identification of nonverbal cues[59,66], transference processes
[73,74], disturbances or interruptions to the session [27], and
difficulties in assessing and responding appropriately to
high-risk situations [59], particularly for children [75,76].

Access and Suitability

Despite most people now having internet access, the “digital
divide” was till viewed as an issue in some articlesfor certain
patient and consumer groups, such asthe elderly, veterans, those
of lower socioeconomic status, those with cognitive impairments
or vision or hearing difficulties, and those still having access
issuesand poorer digital competence[27,63,64,72,77]. Concerns
were also raised in some publications of patients with certain
conditions not being suitablefor e-mental health solutions, such
aspatientswith psychosis, in acutecrisis, or at risk of self-harm
[63,64]. As identified by Nak et al, a “‘one-sizefits-al’
approach will not suit the needs of all patients,” with the need
torefine e-mental health servicesto meet patient-specific needs

(page 6) [74].
Policy and Regulation

At the broader system level, several articles pointed to changes
in regulation and reimbursements that have enabled clinicians
practicing in awide range of settingsto quickly adopt e-mental
health solutions for both existing and new patients struggling
with the pandemic’simpact [29-31,52,67]. Patel et al identified
anumber of local and national collaborative approachesto care
that have been developed since COVID-19, such as “Webinars
for Nursing Homes" that have linked palliative care, geriatrics,
and psychiatric old-age services in Ireland through Project
ECHO AIIHPC (Extension for Community Healthcare
Outcomes, All Irdland Institute of Hospice and Palliative Care)
to help nursing home staff improve their knowledge of e-mental
health tools [51]. Patel et a further argued that a national
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repository of common e-mental health services could support
collaboration between organizations.

Discussion

Principal Findings

Although it has been only 18 months since the start of the
pandemic, thisreview identified that the total number of articles
on e-menta health quickly thrived, with nonempirical articles
peaking in June 2020 and empirical articles emerging later and
becoming more common as the pandemic progressed. The
location of articleswas predominantly in high-income countries
(ie, the United States, Australia, the United Kingdom, and
Canada), reflecting general trends previously identified in the
e-mental health literature [78,79]. However, a higher number
of articles from medium-income countries were identified in
this review in comparison to previous e-mental health reviews
[78], with most of these articles coming from Indiaand China.
Increased outputs from China may be attributed to having the
earliest outbreak of COVID-19, and for other middle-income
countries, such asIndia, thiscould be reflective of the particular
concerns and urgent solutions needed for peopleliving in these
countries [80].

Our bibliometric analysis indicated that the e-mental health
literature during COVID-19 has had above-average influence,
with almost half of the articles being ranked in the top 25% of
all output scores by Altmetric and having an average CiteScore
acrossarticlesof 4.22. Nonempirical articles (eg, commentaries
or opinion pieces) received a notable amount of attention;
articles of this type surged early in the pandemic, so elevated
influence may reflect researchers and clinicians searching for
new information on e-mental health, guidelines, evidence-based
practice, and other relevant developments at an uncertain time
and when empirical studies were limited.

The network analysis of author-supplied keywords identified
key topic areas, which were explored further via our full-text
analysis. Many articles focused broadly on mental health and
well-being, with specific attention being paid to anxiety
disorders, depression, substance abuse disorders, and psychosis.
Children and adolescents were the most frequently identified
in articlesfocused on specific populations, with other identified
at-risk populations, including the elderly, veterans, and health
professionals themselves. It was noted that younger children
and older adults, who may be less familiar with technology,
may find it more difficult to access the benefits of e-mental
health. Frontlineworkersdirectly involved in the care of patients
with COVID-19 have been identified as being at particularly
high risk for mental health issues as a result of excessive
workloads and work hours, insufficient protective equipment,
feeling inadequately supported, as well as the high infection
rate among medical staff [81]. Studiesfrom past pandemics (eg,
SARS) suggest that those in emergency departments, intensive
care units, and infectious disease wards are at highest risk of
developing adverse mental health outcomes [81].

Modalities of e-mental health largely focused on the application
of “telehealth” via telephone or videoconferencing. However,
there were also a number of articles reporting on the adoption
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of smartphone apps [82-85] and virtual support groups
[62,86-88]. Self-directed treatment apps may be particularly
helpful for those preferring to seek help anonymously and
seeking flexibility or for those who have historically struggled
to engage with traditional psychology service provision. Less
mentioned were virtual reality, wearables, and artificial
intelligence, though these modalities are widely believed as
becoming more important in the future [27].

Since the start of the pandemic, both clinicians and patients
have been required to gain both the skills and experience to
adopt e-mental health solutions out of necessity, with anumber
of descriptive case studies being identified that inform therapid
conversion to e-mental health to continueto deliver care[89,90].
Various included articles articulated the main issues and
challengesto this rapid conversion, as well as highlighting the
fast-tracking of more relaxed regulations and supported
reimbursements to overcome some of the barriers related to
practicing virtual care. Included articles suggested that the
experience has been largely valuable for patients and health
care professionals alike; however, anumber of concernsremain,
with complexitiesidentified at the level s of the patient, clinician,
technology, treatment, ethics, organization or service, and
broader system. A “one-size-fits-all” approach will not suit the
needs of al patients, clinicians, or services[74]. Futureresearch
and interventions in e-mental health should investigate how to
overcome or improve upon these barriers.

Future Directions

After any subsequent waves of COVID-19 subside, the key
guestion iswhether wearelikely to remainin the“new normal,”
in which telehealth remains aprominent vehicle for mainstream
mental health treatment delivery [66]. The ability of health care
systems to continue to provide telehealth depends on the
continuation of relaxed regulations and supported
reimbursements to incentivize the use of telehealth [66]. It is
unclear what rationale the regulatory bodies and insurers will
employ to decide which prior limitations, if any, should be
reinstated [66]. At the sametime, given thelarge scale at which
these tools are now being used, there is renewed urgency to
assess and address ethical i ssues associated with e-mental health
tools, such as maintaining privacy and patient data protection,
and whether the privacy and safety regulations that have been
relaxed need to be tightened to increase accountability [14].

Despite the swift adoption of the multitude of e-mental health
apps and platforms that emerged during the pandemic, little is
known about their immediate-, medium-, or long-term clinical
value or the barriers to, and facilitators of, their uptake [18].
Given that many of the digital tools used in e-mental health
have been devel oped outside of the health care system [91,92],
there is also little understanding of how to optimize their
integration into existing health care models and their various
governance, funding, planning, and accountability frameworks.
To date, there continues to be little translational research (ie,
the implementation of e-mental health clinical trial research
into practice settings) [93], limited use of quality evaluation
measures [94], aswell aslittle or no long-term follow-up [95].
This research-to-practice gap suggests there is much to learn
about how e-mental health can be best incorporated into
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real-world settings to reap its benefits [96], with the current
rapid uptake of e-mental health solutions providing a stimulus
to addressing this gap.

Some key research questionsidentified in the literature include
the need to compare specific outcomes for in-person versus
remote care related to specific mental health conditions, such
asthosewith paranoiaor other psychotic disorders and substance
use disorders. Such conditions may pose unique challenges to
management viae-mental health programs and services[97,99],
conditionsthat could also benefit from the greater flexibility of
thismodality [66,99]. Other questions have also emerged in the
current literature: What types of patients respond particularly
well to virtua rather than in-person visits? [14,72]; Are there
differences in quality of care by socioeconomic status, health
literacy, technology literacy, and other individual factors outside
of psychiatric conditions?, What are the impacts of telehealth
on the therapeutic relationship and on clinicians themselves?;
and What are the financial implications of widespread adoption
of telehealth?[14]. Now isthetimeto accel erate e-mental health
research to ensure the continued success of virtual modes of
care beyond the pandemic.

Strengthsand Limitations

The strengths of this review are the inclusion of a broad range
of articles, including nonempirical articles, reviews, and
protocols. In addition to looking at the countries of origin, we
also examined article influence and provided a novel keyword
analysis with inductive thematic coding to identify key topic
areas. Our thorough analysis of the key issues and challenges
identified gaps in research to guide the next wave of research
on e-mental health. The limitations of thisreview are primarily
methodological. We chose to use CiteScore data because almost
85% of the identified journals had CiteScore information and
almost 70% had reported Altmetric data, but not al journals
have CiteScore data, nor do all articles have Altmetric Attention
Score values available. Similarly, the keyword analysis could
only be conducted on journal articles that provided keywords.
To supplement this, we undertook an analysis of specific
subpopulations, mental disorders, and issuesor challengeswithin
titles and abstracts for al publications. Although we included
a broad range of journal articles (eg, commentaries, reviews,
letters to the editor, and protocols), we did not include a grey
literature search, which may have broadened our understanding
of the e-mental health field since the pandemic began. Although
we identified a relatively high proportion of articles from
medium-income countries, our restriction to recordsin English
and published works may have underestimated the true amount
of literature emerging from low- and middle-income countries.
Although, the inclusion of non-English studies can add
substantially to the resources required to complete areview, we
believe it could be important to include them in an updated
search of the literature in thisfield in the future. The inclusion
of conference abstracts in the updated search would also be
beneficial, given the rapidly emerging nature of the topic.

Conclusions

Arguably, the COVID-19 pandemic is the defining moment for
e-mental health adoption, with virtual carebeing likely to remain
a prominent vehicle for mainstream mental health service
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delivery postpandemic. Thisreview identified that many of the
emerging e-mental health studies focused on the application of
“telehealth” via telephone or videoconferencing, with notable
interest in, and concern for, vulnerable populations, such as
children, veterans, and health professionals as well as those
with pre-existing mental health conditions, including anxiety
disorders, depression, substance abuse disorders, and psychosis.

Elliseta

implemented policies but has been challenged by numerous
issues at the patient or clinician level and at the technology or
treatment level, or due to factors at the ethical, organization or
service, and broader system levels. Ensuring that the field
advances beyond simply the sharp increase in publications
documenting the use of e-mental health—and the concomitant
interest by readers—to further accelerate access and quality of

The rapid expansion of e-mental health services during the care beyond the pandemic will be the next big challenge.

pandemic has been enabled by existing technology and swiftly
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Abstract

Background: Mobile mental health systems (MMHS) have been increasingly devel oped and deployed in support of monitoring,
management, and intervention with regard to patients with mental disorders. However, many of these systems rely on patient
data collected by smartphones or other wearable devices to infer patients’ mental status, which raises privacy concerns. Such a
val ue-privacy paradox poses significant challengesto patients’ adoption and use of MMHS, yet, there has been limited understanding
of it.

Objective: To address the significant literature gap, this research aims to investigate both the antecedents of patients' privacy
concerns and the effects of privacy concerns on their continuous usage intention with regard to MMHS.

Methods: Using aweb-based survey, this research collected data from 170 participants with MMHS experience recruited from
online mental health communities and a university community. The data analyses used both repeated analysis of variance and
partial least squares regression.

Results: The results showed that data type (P=.003), data stage (P<.001), privacy victimization experience (P=.01), and privacy
awareness (P=.08) have positive effects on privacy concerns. Specifically, usersreport higher privacy concernsfor socia interaction
data (P=.007) and self-reported data (P=.001) than for biometrics data; privacy concerns are higher for datatransmission (P=.01)
and data sharing (P<.001) than for data collection. Our results also reveal that privacy concerns have an effect on attitude toward
privacy protection (P=.001), which in turn affects continuous usage intention with regard to MMHS.

Conclusions:  This study contributes to the literature by deepening our understanding of the data value-privacy paradox in
MMHS research. The findings offer practical guidelines for breaking the paradox through the design of user-centered and
privacy-preserving MMHS.

(IMIR Ment Health 2021;8(12):€31633) doi:10.2196/31633

KEYWORDS
mobile apps; mental health; privacy concerns; privacy protection; mobile phone

and 90% of the people who commit suicide have mental illness.
Recent trends in the health care industry have been driving
significant changes in the health information technology
landscape, including the movement toward devel oping effective
technol ogies that enable continuous data coll ection from patients
through mobile and wearable devices [1]. Examples of these
trends include the shift of health care systems toward more
efficient yet less expensive methods of patient care; strong
economic incentives to pursue continuous patient monitoring

Introduction

Patient Data Privacy

Mental health, including emotional, psychological, and social
well-being, affects how people think, feel, and act. According
to the National Alliance on Mental Iliness, inthe United States,
1in 5 adults experience a mental illness; depression, a type of
mental disorder, is the leading cause of disability worldwide;
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outside clinical settings and innovative technologies to prevent
patients from falling ill; increasing adoption of mobile and
wearable devices such as smartphones and biological sensors
by patients, caregivers, and health care service providers for
health and wellness apps; and technol ogy advancesthat increase
the utility of mobile devices[1].

Rapid advancesin wirel esscommunication, low-power sensing
technologies, and pervasive mobile and wearable devices (eg,
smartphones, smart watches, and Fitbit) propel research on, and
practice of, mobile health (mHealth), including maobile mental
health (MMH). According to the Pew Research Center [2], 81%
of American adults have asmartphone. Morethan 60% of people
have downloaded an mHealth app, with more than 300,000
mHealth apps available. The main features of mHealth apps
include symptom checkers, health care professiona finders,
management of clinical records, medical education and training,
patient monitoring, patient self-management, and prescription
filling and compliance [3].

MMH systems (MMHS) collect unprecedented amounts and
varieties of datathrough sensors, smartphones, or other wearable
devicesin support of continuous monitoring, self-management,
and intervention with regard to patients with mental illness or
patients well-being. These data enable researchers to quantify
complex tempora dynamics of important physical (eg, body
movement), biological (eg, skin temperature and heart rate),
behavioral (eg, phone use behavior and keystrokes),
psychological (eg, emotion), social (eg, social interactionswith
others such as phone calls and SMS text messaging), and
environmental factors (eg, location and lighting) that may be
affected by, or beindicative of, mental illness[4-6]. Thus, MMH
technology has great potential to yield new insights, increase
health care agility and quality, extend ubiquitous accessto health
care resources and services, reduce hospital admissions and
cost, and improve persona wellness and public mental health.

These benefits, however, can only be achieved if the
health-related data continuously collected from individuals by
MMHS are appropriately protected for user privacy. Thegenera
notion of privacy is perceived as a human right, a commodity,
and control [7]. This research focuses on patient data privacy
during collection, transmission, storage, and sharing of personal
data. Unlike data security, which refers to physical,
technological, or administrative safeguards or tools used to
protect identifiable health data from unwarranted access or
disclosure [8], health information privacy is an individual's
right to control the acquisition, use, or disclosure of their
identifiable health-related data, including when, how, and to
what extent the data can be communicated to others [9].
Vulnerabilities regarding privacy may result in breaching the
confidentiality of patient data [10], leading to financial 1osses,
discrimination, stress, dissatisfaction, or even delaysin seeking
timely treatment because of perceived privacy risks. Individuals
with high privacy concerns often perceive a new information
system to berisky, eventually devel oping concernsabout it [10].

Degspite its potential, mHealth research and practice has
progressed much more slowly than app developments in the
industry because privacy issues remain an ongoing concern
because of the sensitive, personal, and streaming nature of data
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collected from individual patients by sensors or other wearable
devices [11]. Our literature review reveals that approximately
half of the surveyed studieson MMHS[12-14] did not consider
dataprivacy issuesat all. Prior research al so suggeststhat users
lack understanding of privacy issues associated with mHealth
technologies [9]. Although some studies adopted certain user
privacy protection methods, most of them deployed a single
method (eg, dataencryption [15-17] and extracting and storing
features of datainstead of original content [18,19]). A number
of studies have shown that users sometimes sacrifice their
privacy in exchange for benefits and personalized services
[20,21]. Different types of information may have different levels
of overal “privateness [22]." Thereis a severe lack of studies
and comprehensive understanding of users' privacy concerns
with different types of persona data collected and used by
MMHS and how to address them to increase users adoption
of, and engagement with, these systems[23].

According to the privacy calculus theory [24], an individua’s
intention to disclose personal information is based on their
perceived risk and anticipated benefits. On the one hand, it is
theoretically desirable for MMHS to collect as much (and
detailed) relevant persona data as possible from individuals
that are indicators of mental health so that the systems can
predict theindividuals mental status more accurately and make
more informed intervention decisions. On the other hand, it
remains uncertain how sensitive, in terms of privacy, users are
to different types of personal data being collected, which data
processing stages may cause them to have privacy concerns,
and to what extent privacy concerns may influence their
willingness to use MMHS. To help address the data
value-privacy paradox, this study aimsto answer the following
research questions:

« Research question 1: How do users' privacy concerns vary
with different types of persona data collected by MMHS?

« Research question 2: Do users' privacy concerns vary with
different data processing stagesthat MMHS involve? If so,
how?

« Research question 3: How do privacy concerns affect users
intention of using MMHS?

To answer these research questions, we conducted aweb-based
survey with adults who have self-reported mental health issues
and used MMHS before. On the basis of the findings of our
survey, we propose a set of guidelines for the design of
user-centric and privacy-protecting MMHS. This study
contributesto MMHS research by deepening our understanding
of users privacy concerns and potential mitigation solutions.
In addition, it offers practical implications for improving the
well-being of patients with mental illness by cultivating their
adoption of, and engagement with, MMHS.

Background and Related Work

Conceptualization of Privacy

Generally, privacy can be categorized into physical privacy and
information privacy (also commonly referred to asdata privacy).
Historically, the concept of physical privacy was defined as
“the right to be left aone [25]." Information privacy is
concerned not only withindividuals' personal information such
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asname, home address, and birth date, but also their relationship
status, photographs, political and religious views, shopping
habits, driving history, and medical records[26]. It also involves
an individual’s ability to control information about themselves
[27]. Information privacy is aso referred to as controlling
whether and how personal data can be collected, stored,
processed, and disseminated [28]. As technologies evolve,
privacy has been increasingly threatened as aresult of the rapid
growth of portable handheld devices, sensors, and wireless
network technology. Accordingly, the conceptualizations of
privacy have shifted toward elaborating the complexity of
privacy issues in various areas involving the legdl,
social-psychological, economic, or political concerns that
technologies present.

Smith et a [7] proposed a macro model called
“Antecedents - Privacy Concerns - Outcomes” that
demonstrated the relationships between privacy concerns and
their antecedents and outcomes. The model shows that
individuals' experiences with getting exposed to, or victimized
by, personal information abuses; privacy awareness; personality
(eg, introversion vs extroversion); demographics, and
cross-cultural differences are antecedents of privacy concerns.
Privacy concerns in turn affect behavioral reactions (eg,
willingness to disclose information), trust, regulation, and
privacy calculus (ie, trade-off between privacy risks and
benefits).

Plachkinova et al [29] devel oped ataxonomy based on security
challengesin an mHealth care environment defined by Stavrou
and Pitsillides[30] and the threat taxonomy for mHealth privacy
proposed by Kotz [31]. Plachkinova et al [29] identified afew

Zhang et a

common threatsto privacy, including (1) identity threats: misuse
of patient identity information; (2) accessthreats: unauthorized
accessto protected health information (PHI) or personal health
records; and (3) disclosure threats: unauthorized disclosure of
patient identity information or PHI. However, the authors
taxonomy neither differentiates data types nor considers user
privacy protection.

Privacy Regulations

Privacy regulations have been established to help determine
effective ways to develop, manage, monitor, and enforce
patient-centric, organizational, and government policies and
regulations associated with data collection and use within
mHealth systems [32]. For example, the Health Insurance
Portability and Accountability Act (HIPAA) of 1996 provides
data privacy and security guidelines for safeguarding medical
information and sets constraints and conditions for the use and
disclosure of patient information (Textbox 1). HIPAA's privacy
rule only applies to mHealth apps that involve both a covered
entity (eg, health care providers) and PHI. PHI usually includes
demographic information, medical history, diagnostic test
results, insurance information, and other data gathered by a
health care professiona that identify an individual and are used
for medical treatment. HIPAA does not cover individual users
who upload or directly enter their information into mHealth
apps [33]. In addition, researchers must abide by the federal
policy for the protection of human subjects, also known as the
Common Rule, to protect individuals participating in research
activities. The Common Rule specifies detailed policies and
guidelines about informed consent, adverse events, handling of
biological data, and vulnerable populations, among other issues
[34].

Textbox 1. The Health Insurance Portability and Accountability Act privacy and security requirements (adapted from Ray and Biswas [35]).

Privacy and security requirements

«  Patients’ understanding

«  Patient control

o  Confidentiaity

. Dataintegrity

o  Consent exception

«  Patients have the right to understand how their health information will be used and stored.

«  Patients can control the access to their health information and are given permission to decide who can access their health data.

« Health data of patients must be kept undisclosed from any party that has no right to access the data.

«  There should be software safeguards such as encryption to protect health data confidentiality during storage and transmission.

«  Patients’ eHealth information should be protected from omissions, tampering, and unauthorized destruction.

«  The health data shared with an entity must be the true representation of the intended information without having any form of alteration.

. Inlife-saving purposes and emergency situations, access to the protected health information without the patient’s authorization is allowed.

The most recent US privacy regulation is the Cadifornia
Consumer Privacy Act, which provides California residents
transparency and protection of personal data, including theright
to know where their data are collected and to whom they are
sold, as well as the right to disclose. In 2019, Xcertia [36]

https://mental .jmir.org/2021/12/€31633

published thefollowing industry guiddlinesfor safe and effective
mHealth apps:

- Guideline P1: Notice of Use and Disclosure. The Privacy
Notice describes how an organization collects, uses, and
retains user data.
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Guideline P2: Retention. If dataare collected, the user shall
be informed about how long the data will be retained.
Guideline P3: Access Mechanisms. An app user should be
informed if the app accesses local resources or resources
from, or for, social networking platforms, provided with
an explanation by any appropriate means (eg, the About
section) as to how and why such resources are used, and
opt-in consent should be obtained to access such resources.
Guideline P4: HIPAA Entity or Business Associate. If a
mobile app collects, stores, or transmits information that
congtitutes PHI (as defined by HIPAA), it does so in full
compliance with HIPAA and all applicable state and
international regulations.

Guideline P5: Children’s Online Privacy Protection Act.
An app should have measures in place to protect children
in accordance with applicable laws and regulations if the
website is directed at children.

Guideline P6: General Data Protection Regulation. An app
should have measures in place to comply with applicable
laws and regulationsrel ated to the European Union General
Data Protection Regulation.

Personal Data Collected by Existing MMH Studies

To understand what personal data have been collected by
existing MMH studiesand whether these studies have deployed
any privacy protection method, we first conducted a literature
review. We formulated search queries as various combinations
of terms from 3 groups, including technology terms such as
“mobile” “wearable devices,” “sensor,” “loT,” and “mobile
app;” mental health terms such as*“ mental hedlth,” “depression,”
“schizophrenia,” and “stress management” used by Bardram
and Matic [37] and the US Department of Health and Human
Services; and privacy-related search terms such as “privacy,”
“privacy protection,” “personal,” and “private information.”
We searched for relevant articles in the following databases:
PubMed, IEEE Xplore, Nationa |nstitute of Mental Health Data
Archive, ScienceDirect, Taylor & Francis Online, and PubPsych,
as well as Google Scholar. We applied 3 inclusion criteriain
paper selection: (1) published in English in or after 2014 to
reflect the state of the art, (2) focused on MMHS in support of
userswith an existing mental disorder, and (3) collected persona
data from users.

We found and reviewed 32 papers that met the aforementioned
inclusion criteria. These studies [4-6,12-19,38-58] are
summarized in Multimedia Appendix 1 along the following
dimensions: the target mental diseases that the MMHS were
proposed to support, types of personal data collected by the
apps, and privacy protection methods deployed in these studies,
if any. These studies collected a wide variety of personal data
from patients, driven by the target mental diseases. The most
commonly used personal data are as follows:

« Physical activities such as gait, finger tapping, activity time,
and distance traveled

«  Sleep data such as sleeping time and waking time

« Physiological data (biomarkers) such as oxygen saturation,
heart rate, temperature, blood pressure, el ectrocardiogram,
and peak expiratory flow rate

» Location and GPS data

https://mental .jmir.org/2021/12/€31633
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Social activity (ie, socia interaction) data

Phone use such as number and length of phone calls,
number of incoming and outgoing SM S text messages, and
the number of times screen is on

Voice

Privacy Protection Adopted by Existing MMHS Studies

Not surprisingly, of the 32 surveyed studies, 11 (34%) did not
mention any user privacy protection, as shown in Multimedia
Appendix 1. Thisfindingisin linewith thefindings of previous
studies. For example, Nurgalieva et a [59] found that only a
third of their reviewed mHealth papers considered privacy and
security together. A recent survey study revealed that most
(68%) of the reviewed MMHSwere not sufficiently transparent
regarding privacy protection information, whereas more than
half had no privacy policy at al [60]. Furthermore, the study
found that even in the case of mobile apps that had a privacy
policy, researchers collected datawithout informing users about
how the data would be used [60].

We categorized the user privacy protection mechanisms
implemented in our surveyed studies into the following types:
data anonymization; encryption (when transferring data from
local mobile devicesto remote datastorage [eg, cloud storage]);
access control; archiving only features extracted from the
original data, instead of the original data; and allowing certain
collected datato be wiped out remotely by users. Among them,
data anonymization and encryption were the most common
mechanisms used. A shared key is needed in the process of
encryption and decryption, and, according to federal HIPAA
and Health Information Technology for Economic and Clinical
Health Act regulations, the key length must be 128 bits. The
National Institute of Standards and Technology recommends
using Suite-B, aset of algorithmsthat exchange decryption keys
and digital signaturesto authenticate data[9].

Despite the use of data anonymization and encryption having
become common, there are still risks of data breach and
disclosure, given that original data are stored physically. In
comparison, archiving only selective features extracted from
collected user data and allowing users to delete any collected
datamay help aleviate therisk of disclosure of, or unauthorized
access to, personally sensitive data. For example, real-time
audio processing can be used to extract relevant hedlth
inferences (ie, features) while discarding sensitive content. Of
note, this option of privacy protection does not come without
a cost—there is always a trade-off between user privacy and
datautility: the fewer data pointsthat MMHS collect, the higher
the degree of user privacy protection but the more inferior the
servicesthey provide. For example, disabling collection of data
about users’ physical activities or social interactions will help
alleviate users privacy concerns, but it may also negatively
affect the benefits of MMHS (eg, depression detection) because
the systems may not infer users mental status accurately
because of theremoval of such data. By analogy, in e-commerce,
consumers may sacrifice their privacy to some extent by
allowing cookiesto capturetheir behavior on an onlineretailer's
website to receive personalized services (eg, personalized
product recommendations) [61]. Therefore, understanding user
perceptions of different types of personal data with regard to

JMIR Ment Health 2021 | vol. 8 |iss. 12 |€31633 | p.70
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

privacy and developing and deploying effective privacy
protection methods have the potential to break the value-privacy
paradox, which will ultimately influence user adoptions and
continuous use of MMHS.

The Research Model and Hypotheses

As summarized in the previous section, existing MMHS have
collected varioustypes of personal data. Weinvestigate privacy
concerns mainly from the 2 dimensions in this research: data
type and data stage.

Researchers have found that the same individuals may have
different levels of privacy concerns for different types of
personal information [62]. For instance, online shoppers tend
to be more likely to withhold information such as purchase
history, social security number, hobbies, and favorite websites
than name, gender, and education information [63]. Geographic
location, mailing address, and information about friends and
profession were common data types that a sample of 1000
French online users reported unwilling to disclose [64]. From
asocia mediaperspective, interaction with othersthrough social
networks usually leads to generating and sharing personal
information actively [65]. Jin [66] suggeststhat although Twitter
users often share personal information about their daily lives
and entertainment choices, they would hardly reveal their own
mental or physical health information. Thus, we propose the
first hypothesis as follows:

Hypothesis 1. Data type has an effect on user privacy concerns
with MMHS.

Data processing stages can be another critical dimension of
privacy in MMHS. Data processing starts with data collection.
Because of limited storage space as well as limited processing
power of a mobile or wearable device (eg, smartphone), the
data collected by MMHS are typically transferred to a remote
server or to the cloud for processing and storage, which will
finally lead to data sharing. Xu (2019) characterizes the
combination of health informatics and cloud computing as
Health Informatics as a Service [67]. Hindy et a (2020)
emphasize the threats of personal information leakage at a data
transmission level because mobile apps are increasingly
dependent on wireless networks, which raises privacy concerns
when transmitting data wirelessly [68]. Zeissig et al [69] and
Kotz [33] suggest that privacy concerns vary with an app’s
functionality and the entities that process data. Given that the
data at different stages can be exposed to different levels of
privacy risks and data transmission and data sharing are
particularly vulnerable to intrusion with regard to data privacy,
we propose the second hypothesis as follows:

Hypothesis 2. Data stage has an effect on user privacy concerns
with MMHS.

Hypothesis 2.1. Privacy concerns for the (i) data transmission
and (ii) data sharing stages are higher than those for the data
collection stage.

Hypothesis 2.2. Privacy concerns for the (i) data transmission
and (ii) data sharing stages are higher than those for the data
storage stage.

https://mental .jmir.org/2021/12/€31633
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Privacy awareness refers to the extent to which individuals are
well informed about privacy practices and privacy breach
incidents around themselves [70]. A number of studies have
found that privacy awareness is positively associated with
privacy concerns in the context of computer use [71], peer
relationships on social media [72], older generation’s online
privacy perception [69], personal cloud storage apps|[73], news
content ownership on social media[74], and so on.

Privacy victimization experience has been shown to influence
privacy concerns in previous studies [70-72,75,76]. Privacy
calculus theory [24] posits that individuals tend to weigh
potential benefits and risks of data disclosure decisions. They
will disclose personal information when the perceived benefits
exceed the potential cost. If they have been previously
victimized by privacy disclosure, they may perceive the cost of
data disclosure to be higher than the benefit and be hesitant to
take a risk. Therefore, previous experience of having been a
victim of privacy intrusion could result in MMHS users
assessing risks and foreseeing future consequences of privacy
intrusion better. For example, Chen et a [77] suggest that online
scam victims have higher perceived threat than nonvictims.
Most victims of personal information breaches feel fearful,
angry, and depressed after being victimized, leading to greater
privacy concernsthan before[78]. Bansal et al [75] suggest that
privacy victimization experience would significantly increase
when disclosing private information online. This positive
relationship between privacy victimization experience and
privacy concerns has also been demonstrated in e-commerce
[76], internet use for general purposes [79], social network
platforms [80,81], alowing permission requests for data
acquisition by mobile apps [82], and Android app downloads
[83]. Thus, we predict that peoplewith ahigher level of privacy
awareness and privacy victimization experience would be more
sensitive and concerned about privacy when using MMHS.
Therefore, we propose the following 2 hypotheses:

Hypothesis 3. Privacy awareness is positively associated with
privacy concerns about MMHS.

Hypothesis 4. Privacy victimization experience is positively
associated with privacy concerns about MMHS.

An agreeable attitude toward privacy protection has been
suggested as one of the major outcomes of privacy concerns
[84,85]. For example, when an individual has a significant
privacy concern, they would likely change their online account
passwords more frequently than those with lower privacy
concerns[77]. Deleting cookies, using ad blockers, and choosing
abrowser mode that keeps browsing history hidden are typical
privacy protection methods used when browsing the web [86].
Similarly, users of social media [87,88] and e-commerce
services [89] also seem to look for persona information
protection after recognizing privacy risks.

Privacy literacy is another predictor of an agreeable attitude
toward privacy protection. Self-control theory [77] posits that
one's ability to regulate emotions, behaviors, and desires is
determined by one’'s general intelligence and prior training.
People who have high self-control derived from intelligence
and sufficient training arelikely to pursue agood way of solving
aproblem [90]. Accordingly, it is reasonable to predict that the
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level of a user’'s privacy literacy, such as HIPAA knowledge
level, may influence their privacy concerns about MMHS.
Therefore, we hypothesize a positive relationship between
HIPAA knowledge level and an agreeable attitude toward
privacy protection as follows:

Hypothesis 5. Privacy concerns are positively associated with
an agreeabl e attitude toward privacy protection in MMHS.

Hypothesis 6. HIPAA knowledge level is positively associated
with an agreeabl e attitude toward privacy protectionin MMHS.

Privacy protection methods can be viewed as sol utionsto coping
with users privacy concerns. The Protection Motivation Theory
explains how fear may change one's attitude and behavior
[91,92]. If an event incurs fear, one may try to reduce unstable
emotional state and seek alternative waysin which one can find
adaptive coping responses. In the context of MMHS, fear may
arise from privacy concerns triggered by threats to personal
information. Several studies have explored the relationship
between the attitude toward privacy protection and intention to
use mHeath systems [37,38]. Attitudes toward privacy
protection involve a positive perception of usefulness and
optimistic expectation of specific methods. It has been found
that users perceived usefulness of health Internet of Things
systems has a significant impact on their intention to use the
systems [93]. For example, consumers tend to have a stronger
willingness to use health recommendation systems when they
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feel that thelatter are useful for fulfilling their health goals[94].
Employees’ optimistic attitudes toward their mobile devices
have also been found to have a positive impact on users
intention to use a mobile device in the workplace [95].
Therefore, we propose the following hypothesis:

Hypothesis 7. An agreeable attitude toward privacy protection
is positively associated with the continuous usage intention of
MMHS.

MMH literacy [96,97] plays an important role in the context of
health care systems. Zhang and Yan [98] reported that eHealth
literacy affected users continuous intention to use mHealth
apps. Drawing on the Elaboration Likelihood Model [99], they
suggested that eHealth literacy would foster satisfactory
emotionsfor apps, which in turn motivated continuousintention
to usethem. Britt et a [100] demonstrated that a higher literacy
level measured by the eHealth Literacy Scale led to a greater
intention to use online health resources. In the same vein, Kim
et al [101] found that mental health literacy would promote
hel p-seeking behavior of college students. Therefore, we expect
that patientswith higher levelsof MMH literacy may understand
the potentia benefits of MMHS better and accordingly are more
likely to use them. Hence, we propose the following hypothesis:

Hypothesis 8. MMH literacy is positively associated with the
continuous usage intention of MMHS.

Our research model is shown in Figure 1.

Figure 1. The research model (H: hypothesis; HIPAA: Health Insurance Portability and Accountability Act; MMH: mobile mental health; MMHS:

mobile mental health systems).
Right part

Privacy
awareness

Left part

Privacy
victimization
experience

Methods

To test the hypotheses, we conducted a web-based survey to
collect data after receiving approval from theinstitutional review
board of our ingtitution.

Survey Instruments and Procedure

Given that this study is targeted at a specific population, we
deployed a prescreening questionnaire to determine participants
eigibility for the study. The eligibility criteriawere asfollows:

https://mental .jmir.org/2021/12/€31633

Continuous
usage intention

of MMHS

Agreeable attitude
toward privacy
protection

participantswho (1) were aged =18 years, (2) had mental health
issues in the past 12 months, and (3) had used any MMHS in
the past 12 months. Only qualified participants could proceed
with the formal survey.

The forma survey questionnaire (Multimedia Appendix 2)
consisted of 3 parts. part 1 collected information about
participants basic demographics, mHeath literacy, and
knowledge about HIPAA; part 2 consisted of questions about
participants’ use of MMHS and their prior experience with
privacy protection methods; and part 3 asked questions about
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privacy concerns with regard to different data stages and data
types. As discussed in the previous section, we considered the
following 4 data stages: collection, transmission, storage, and
sharing. In addition, we drew on the literature and identified
the following 8 types of personal data: physiological signals,
voice features, physical activities, facial expression, GPS
location, social activities, device use, and self-reported data
(Multimedia Appendix 1). Our design of the questionnaire for
the agreeable attitude toward privacy protection, which was
also based on the findings of our literature review (Multimedia
Appendix 1), consisted of 11 items corresponding to the
following privacy protection methods: (1) displaying privacy
policy, (2) obtaining user consent, (3) disabling collection of
personally identifiable data, (4) user contral, (5) encryption, (6)
secure data transmission, (7) restriction of data storage access,
(8) location protection, (9) feature extraction from audio data,
(10) feature extraction from text data, and (11) data retraction.
All the survey questions were rated on a 7-point Likert scale,
ranging from strongly disagree (score=1) to strongly agree
(score=7), with a score of 4 being neutral. The details of the
relevant questionnaire items are presented in Multimedia
Appendix 3 [102-104] and Multimedia Appendix 4
[72,75,87,88,93,94,96,100,105,106].

Table 1. Demographic statistics of the survey respondents (N=170).

Zhang et a

To ensure data quality, we incorporated 3 attention-check
guestionsinto the survey, such as* Please skip this question and
do not select anything.” We excluded from data analysis the
data collected from the participants who failed to follow the
instruction while responding to these questions.

Participants

We recruited participants from multiple venues such as online
mental health communities (eg, the depression community on
Reddit [n=159], the anxiety community on Reddit [n=134], and
the mental health group on Facebook [n=55]).

Among the 348 respondents who successfully passed the
prescreening test questions, 134 (38.5%) failed the
attention-check questions and another 44 (12.6%) completed
the survey in an amount of timethat was morethan 3 SDsfrom
the average time used by the participants of a pilot study. At
the end, we obtained 48.9% (170/348) of valid responses. The
demographic information of these respondents is presented in
Table 1. Each participant was offered aUS $5 Amazon gift card
for completing the survey.

Demographic characteristics

Participants, n (%)

Age (years)
18-25 47 (27.6)
26-30 71(41.7)
31-35 42 (24.7)
36-40 7(4.2)
41-45 3(1.8)
Gender
Female 61 (35.9)
Male 109 (64.1)
Education
High school graduate 3(1.8)
Some college 89 (52.4)
College graduate 55 (32.4)
Postgraduate degree 13(7.6)
Some postgraduate work 10(5.9)
Marital status
Married 82 (48.2)
Single 79 (46.5)
Divorced 9(5.3)
Data Analysis variance and lower the power of regression analysis[108,109].

We tested the left part of the model using a 2-way repeated
analysis of variance and deployed partial least squares (PLS)
regression for the right part of the model (Figure 1) using
SmartPLS software [107]. It is commonly recognized that
correlations among independent variables might increase the

https://mental .jmir.org/2021/12/€31633

In view of the large number of data types considered in our
research design, we first performed a principal component
analysis through varimax rotation with Kaiser normalization
[110] to identify the principa components based on the
eigenvalues and corresponding eigenvectors of the covariance
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matrix. Next, based on the results, we selected 4 principal
components that explained more than 82% of the variance of
theoriginal datatypes. Specifically, physiological signals, voice
features, physical activities, and facial expressionswere grouped
together and |abel ed as biometric factors, whereas GPSlocation
and socia activities were grouped together and labeled as social
interactions. The remaining original data types—self-reported
data and device use—were left unchanged. These 4 data types
were used in subsequent data analyses.

To support PLS regression analysis, we first examined the
convergent validity and discriminant validity of the research
constructs, which are critical building blocks of model
evaluation. We tested the convergent validity with Cronbach a
[111], compositereliability withrho_A [112], and discriminant
validity with average variable extracted. Following the
suggestion of Henseler et al [113], we further assessed the
discriminant validity by applying the Heterotrait-Monotrait ratio

Table 2. Construct reliability and validity (reflective constructs only).
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of correlations. Correlations among the constructs are presented
in Multimedia Appendix 5.

Results

Descriptive Statistics and Construct Validations

The test results of convergent and discriminant validity are
reported in Table 2. They show that the internal consistency of
all reflective constructs (ie, continuous usage intention, MMH
literacy, privacy awareness, privacy victimization experience,
and HIPAA knowledge level) was acceptable, with Cronbach
0>.75. In addition, both their composite reliability and rho_A
values exceed the cutoff threshold (0.70) [112]. The average
variable extracted results show that all values were >0.60, the
acceptable level [114]. The discriminant validity among the
reflective constructs is further established based on the
Heterotrait-Monotrait ratio of correlations (<0.90; Multimedia
Appendix 6). The detailed factor loadings of the constructs and
indicators are reported in Multimedia Appendix 7.

Constructs Cronbach a rho A Composite reliability Average variable extracted
Continuous usage intention 759 0.764 0.862 0.675
MMH2 literacy 892 0.899 0.915 0.607
Privacy awareness .829 0.834 0.886 0.660
Privacy victimization experience .842 0.872 0.892 0.630
HIPAAP knowledge level 1.000 1.000 1.000 1.000

AIMH: mobile mental health.
PHIPAA: Hedlth Insurance Portability and Accountability Act.

Thetop 3 most common mental health issues of the participants
based on their self-reports were depression (33), dysthymia
(30), and anxiety (24). According to Wasil et a [115], there are
approximately 325,000 mobile apps for health and wellnessin
the market (ie, Google Play and Apple App Store). Cam [116],
Talkspace [117], PTSD (posttraumatic stress disorder) Coach
[118], and Optimism[119] arethe most commonly used MMHS
among our survey respondents. Calm helps users practice
meditation and sleep by providing mindfulness music and
bedtime stories. It mainly collects data of users’ daily app use
and time spent on meditating. Talkspace is designed to match
alicensed mental health therapist with a user conveniently and
affordably in comparison with in-person therapy. Talkspace
allows users to submit text, image, and video data regarding

https://mental .jmir.org/2021/12/€31633

their mental status when consulting therapists. PTSD Coach
supportsthosewho have PTSD. It gathersusers’ self-assessment
data of PTSD symptoms and daily app use data. Optimismisa
mobile app used to track a user's mood level on a daily basis
as reported by users with mood disorder.

On the basis of the results of the principal component analysis,
weidentified 4 main personal datatypeswith respect to privacy
concerns, including the degree of privacy concernsarising from
biometric factors, social interactions, device use, and
sdlf-reported data. The descriptive statistics of privacy concerns
and other research constructs are reported in Tables 3 and 4,
respectively. For al the variables in Tables 3 and 4, their
median, maximum, and minimum values are 5, 7, and 1,
respectively.
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Table 3. Descriptive statistics of privacy concerns.
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Research constructs and variables

Values, mean (SD)

Datatype
Biometric factors
Social interaction
Device use
Self-reported data
Data stage
Collect
Store
Transmit

Share

4,66 (1.89)
489 (1.71)
4.70 (1.76)
4,92 (1.84)

461 (1.83)
4,67 (1.83)
4,80 (1.82)
4.92(1.82)

Table 4. Descriptive statistics of other constructs.

Research constructs and variables

Values, mean (SD)

Privacy awvareness

Privacy concerns (composite)

Privacy victimization experience

Agreeable attitude toward privacy protection (composite)
MMH? literacy

HIPAAP knowledge level

Continuous usage intention

477 (1.75)
4.75(1.83)
4.44 (1.96)
5.09 (1.57)
4.84 (1.69)

414 (1.92)

5.04 (1.54)

AMMH: mobile mental health.
PHIPAA: Hedlth Insurance Portability and Accountability Act.

Effects of Data Type and Data Stage

We conducted a 2-way repeated analysis of variance by using
privacy concerns as the dependent variable and data type and

data stage asthe independent variables. Theresultsare reported
in Table 5. The analysesyielded significant main effects of data
type (P=.003) and data stage (P<.001), as well as their
significant interaction effect (P=.008) on privacy concerns.

Table 5. Analysis of variance results for the effects of data type and data stage on privacy concerns.

Sources F test (df) Mean squared errors P value
Datatype 4.73(3,507) 11.78 .003
Data stage 9.35 (3,507) 15.46 <.001
Data typexdata stage 247 (9,1521) 2.25 .008

The results of post hoc multiple comparisons of the effects of
data type and data stage are reported in Tables 6 and 7,
respectively. The analysis results of data type show that social
interaction data (P=.007) and self-reported data (P=.001) raise

https://mental .jmir.org/2021/12/€31633

RenderX

greater privacy concernsthan biometricsdata. In addition, social
interaction data cause higher privacy concerns than device use
data (P=.045), whereas device use data provoke privacy
concerns more than self-reported data (P=.02).
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Table 6. Results of comparison of privacy concerns across data types.
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Datatype (1) and data type (J) Mean difference (1-J) P vaue SE
Biometricsfactors
Social interaction —-0.232 .007 0.084
Device use -0.044 .53 0.070
Self-reported data -0.262 .001 0.079
Social interaction
Device use 0.188 .045 0.093
Self-reported data -0.030 74 0.092
Device use
Self-reported data -0.218 .02 0.093
Table 7. Results of comparison of privacy concerns across data stages.
Stage (1) and stage (J) Mean difference (1-J) P vaue SE
Collect
Store —0.056 .36 0.060
Transmit -0.197 .01 0.075
Share -0.336 <.001 0.091
Store
Transmit -0.142 .01 0.057
Share -0.281 <.001 0.068
Transmit
Share -0.139 .02 0.061

Theanalysisresults of data stage show that the datatransmission
stage raises greater privacy concerns than both data collection
(P=.01) and data storage stages (P=.01), whereas the data
sharing stage also raises higher privacy concerns than the data
collection (P<.001), datastorage (P<.001), and datatransmission
stages (P=.02). However, no difference was detected between
the data collection and data storage stages (P=.36). Thus,
hypotheses 1, 2.1 (i), 2.1 (ii), 2.2 (i), and 2.2 (ii) are supported.

Effects on Continuous Usage I ntention

The results of PLS regression analysis are reported in Table 8
and Figure 2. The results show that privacy victimization
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experience (P=.01) has a significant effect, whereas privacy
awareness hasamarginally significant effect (P=.08) on privacy
concerns. Therefore, hypothesis 3 is marginally supported,
whereas hypothesis 4 is supported. In addition, both privacy
concerns (P=.001) and HIPAA knowledge level (P<.001) have
apositive effect on agreeable attitude toward privacy protection.
Therefore, both hypotheses 5 and 6 are supported. Furthermore,
both agreeabl e attitude toward privacy protection (P=.001) and
MMH literacy (P=.001) have apositive effect on the continuous
usage intention of MMHS. Therefore, hypotheses 7 and 8 are
also supported.
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Table 8. Results of partial least squares regression analysis.
Hypotheses Estimate (SD) t-statistic (df) P vaue
Datatype - Privacy concerns _a _a _a
Data transmission and data sharing stages— Privacy concerns _b _b _b
Privacy awareness— Privacy concerns 0.309 (0.179) 1.728 (499) .08
Privacy victimization experience - Privacy concerns 0.434 (0.172) 2.515 (499) .01
Privacy concerns— Agreeable attitude toward privacy protection 0.374 (0.109) 3.440 (499) .001
HIPAA® knowledge level . Agreeable attitude toward privacy protection 0.422 (0.089) 4.728 (499) <.001
Agreeable attitude toward privacy protection — Continuous usage intention of 0.372 (0.116) 3.199 (499) .001
MMHS
MMHE literacy — Continuous usage intention of MMHS 0.370(0.107) 3.461 (499) 001

8See Table 6.

PSee Table 7.

“HIPAA: Health Insurance Portability and Accountability Act.
dMMHS: mobile mental health systems.

EMMH: mobile mental health.

Figure 2. Results of the research model. HIPAA: Health Insurance Portability and Accountability Act; MMH: mobile mental health; MMHS: mobile

mental health systems.

0.309
(=1.728, P=.08)

Privacy
awareness

Privacy
victimization
experience

(r=2.515, P=.01)

Discussion

Overview

MMHS have beenincreasingly used to monitor users emotional
status, improve mental illness management, and retain
psychological well-being [120]. However, users privacy
concerns with regard to the use of MMHS can be a critical
barrier to their adoption of, and benefiting from, these systems
[121]. This study proposes and tests anovel research model for
explaining user privacy concerns about MMHS from the data
and user experience perspectives and examines the direct or
indirect effects of privacy concerns on user perceptions of
different privacy protection methods and intention to continue
using MMHS.

Principal Findings

First, we discovered a significant main effect of data type on
privacy concerns. Respondents expressed stronger privacy
concernsabout socia interaction data (eg, outgoing or incoming
phone calls and SM S text messages) and self-reported data (eg,
current medication) than physiological dataand device use data.
The strong concern about social interaction data is somewhat
surprising because one may assumeintuitively that physiological
signals (ie, skin temperature and heart rate) and physical

https://mental .jmir.org/2021/12/€31633
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activities (ie, walking and sleeping) should be more privacy
sensitive. A possible explanation is that social isolation is one
of the most typical characteristics of individuals with mental
health issues [122,123]. As a result, this subpopulation may
perceive socia interaction data as more private than
physiological and physical activity data.

Second, this study reveals a significant effect of data stage on
privacy concerns. Specificaly, data transmission and data
sharing cause higher privacy concerns than data collection and
data storage, which supports our hypotheses.

Third, the results confirm our hypothesis that privacy
victimization experience has a positive effect on privacy
concerns. Although privacy awarenessis positively associated
with privacy concerns, this effect was only marginaly
significant at a 0.1 significance level. A possible explanation
liesin what congtitutes privacy awareness. Correiaand Compeaul
[124] argue that privacy awareness consists of 3 elements. the
literacy of the elements related to privacy, the recognition that
the elements exist in a current system, and the forecast of their
impacts on the future. Thus, these aspects may guide future
efforts in improving the effectiveness of privacy awareness
training.
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Fourth, the findings of this study show that increasing privacy
concerns escal ate agreeabl e attitude toward privacy protection.

Fifth, our findings show that privacy knowledge about HIPAA
contributes to an agreeable attitude toward privacy protection
of MMHS. In addition, MMH literacy facilitates continuous
usage intention of using MMHS. The findings suggest the
importance of increasing privacy knowledge and mHealth
literacy of users with mental health issues for improving the
use of MMHS.

Research Contributions

Despiteincreasing efforts being made with regard to leveraging
mobile and sensing technologies for improving public mental
health, there has been a lack of research on the understanding
of users’ privacy concerns and their impacts on the use of
MMHS. This study makes contributionsto the multidisciplinary
literature. First, to the best of our knowledge, this study is the
first research effort that systematically investigates user privacy
concernsin the context of MMHS. Second, this study not only
extendsthe Antecedents - Privacy Concerns— Outcomes model
to MMHS, but also introduces new constructs, including HIPAA
knowledge level and MMH literacy. Third, unlike prior studies
that treated privacy data as monotonic [86,125,126], this
research for the first time innovatively probes different data
types and stages while investigating privacy concerns. The
differences in the effects on privacy concerns of different data
types and data stages have significant implications for future
privacy research. Fourth, this study introduces MMH literacy
as an antecedent to the continuous usage intention of MMHS.
eHealth literacy has been used to assess healthy behavior on
theinternet [127-129], but it hasrarely been used to explain the
continuous intention to use innovative technology. Last but not
least, this study goes beyond privacy concerns by understanding
their effects on privacy protection. Our research findingsreveal
that an agreeable attitude toward privacy protection mediates
the relationship between privacy concernsand users continuous
MMHS usage intention.

Practical Implications

Thisstudy offersanumber of practical implicationsfor different
stakeholders of MMHS. For designers and developers of
user-centric privacy-protecting MMHS, different effects of
various personal dataon privacy concerns suggest that different
types of personal data should not be treated equally from a
privacy protection perspective; designers and devel opers should
care not only about the types of user data being collected, but
also about how the data will be processed. In particular, they
should pay more attention to effective privacy protection
methods deployed for data sharing and data transmission than
those deployed for data collection and data storage. As users
differ in terms of their sensitivity to privacy and different
personal data, the deployed privacy protection methods should
be user-centered and personalized; the effect of privacy concerns
on continuous MMHS usage intention can be mediated by
privacy protection. Thus, implementing privacy protection
measures and developing ways to improve the MMH literacy
of patients can be effective strategies for increasing the trust of
patients with mental health issuesin MMHS and their adoption
and continuous use of MMHS.

https://mental .jmir.org/2021/12/€31633
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From an MMHS user perspective, users should increase their
awareness of different types of data collected by MMHS;
improve their knowledge regarding privacy and MMH literacy;
and be educated about different privacy protection methods,
which can help them choose MMHS and understand how these
methods can possibly address their privacy concerns.

The following is a set of general guidelines for the design of
user-centered, privacy-preserving MMHS based on thefindings
of this research:

«  Only collect user data that are relevant to MMH

- Deidentify any data that may revea the identity of
individual users

- Encrypt data, particularly during datatransmission and data
sharing

«  Provide user-controlled data collection, enabling users to
remove certain collected data of their choice

«  Provide user-controlled data access: dataaccess and sharing
should be limited to specific, user-approved parties

«  Provide continuous mobile user authentication to ensure
that the data are collected from the right person

+ Include audits and risk assessment in privacy protocols

- Set up apolicy that encrypts self-reported data and social
interaction data

« Collect information about users prior experiences of
privacy victimization and recommend targeted privacy
protection methods

- Improve public education about the goals, methods, and
procedures of data management and privacy protection,
which is essential

« Allow users to adjust privacy levels and retract collected
data. Thiswill be one of the balanced solutionsin practice

« Design MMHS with an emphasis on personalized privacy
protection. Personalization is one of the key features of
recent MMHS to provide customized treatment to
individuals

Limitations of the Study and Future Research

Thisstudy includes several limitationsthat offer future research
opportunities. We used a web-based survey for data collection
in this study, which is subject to the limitations of self-reported
data. Future studies may collect actual patient use databy either
collaborating with MMHS providers or using self-developed
mobile apps. We also acknowledge that our recruitment strategy
may pose a potential risk for selection bias—though our
university-wide solicitation for participation was circulated
through the university’s email listserv, students could be more
technology savvy and therefore more willing to participate than
faculty and staff members. In addition, our recruitment flyer,
which was circulated through online mental health communities,
may have caused hesitation among individual swho have privacy
concerns about using technology for mental health to participate
in this survey. In addition to data type and data stage, other
factors of MMHS, such as system functions, can be potential
antecedents of privacy concerns. For instance, MMHS that focus
on improving mindfulness and sleep quality, such as Calm and
Headspace [130,131], are likely to yield different levels of
privacy concerns compared with MMHS that focus on serious
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clinical mental illness, such as PTSD Coach and NOCD (an MMHS for the treatment of obsessive-compulsive disorder).
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Abstract

Background: Cancer survivors often experience disorders from the depressive spectrum that remain largely unrecognized and
overlooked. Even though screening for depression isrecognized as essential, several barriers prevent its successful implementation.
It is possible that better screening options can be devel oped. New possibilities have been opening up with advancesin artificial
intelligence and increasing knowledge on the connection of observable cues and psychological states.

Objective: The aim of this scoping meta-review was to identify observable features of depression that can be intercepted using
artificial intelligence in order to provide a stepping stone toward better recognition of depression among cancer survivors.

Methods: We followed a methodological framework for scoping reviews. We searched SCOPUS and Web of Science for
relevant papers on the topic, and datawere extracted from the papers that met inclusion criteria. We used thematic analysiswithin
3 predefined categories of depression cues (ie, language, speech, and facial expression cues) to analyze the papers.

Results: The search yielded 1023 papers, of which 9 met the inclusion criteria. Analysis of their findings resulted in severa
well-supported cues of depression in language, speech, and facial expression domains, which provides a comprehensive list of
observable features that are potentially suited to be intercepted by artificial intelligence for early detection of depression.

Conclusions: Thisreview provides a synthesis of behavioral features of depression while trandating this knowledge into the
context of artificial intelligence—supported screening for depression in cancer survivors.

(JMIR Ment Health 2021;8(12):€30439) doi:10.2196/30439

KEYWORDS
artificial intelligence; cancer; depression; facial expression; language; oncology; review; screening; speech; symptom
among the most common psychological conditions [4]; it is

estimated that in the first 2 years after diagnosis, 12% to 20%
of cancer survivors meet diagnostic criteriafor major depression

Introduction

While cancer incidence is increasing worldwide [1], so are

5-year survival rates, from 49% in the 1970s to 69% in 2017
[2,3]. After having cancer, individual s can be faced with awide
array of challenges, such as fatigue, pain, impaired cognitive
functions, and fear of cancer recurrence [1]. Among these
challenges, depressive spectrum and mood-related disordersare

https://mental .jmir.org/2021/12/€30439

disorder [1,5,6]. This is even more pronounced in cancer
survivors with other comorbid chronic diseases [7] and breast
cancer survivors [8]. At any point during survivorship, a
dysphoric mood, anxiety, appetite changes, insomnia, or
irritability can present and last weeks or even months [9];

JMIR Ment Health 2021 | vol. 8 | iss. 12 [e30439 | p.86
(page number not for citation purposes)


mailto:urska.smrke@um.si
http://dx.doi.org/10.2196/30439
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH

however, these conditions frequently remain underrecognized
and overlooked in clinical practice [10] because the signs and
symptoms of depression in patients with cancer are
heterogeneous [11]. Many survivors are also more likely to
report somatic complaints rather than an overtly depressed
mood. Moreover, only a minority of posttreatment survivors
report experiencing clinically significant psychological distress
during thetreatment phase of their disease[12]. Although cancer
distress screening has been recognized as an important tool,
health care systems struggle to implement thesetoolsin practice
[13]. Lack of staff, difficulty in differentiating between mental
health distress and symptoms of the disease, time constraints,
accessibility restrictions, and availability of services represent
the major barriersto regular screening [14].

Patient-gathered health data and patient-reported outcomes, in
particular, have become a valuable tool in understanding the
symptomatology of cancer patients and survivors [15].
Patient-reported outcomes give voiceto the patient’s perspective
and can inform decision-making by providing insight into the
quality of life that is complementary to clinician-rated adverse
events [16]. Digital interventions that collect patient-reported
outcomes have been recognized as feasible and acceptable by
cliniciansand patientsalike[17]. However, self-reporting often
involves reporting bias, which may result in erroneous
judgments such asthe reconstruction of memoriesand excessive
reliance on cognitive heuristics[18]. Retrospective self-reports
of negative mood states experienced in the past (eg, the most
recent 2 weeks) tend to be exaggerated in a negative direction
[19]. Reporting and interpretation biases are even more
pronounced for people suffering from symptoms of depression
[20,21]. Moreover, inattentive responding and social desirability
may distort the quality of results even further [22,23]. Currently,
big data and artificial intelligence offer new opportunities for
the screening and prediction of mental health problems.
Specifically, there is a growing interest in examining
relationships between observable cues, such as language use,
speech, and facial expressions, and the psychological
characteristics of the communicator [24]. These observable cues
are generated spontaneously, are lessimpacted by cognitive and
other biases related to desirability and crassness, and can
contribute to improving the objectivity of psychiatric
assessments [25]. The main motivation of this scoping review
wasto identify the observable features of depressive symptoms
that are expressed during conversation (often without
awareness), and that can be intercepted using artificial
intelligence to be developed in the project Patient-Centered
Survivorship Care Plan After Cancer Treatments Based on Big
Data and Artificial Intelligence Technologies (PERSIST [26]).
To our knowledge, past reviews (eg, [25,27-29]) mainly focused
on specific modalities (ie, text, language, vocal features, or
facial expressions). None, however, has focused on integration
and the analysis of the complementary role of these modalities
when expressed concurrently during a conversation; therefore,
in this scoping meta-review, we integrated information from
systematic reviews and meta-analyses on specific modalities
and observable features of depression that are capable of being
exploited by artificial intelligence.

https://mental .jmir.org/2021/12/€30439
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Methods

Overview

Wefollowed the methodol ogical framework outlined by Arksey
and O'Malley [30] and Levac and colleagues [31]. The
framework proposes 6 stages: (1) identifying the research
questions; (2) identifying relevant studies; (3) study selection;
(4) charting the data; (5) collating, summarizing, and reporting
results; and (6) consultation exercises. To ensure the process of
this scoping review was systematic, transparent, and compl ete,
we followed PRISMA-ScR (Preferred Reporting Items for
Systematic Reviews and Meta-Analyses extension for Scoping
Reviews[32]) guidelines.

I dentifying the Research Questions

We first established the purpose of the review and developed
specific research questions to guide our scoping review (eg,
search terms, eligibility criteria)—which (1) text-related cues,
(2) speech-related cues, and (3) facial expressions offer avalid
insight into individuals' depression?

I dentifying Relevant Studies

Two large and commonly used databases, SCOPUS and Web
of Science, which complement each other well [33,34], were
used to identify the relevant papers. After apreliminary search
in both databases, which helped usto refine the search strategy
and ensure that the databases provide adequate coverage of the
research topic, we conducted the main search on March 16,
2021.

Our search strategy combined terms related to depression
(depression, “major depressivedisorder,” " depressive episode,”
depressivity, depressed), cues (feature*, indicator*, marker*,
sign, signs, signal, signals, cue*, symbol*, pattern*, style*,
clue*, manifestation*, expression*), behavior (language,
linguistic, speech, acoustic, “facial expression”), and reviews
(review, meta-analysis, “state of the art,” state-of-the-art). It
should be noted that the last group of keywords (ie, those
pertaining to reviews) was added in the process of search
strategy refinement, as the number of papers was otherwise too
high and not feasible for a scoping review. As such, the present
scoping review isascoping meta-review, which uses high-level
evidence to answer research questions and policy dilemmas
[35]. Additionally, the search strategy included keywordsrelated
to different disorders that affect behavior and display of
emotions  (dementia, "Parkinson's disease”  autism,
schizophrenia, Alzheimer's, “neurological disorder,” stroke,
“Huntington'sdisease,” paralysis, mutism, “multiple sclerosis,”
“cerebral palsy,” “Down syndrome”). Since comorbidity of
depression and these disorders could skew our conclusions,
such paperswere already excluded in thefirst step. These groups
of keywords were later combined into a nested format using
Boolean operators (AND, OR, NOT), and titles, abstracts, and
keywords were searched. The exact search string for SCOPUS
was “TITLE-ABS-KEY ( ( depression OR “major depressive
disorder” OR “depressive episode” OR depressivity OR
depressed ) AND ( sign OR signs OR signa OR signals OR
cue* OR symbol* OR pattern* OR style* OR clue* OR
manifestation* OR expression* OR feature* OR indicator* OR
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marker* ) AND ( speech OR “facial expression” OR language
OR linguistic OR acoustic ) AND ( review OR meta-analysis
OR “dtate of theart” OR state-of-the-art ) AND NOT ( dementia
OR “Parkinson’s disease” OR autism OR schizophrenia OR
“Alzheimer's disease” OR “neurological disorder*” OR stroke
OR “Huntington's disease” OR paraysis OR mutism OR
“multiplesclerosis’ OR “cerebral palsy” OR “Down syndrome’
) ).” In order to identify potential additional papers, different
combinations of search terms were used in Google Scholar,
because this database can | ead to the identification of additional
unique entries [36].

Theinclusion criteriawere derived from the research questions
guiding this scoping review and were set a priori. In order to
be considered for inclusion in the scoping review, studies had
to (1) be available in English and (2) published (ie, preprints
and other unpublished papers were not considered). Studies
were then excluded if (1) they were not based on empirical
primary studies (ie, no quantitative evidence, obtained by
collecting data on human participants), (2) they included human
participants who suffered from other disorders that affect
behavior and display of emotions, (3) they did not focus on
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adults, and (4) they did not offer evidence on the observable
features (ie, text, speech, or facial expression) of depression.
Since we aimed to provide a complete overview of al the
research activity related to our research questions, we did not
treat the methodol ogical quality of reviewsand primary studies
as areason for exclusion [30,37].

Study Selection

All citationsidentified in the el ectronic databases were exported
to Excel spreadsheets (Microsoft Inc). Database searchesyielded
atotal of 1203 papers, and 1 additional paper was identified
through other sources (Figure 1). After duplicateswere removed,
1023 titles and abstracts were screened in 2 stages. In the first
stage, theauthors (IM, NP, and US) individually excluded highly
irrelevant papers. In the second stage, 2 reviewers (NP and US)
independently reviewed thetitles and abstracts of the remaining
citations and settled disagreements through discussion. After
this step, 18 papers underwent a thorough full-text review
independently by 2 authors. Disagreements in this phase were
settled through discussion and adjudication by athird reviewer
(IM). In the end, 9 papers fulfilled the predetermined criteria
and were included in the scoping review.
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Figure 1. Flowchart of search and study selection.
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Charting the Data

We developed a spreadsheet form based on research questions
to determine variablesto be extracted from the reviewed papers.
Two authors (NP and US) then extracted the following data
from each paper: (1) authors, (2) year of publication, (3) type
of paper, (4) number of primary studiesincluded, (5) inclusion
criteria, and (6) important results or information relevant to our
research questions. During this process, results were categorized
into the following categories: (1) text cues, (2) speech cues, and
(3) facial expression cues. Data extraction and categorization
of results were refined and updated in an iterative process as
the papers were reviewed. The resulting chart was used for
analysis.

Collating, Summarizing, and Reporting Results

We did not follow a well-structured meta-analytic approach in
comparing and summarizing the results given the aim and nature
of ascoping review. Since the aim of a scoping review includes
mapping the existing findings on a topic and providing their
descriptive overview [30,37], the results were analyzed by 2
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authors (NP and US) using thematic analysis [38] within 3
predefined categories of cues of depression (text, speech, and
facial expression cues). To maintain rigor in collating and
summarizing results, this process was reviewed by 2 authors
(IM and SL).

Consulting With Stakeholders

We developed a review protocol that ensured psychological
(BM, NP, and US), medical/oncological (SL), technological
(IM), and methodological (NP, US) expertise were included.
Health-care professionalsinvolved in PERSIST were consulted
to develop relevant inclusion and exclusion criteria (eg, specific
conditions that could impact the expression of depression).

Results

Characteristics of Reviewed Studies

The final selection of papersin this review (Table 1) included
2 meta-analyses (22%), 2 systematic reviews (22%), 2 literature
reviews (22%), 1 scoping review (11%), and 2 empirical studies
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(22%) that were included because their state-of-the-art met the
criteriaof this scoping review. Paperswere published from 1997
to 2021, with most (7/9, 78%) published after 2013. Papers

Table1. Anoverview of the characteristics of the papers reviewed.

Smrke et d

included from 8 to 60 primary studies on the topicsin line with
this review, and most focused on more than 1 category of
depression cues.

Reference Type of paper Primary studies, n? Depression cue categories addressed
Bylsmaet al [39] Meta-analysis 19 Facial expression

Cumminset a [28] Literature review 60 Facial expression, speech, other?
Dwyer et a [40] Scoping review 22 Language use

Edwards and Holtzman [41] Meta-analysis 21 Language use, speech

Kimet a [27] Systematic review 15 Language use

Pampouchidou et a [29] Systematic review 43 Facia expression, other

Scherer et a [42] Review within empirical study® 8 Facial expression, speech, other
Shan et al [43] Review within empirical study® 13 Facial expression, speech, other
Sobin and Sackeim [44] Literature review 10 Facial expression, speech, other

#The number of primary studies that provided information on depression cuesin 1 of 3 categories of interest.
bother represents depression cues that are outside of the scope of thisreview.

®These papers include a comprehensive review and an empirical study.

Features Related to Language Use

All 3 studies that focused on features related to language use
[27,40,41] report that people with depression tend to focus on
themselves, which ismanifested in increased use of first-person
singular pronouns, such as “1,” “my,” and "me." While the
relationship between using such words and depression is
relatively wesak, findings of the relationship are ubiquitous and
well replicated; based on their meta-analysis[41], Edwards and
Holtzman suggest that it is equally present in different
subsamples (eg, age, gender, clinical or nonclinical samples)
and contexts (eg, written or spoken text, private or public
language).

Depression can also be inferred from other linguistic features,
particularly those that—either directly or indirectly—express
depressive symptoms. Analyses of text-based communication
have revedled that depressed individuals tend to use more
negative-valence words (eg, words related to pain, expressions
of sadness and anger, aggressive emotions, and rumination) and
fewer positive emotion words than their nondepressed
counterparts. For example, some of the specific language
markers of depression include words such as "hurt,” “tears,”
"done” “hate” “sleep,” and “worry” [27,40]. Depression can
also be inferred from explicit mentions of the treatment of
depression (words such as “side effects’ and “therapy”) [40].

Reviews [27,40] also suggest the existence of other linguistic
features of depression. Patients with mental health issues,
including those with depression, use more absol utist words (eg,
“adways,” “never”) [40] and tend to be focused on the past (eg,
“learned,” “remember”) [27]. Furthermore, for example,
depressed users on Twitter were found to generally have fewer
words per Tweet, while other studies show that people with
depression in general aso exhibit lower complexity of language
(ie, use fewer complex sentences) [27]. Reviews have
highlighted that depressed individuals tend to avoid complex
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sentences containing adverbial clauses, which is a type of
dependent clause that functions as an adverb (eg, “as soon as;’
“even though™) [4Q].

Features Related to Speech

To some extent, features rel ated to speech overlap with features
related to language use and written communication. As
mentioned above, increased usage of first-person singular
pronouns has been identified in spoken language [41]. Moreove,
similarly to written text, depressed individuals tend to engage
less in verbal communication and speak in shorter phrases
[42,43]. However, spoken language is generally an even richer
source of information than written text— the information that
it contains includes not only the message but also the manner
in which the words are spoken.

Prosody, which describes the properties of intonation, stress,
and rhythm (among others), is an additional source of
information that has been well studied. Reviews and studies
[28,42-44] indicate that the most promising prosodic feature of
depressionisrelated to speech rate. Depressed individual s speak
at aslower rate than controls (particularly at the phoneme—the
smallest unit of sound in speech—Ievel) and exhibit longer
pauses when answering questions, during the conversation, and
at speech initiation [28,42-44]. The speech pause time is not
only a good discriminator between depressed individuals and
controls but a so between depressed individuals and individuals
with other mental health diagnoses, including bipolar disorder
[44]. Although some authors report that there are conflicting
results on the effect of depression on loudness and variationin
loudness[28], others emphasize that especially reduced variation
inloudness seemsto be acommon feature of depression [42,43].
Another variable that is often studied in the context of
depression is fundamental frequency (also known as pitch or
FO). All papersincluded in our scoping review concluded that
depressed individual s exhibit lower pitch variability (also known
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aschange of pitch) compared to controls, although some authors
acknowledge that there was heterogeneity in primary studies
[28,42-44]. The combination of lower variation in loudness as
well aslower variation in pitch can result in monotonous speech
among depressed individuals[42,43]. Similarly, depression has
also been linked to a lack of linguistic stress (ie, relative
emphasis given to acertain syllable or word), reduced intonation
[28], repetitious pitch inflections and stress patterns [43], as
well as poorer articulation (specifically, in terms of diphthong
production, which refers to a sound made by combining 2
vowels) [44].

Fewer papers have studied other speech-related sources of
information. Studies on source features (ie, features related to
the source of voice production) have primarily focused on voice
quality, with results showing that depression is linked to
decreased voice quality (eg, aspiration, jitter, shimmer, and
breathy phonation) and that the voices of depressed individuals
are generally harsher [28,42]. Several studies have focused on
comparisons of the glottal spectrum and flow parameters
between depressed patients and controls. For example, depressed
individuals exhibit higher energy in the upper frequency bands
of the glottal spectrum [28]. Depression has aso been linked
to increased tension in the vocal tract and the vocal folds, with
differences in parameters capturing glottal flow between
moderate to severe depression and speakers without depression.
Differences can specifically be found in their Normalized
Amplitude Quotient, which is an amplitude-based measure of
the glottal flow and glottal flow derivative, and their
Quasi-Open-Quotient, which refers to an amplitude-based
measure of the glottal flow pulse that offers important insight
into the open period of the vocal folds [28,42].

Some studies al so suggest that depressed individualsdiffer from
their nondepressed counterparts in terms of the formant
(information on acoustic resonances of the vocal tract) and
spectral features (information on the speech spectrum). First,
depressed speech is associated with decreased formant
frequencies, particularly in the second formant location
(phoneme/al), although studies also show that thefirst 3 formant
frequencies and bandwidths, grouped together, are significantly
different between depressed patients and controls[28]. Second,
while spectral analysis seems to have limited usefulness in
classification systems, some studies have reported a relative
shift in energy from lower to higher frequency bands, while
others report a reduction in subband energy variability among
depressed individuals [28].

Features Related to Facial Expression

Bylsma and colleagues [39] suggest that observing the
behavioral indicators, there is reduced positive emotional
reactivity in depressed patients and peoplewith major depressive
disorder compared to controls but found no differences in
negative emotional response in comparison to controls. Their
review also found “more pronounced blunting of positive
emotional reactivity compared to negative emotional reactivity"
[39]. Pampouchidou and colleagues [29] suggest that depression
is associated with the variability and intensity of facial
expressions (eg, reduced or decreased emotional facial
expressivity [28,29,42]) with fewer animated facial expressions
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[43] and generally decreased facial mohility [28]. Links between
depression and more frowns [29,42] and the occurrence of sad,
negative, and neutral expressions [29] were also suggested.

Differences between people with depression and nondepressed
individual s have been observed in eyebrow activity [29], through
generally reduced eyebrow movements[ 28] and lower frequency
and duration movements [44)]. Differences can be observed in
the region of the Veraguth fold (skin fold on the upper eyelid
and between the eyebrows) and in the extended activity on the
corrugator muscle (in the medial extremity of the eyebrow)
[29].

Depression is associated with reduced saccadic eye movements
[28,29], reduced horizontal pursuit [28], and increased visual
fixation [28,29]. People with depression generally tend to engage
lessin mutual gazes[42] and limit eye contact [29]. Eye contact
tends to be shorter in duration compared to normal controls
[29,44] and people with schizophrenia [44] and occurs less
frequently than in controls [44]. Depression tends to be
associated with avoiding eye contact [43], low frequency and
duration of glances [29], more gaze aversion, more downward
gaze, and more nonspecific gaze [42]. Additionally, association
with depression was observed in pupil dilation responses and
bias, pupillary response, iris movement, and eyelid activity (eg,
openings, blinking) [29].

Differences between people with depression and nondepressed
individuals tend to be observed in mouth animation [29].
Specifically, they tend to present fewer mouth movements[42],
more frequent lip presses, down-angled mouth corners, and
reduced activity on the zygomaticus muscle (which moves the
mouth anglein producing asmile) [29]. Depressionisgenerally
associated with less smiling [28] (ie, smiling less often
[29,42,44] and shorter duration smiles [29,44]) and can be
observed in smile intensity [29]. People with depression tend
to exhibit more smile controls [42] and listening smiles (smiles
presented when not speaking) [29].

Associations between depression and head pose (ie, orientation
and movement) [29] were aso suggested. People with
depression tended to turn the head away [42] and were more
likely to hold their head in a downward position [43] than
nondepressed individual s. People with depression, in comparison
to those with schizophrenia, tended to exhibit more large head
movements and a higher occurrence and duration of small head
movements [44].

Discussion

General

Even though cancer survivors often find themselves
experiencing disorders from the depressive spectrum, these
conditions frequently remain underrecognized and overlooked
[4,10]. Screening for psychologica distress in this population
isrecognized as essential, but several barriersfor its successful
implementation persist [13,14]. For instance, the most used
method of self-reporting of symptoms can result in significant
bias in reporting experiences, which is even more pronounced
in people with depression [18-23]. Therefore, a better way to
detect psychological disorders in cancer survivors is needed.
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Big data and artificial intelligence, together with a growing
body of knowledge on the connection between observable cues
and psychological states of a person, offer new opportunities
to better detect psychological disordersin cancer survivors. As
Low and colleagues[25] suggest, spontaneously generated cues
of psychological states and their recognition by artificial
intelligence could result inimproved screening for psychol ogical
disorders.

In thisscoping review, wereviewed 9 meta-analyses, systematic
and literature reviews, and similar papers to conduct a
meta-review of observable cues of depression. The findings of
our meta-review revealed several observable characteristics of
depression in each of the 3 categories. In language use, people
with depression tend to show increased use of first-person
singular pronouns, use more negatively valenced words, and
less positive emotion words than nondepressed individuals.
Additionally, the use of absolutist words, the use of words
focusing on the past, and low language complexity are often
present. In speech, peopl e with depression engagein lessverbal
communication and speak in shorter phrases; lower speech rate,
longer speech pauses, and potentially lower variation in loudness
are exhibited. Some authors [42,43] also suggest lower pitch
variability and change rate in people with depression, resulting
in generally monotonous speech. Reduced intonation, repetitious
pitch inflections and stress patterns, poorer articulation,
decreased voice quality, generally harsher voice, and higher
vocal tension also tend to be present. In the category of facia
expressions, people with depression in comparison to
nondepressed individuals show reduced positive emotional
reactivity and emotional facial expressivity. Generally, they
produce fewer animated facial expressions and facial mobility
and exhibit more frowns and more sad, negative, and neutral
expressions. Thereislessmovement in the eyebrow region, and
eyes exhibit reduced saccadic eye movements, reduced
horizontal pursuit, and increased visual fixation. People with
depression tend to engage in less mutual gaze, avoid or limit
their eye contact, show more gaze aversion, and show more
downward and nonspecific gaze. Fewer mouth movements,
more lip presses, and down-angled mouth corners aso proved
to be evident in peoplewith depression. Additionally, decreased
smiling can be observed, together with more smile controlsand
listening smiles. They also turn their head away more often and
hold their head in a downward position.

The diagnosis of cancer and subsequent treatments can have a
large impact on patients’ psychological well-being. Along with
the physical remnants of treatment, cancer survivors often
continue to grapple with anxiety and depression. Almost
one-third of cancer patients suffer from a comorbid mental
health condition [45]. Although professional support isavailable
after diagnosis and during treatment, the symptoms are still
often overlooked in patients and long-term survivors [46],
partially due to significant overlap between symptoms of
emotional distress and late effects of cancer or side effects of
treatment, but mainly due to depression’s complexity and
subjective nature. Namely, as symptoms of depression may be
normal for some, the that are symptoms present may impose
significant psychological strain on other patients [47]. The
difficulty in diagnosing depression in cancer patients hasled to
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the development of several diagnostic approaches [48].
However, since screening ismostly based on self-reports during
6-month or 1-year follow-up, symptoms can remain unnoticed
for along period of time or can even be completely overlooked.
The technological advances and reliability of machine
learning—supported feature extraction classification methods
may allow new, lessintrusive, and more reliable waysto detect
symptoms of depression. As highlighted in this scoping review,
completely unrelated spoken or even written interactions, as
well asvisual cues, may reveal early warning signs that should
trigger further clinical assessment.

While the technological advances may be of great benefit in
recognizing these cues and signs, it is particularly important to
note that many existing studiestend to exploit only 1 modality,
such astext analysis[49], though it may be combined with other
aspects of users writing (eg, the time gap between 2 consecutive
writings; [50]), for artificial intelligence—based recognition of
depression and other mental health issues. These approaches
can be informative and helpful in the early detection of
depression but tend to perform suboptimally due to their
relatively narrow focus [51]. Our review shows that depression
is likely expressed through all 3 forms of communication
simultaneously; therefore, the prevailing unimodal approaches
to artificial intelligence recognition of depression (eg, [43]) may
be inadequate. Trimodal approaches are especially important
in improving the accuracy of predictive models and reducing
the chance of false classification of individuals as those
presenting or not presenting signs of depression. For example,
when using unimodal speech analysis models, an error could
occur in the instance of nonnative speakers who often use
first-person singular pronouns, which could be recognized as a
meaningful feature of depression, whereas the result might be
different when the other 2 modes are also examined. In
PERSIST [26], we intend to exploit findings of this review to
deliver an explainable artificial intelligence capable of sensing,
detecting, and interpreting the affective states spontaneously
expressed through language, speech, and mimicry during
interaction (ie, diary recordings).

Study Limitations

While this scoping meta-review offers a valuable synthesis of
research on the observable cues of depression and translates
this knowledge into the context of screening cancer survivors
depression with artificial intelligence, it does not offer an
all-encompassing picture of the current state of research on the
behavioral features of depression. First, the papersincluded in
our scoping review highlight that depression is aso associated
with cues, such as body movement (including gestures,
fidgeting) and posture, that are outside of the scope of this
meta-review. As these features could explain the variance in
depression expressions above and beyond the features described
in our review (and hence improve the accuracy of depression
detection algorithms), we argue that attempts to synthesize
research on these additional cues would be highly beneficial.
Second, the findings of our meta-review represent the features
of depression that are characteristic of the average person with
depression. Future research should take into consideration
potential moderatorsthat determine whether features are present
and to what extent. In other words, future research should
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explore which cues are relevant in which cases, to allow the
development of algorithms that are robust to individuas
characteristics. Third, because we focused only on
English-language papers, based on studies that were largely
conducted on Anglophone participants in industriaized
countries, our conclusions may be culturally biased. Further
research is thus needed to understand whether our findings can
be generalized. Lastly, since we included reviews instead of
original empirical papers, it ispossible that we overlooked more
recent papersrelated to thistopic that have not yet been included
inany reviews.

Clinical Implications

Thisreview provides valuable theoretical background and ideas
for technological implementation that could facilitate the
development of improved artificial intelligence solutions to
detecting cancer survivors depression. We argue that such
solutions may benefit cliniciansaswell ascancer survivors. For
clinicians, these solutions may be more cost-effective and
efficient for recognizing distress in patients after cancer than
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existing methods. As such, artificial intelligence could replace
some elements of current screening procedures and supplement
others. Additionally, such solutions may be used for ecological
momentary assessments (and over longer periods of time), which
isnot possiblewith traditional clinical assessment and self-report
instruments. For cancer survivors, on the other hand, artificial
intelligence may be an accessible and nonobtrusive way of
monitoring their mental health that does not require any
conscious effort.

Conclusions

Evidence from 9 reviews (based on more than 200 primary
empirical studies) show that thereisarobust association between
depression and awide array of specific observable cues. Such
associations are an excellent theoretical underpinning for the
development of artificia intelligence algorithms; therefore, it
is time to move from the question of whether artificial
intelligence can support the process of detecting cancer
survivors' depression to the question of how this can be done.
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Abstract

Background: Although grief and its symptoms constitute a normal reaction to experiences of loss, some of those affected till
report elevated levels of distress after an extended period, often termed complicated grief. Beneficial treatment effects of face-to-face
therapies, for example, grief counseling or cognitive behavioral therapy against complicated grief, have been reported. Evaluations
of internet- and mobile-based interventions targeting symptoms of grief in bereaved individuals with regard to objective quality
criteriaare currently lacking.

Objective:  We aim to conduct a systematic review and meta-analysis on the effectiveness and feasibility of internet- and
mobile-based interventions against symptoms of grief after bereavement.

Methods: We conducted systematic literature searches of randomized controlled trials or feasibility studies published before
January 9, 2020, following PRISMA (Preferred Reporting Items for Systematic Reviews and Meta-Analyses) guidelines, in
PubMed, PsycINFO, Web of Science Core Collection, and the Cochrane Library. The quality of evidence was assessed using the
Grading of Recommendations, Assessment, Development, and Evaluations system. We further assessed aspects of feasibility
and rated quality of interventions using criteria suggested by an expert panel on mental health care (German Association for
Psychiatry, Psychotherapy, and Psychosomatics). A random-effects meta-analysis was conducted to assess between-group effect
sizes.

Results: Intotal, 9 trials (N=1349) were included. Of these, 7 studies were analyzed meta-analytically. Significant effects were
found for symptoms of grief (g=0.54, 95% CI 0.32-0.77), depression (g=0.44, 95% CI 0.20-0.68), and posttraumatic stress (g=0.82,
95% Cl 0.63-1.01). Heterogeneity was moderate for grief and depression (12=48.75% and 55.19%, respectively) and low for
posttraumatic stress symptoms (1°=0%). The overall quality of evidence was graded low (grief and depression) to moderate
(posttraumatic stress). User satisfaction with the interventions was high, as was the quality of the interventions assessed using
objective quality criteria.

Conclusions; Internet- or mobile-based interventions might constitute an effective treatment approach against symptoms of
grief in bereaved adults. However, the small sample sizes and limited number of studies included in the review warrant further
investigation.

Trial Registration: International Prospective Register of Systematic Reviews (PROSPERO) CRD42012002100;
https://www.crd.york.ac.uk/prospero/display_record.php?RecordiD=131428

(IMIR Ment Health 2021;8(12):€29661) doi:10.2196/29661
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grief; systematic review; meta-analysis; internet-based; online therapy
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Introduction

Background

Owing to the increasing use of the internet, internet- and
mobile-based interventions (IMIs) offer valuable treatment
options for a broad range of mental health diagnoses and
syndromes available to sections of the society [1]. The
effectiveness of IMIs has already been proven for mild to
moderate depression [2-4], anxiety [5,6], posttraumatic stress
disorder [7-9], and other mental health diagnoses[10]. Reviews
have reported effect sizes comparable with those observed in
face-to-face therapies[11]. Compared with face-to-face contact
and traditional therapies, IMIs offer several advantages,
including low-threshold accessibility, flexible use independent
of time and location, and high levels of anonymity and privacy,
which might be especialy useful for people with fear of
stigmatization as a result of mental illness [12-15]. For these
and other reasons, IMIs provide a feasible approach to reach
underserved populations, such asolder citizensor peopleliving
inrural areaswith possibly difficult accessto mental health care
services.

Grief and its symptoms have long been recognized as a normal
reaction to theloss of asignificant other [16,17]. Although most
bereaved individuals are eventually able to accept the loss and
cope with their grief after a certain amount of time, some still
report elevated levels of distress, such as posttraumatic stress,
depressive symptoms, and persistent symptoms of grief after
an extended period (ie, =6 months after the loss or longer)
[18,19]. It is estimated that these persisting symptoms of
loss-related grief, often termed complicated or prolonged grief,
are present in 6%-10% of those experiencing bereavement [20].
Previous reviews and meta-analyses have reported beneficial
treatment effects of face-to-face interventions, for example,
grief counseling or cognitive behavioral therapy (CBT) against
complicated grief [19,21,22]. However, a treatment gap for
bereaved individuals has been suspected [23-25], further
stressing the potential of IMIs as a safe and effective treatment
option.

Objectives

So far, interventions targeting symptoms of grief in bereaved
individuals have not been evaluated with regard to objective
quality criteria. Assessing the quality of IMIs targeting
symptoms of grief after bereavement could therefore help

establish IMIs as a feasible treatment option in the health care
sector.

Against this background, this review aimsto do the following:

1. Provide evidence on the effectiveness of IMIsin targeting
symptoms of grief after bereavement. The rationale for the
review and meta-analysis was determined in advance in a
published review protocol [26].

2. Critically assess the quality of available evidence using a
well-established standardized tool for methodological
quality assessment, the Grading of Recommendations,
Assessment, Development, and Evaluations (GRADE)

system [27].

https://mental .jmir.org/2021/12/e29661
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3. Assessthe quality of applied interventions using objective
quality criteriaproposed by an expert panel on mental health
care, namely, the Deutsche Gesellschaft fiir Psychiatrie und
Psychotherapie, Psychosomatik und Nervenheilkunde
(DGPPN; German Association for  Psychiatry,
Psychotherapy, and Pschosomatics) [1], thereby allowing
for statements on clinical implications and the potential of
IMIsfor individuals experiencing grief after bereavement.

4. Provide information on feasibility of treatment and
satisfaction of trial participants. Thiswill provide valuable
information on the potential of IMIsfor both cliniciansand
decision makers in mental health care as well as for
individuals experiencing grief after bereavement.

Methods

Registration, Protocol, and Guidelines

The review methods, €eligibility criteria, and strategy for data
analyses are outlined in the study protocol [26]. The systematic
review was registered with PROSPERO (CRD42012002100).
We followed the recommendations of PRISMA (Preferred
Reporting items for Systematic Reviews and Meta-Analyses)
guidelines [28].

Eligibility Criteria

We searched for randomized controlled trials (RCTs) and
feasibility studies published before January 9, 2020, including
adults (=18 years) in bereavement. Measures of the effectiveness
and feasibility of IMIswereincluded. IMIswere defined asany
psychological intervention targeting bereavement provided in
a web-based or mobile setting, defined as online-, internet-,
web-, or mobile-based. Studieswere excluded if theintervention
was an online self-help support group, forum, or chat or an
internet- or mobile-based lifestyle intervention, that is,
interventions aimed at increasing quality of life or overall
well-being but not targeting symptoms of specific mental health
conditions. Therespective IMIs had to be compared with another
IMI or to one of the following control conditions. no
psychological treatment, attention or psychological placebo,
waiting list, and active or no IMI treatment.

To be eligiblefor the review, original studies had to be targeted
at individuals who experienced bereavement, whereas grief or
grief-related symptoms were required as outcomes.

Search Strategy and Study Selection

A database search was conducted using acomprehensive search
strategy for MEDLINE (PubMed interface), Cochrane Central
Register of Controlled Trials, PsycINFO, and Web of Science
(Web of Science interface). Studies published in English or
German were considered. A combination of thefollowing search
terms was used: bereavement or widowhood or grief AND
online or web or computer or mobile or e-health or internet
AND intervention or psychotherapy or cognitive behavioral
therapy or cbt. If feasible, Medical Subject Headingswere used
as search terms. The finalized MEDLINE search strategy was
adapted to the syntax and subject heading specifications of the
other databases. The search detailsfor MEDLINE are available
in Multimedia Appendix 1.
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First, titles and abstracts were screened for all database returns
by 2 researchers independently (M Luppa and CS). Second,
studies were checked according to the following eligibility
criteriaby full-text analysis: (1) published in English or German,
(2) participants aged =18 years, (3) participants experienced
bereavement, (4) an IMI designed specifically for bereavement
was evaluated (ie, effectivenessor feasibility), and (5) the study
was an RCT or afeasibility study.

Data Extraction

Data from each included study were extracted and collected
independently by 2 investigators (M Luppa and CS). A
standardized data extraction form was applied. The reliability
of data abstraction was tested using a random sample.
Discrepancies at each stage of the selection process were
resolved by discussion with the inclusion of athird researcher
(SGRH). The data extracted were study characteristics: author,
year of publication, country, study design, sample sizes,
response rates, and recruitment; participant characteristics. age
and gender; methodological aspects. diagnostic approach,
diagnostic criteria, inclusion and exclusion criteria, and
measurements (effectiveness and feasibility); and intervention
characteristics: name, description, duration, guidance, and focus.
In addition, if necessary, the authors were contacted for further
information.

Quality Assessment

The risk of bias of the included studies was assessed by M
Luppaand AEZ independently using the Cochrane Collaboration
tool for assessing risk of bias [29]. The tool covers 6 domains
of potential bias (eg, random assignment of participants to
interventions, allocation concealment, and handling of missing
data), with each domain labeled as high, low, or unclear for
each study. The overall quality of evidence was assessed using
the GRADE system [27].

A set of quality criteria suggested for IMIs by the DGPPN [1]
was applied to assess the quality of the interventions described
in the included studies. Quality criteria included information
on therapeutic quality requirement, patient safety, information
on mode of delivery (eg, guided or unguided), and data
protection. These criteria were based on the Model for
Assessment of Telemedicine Applications [30]. As these
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recommendations are aimed at already disseminated IMIs, the
criteriawere adapted slightly to be applicableto RCTs.

Effect Sizesand Meta-Analytic Procedures

For all studies, effect sizes of changes in outcomes targeting
symptoms of grief after bereavement between baseline or
preintervention and postintervention (ie, treatment effect) were
obtained from sample sizes, means, and SDsin the experimental
and control groups of the trials. Effect sizes were included as
between-group effect sizes per outcome using data from
intention-to-treat analyses or per-protocol analyses in cases
where intention-to-treat data were not available. Standardized
mean group differences within the studies and a pooled overall
effect size of a given outcome across studies were estimated
using the Hedges method to adjust for heterogeneity in sample
sizes[31]. Thisestimator can beinterpreted similarly to Cohen
d, whereby effect sizes <0.5 are considered small, 0.5-0.8
indicate amoderate effect size, and >0.8 indi cate astrong effect
size [32]. Heterogeneity was further inspected by applying Q
and 1% statistics and forest plots. To account for diversity intrial
outcomes focusing on grief treatment, stratified meta-analyses
wererun for the respective outcomes considered in the original
studies. Funnel plots and Egger tests were applied to assess
potential publication bias and small study effects. In addition,
to identify potential determinants on the pooled estimates,
meta-regression analyseswere conducted including the variables
dropout rate (intervention and control group), feedback from
the therapist (binary variable, yes or no), number of sessions or
assignments, time since loss, and age of participants. All
analyses were conducted using Stata 16.0 (standard edition,
StataCorp).

Results

Study Selection

Of 275 studiesidentified through aliterature search, 93 (33.8%)
were duplicates and were therefore removed. After screening
the titles and abstracts or reading the full text of the remaining
articles, 4.9% (9/182) studies met the eligibility criteria and
wereincluded in the review. The selection processisillustrated
inFigure 1. Most studieswere excluded because the participants
did not experience grief after bereavement or because the
intervention did not address grief after bereavement (n=125).
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Figurel. PRISMA (Preferred Reporting Items for Systematic Reviews and Meta-Analyses) flow diagram of the study selection process.
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Studies included in the

Description of Selected Articles

An overview of the characteristics of the study samples is
provided in Multimedia Appendix 2 [33-41]. Intotal, 2 studies
applied the same intervention [33,34,42] in different samples,
whereas 1 study [35] tested 2 interventions (exposure and
behavioral activation) against the same control group. Therefore,
the number of interventions differed dlightly from the number
of included studies. Theinvestigations of Wagner et al [36] and
Wagner and Maercker [37] were based on the same population
but reported data from different time points (posttreatment and
3-month follow-up and 1.5-year follow-up, respectively) and
therefore were both included in the review.

All studies except 2 [34,37] were RCTs. In these studies, a
simple randomization strategy [33,35-39] or a stratified block
design [40,41] was used for randomization. The pilot study of
Kersting et a [34] was neverthel essincluded because the results
were compared with those of a randomized control group.
Therefore, the study design can be regarded as an RCT. At
baseline, there were no significant differences between the
intervention and control groups in the 6 studies [34,36-40]. In
2 articles, there were significant differences between at most 2
measured scales[33,35]. Inal, 1 study did not report differences
between the intervention and control groups [41].

Most studies were implemented in German-speaking
[33,34,36,37,41] or English-speaking [38-40] countries; 1 study
[35] was conducted in the Netherlands. The sample sizesranged
from 25[41] to 757 [39]. The samples mostly included women
(range 67.9%-100%) and middle-aged adults (mean range
34.2-63.4, SD 5.2-7.8 years). Overall, the level of education
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wasrather highin all included studies, asindicated by thelarge
proportion of participants with a high level of education or a
university or college degree.

Participants mainly reported the loss of a parent [38], relatives
other than their partner (ie, child, sibling, or parent) [35], achild
during pregnancy [33,34], a spouse [40,41], or a child
[36,37,39]. Certain trials were designed for specific types of
death (eg, expected loss as a result of natural death [38] and
prenatal loss of achild [33,34,42]), whereastheremaining trials
were not restricted in this regard. However, it must be noted
again that the intervention applied in the study by Kersting et
al [34] was the same as in the study by Kersting et al [33],
whereas the study by Wagner and Maercker [37] displayed the
follow-up data from the study by Wagner et a [36]. The time
since loss varied considerably among the trials, ranging from
1to 6 months [38] to several years[36,39].

A description of the study characteristics is provided in
Multimedia Appendix 3 [33-41]. All interventions were
web-based and delivered asindividual therapy. No study tested
amobile-based program. Most studies focused on complicated
grief [33,34,36,37], whereas others focused on normal grief
[38], complicated grief and rumination [35], prolonged grief
[40,41], and bereavement [39]. For reasons of simplicity and
because of similar eligibility criteria of the included articles,
these terms are summarized as grief. Furthermore, 6 studies
assessed posttraumati ¢ stress symptoms (PTSS) [33-37,40] and
8 studies assessed depressive symptoms [33-37,39-41].

The duration of treatment ranged from 2 days[38] to 3 months
[39], whereas most interventions lasted 5 weeks[33,34,36,37].
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In total, 8 studies used a wait-list control group design. In
another RCT, the researchers applied a treatment-as-usual
control group [38]. Attrition rates ranged from 0% [38] to 59%
[39].

Descriptions of the interventions are presented in Table 1.

Zuelkeet d

psychoeducational self-help tool based on social cognitive
theory, all interventions were based on elements of CBT. With
the exception of the study by Van der Houwen et a [39], all
CBT-based interventionsincluded distinct modules on exposure
and cognitive reappraisal. In total, 2 interventions [35,40]

Except for Making Sense of Grief [38], which is a

Table 1. Description of the interventions.

included elements of behavioral activation.

Study Therapeutic
approach

Intervention components

Brodbeck et al CBT2
[41]

Dominicketa Socia cogni-
[38] tive theory

Eismaet a CBT
[35]

Van der CBT
Houwen et al
[39]

Litzeta [40] CBT

Kerstingeta CBT
[34]

Kerstingeta CBT
[33]

Wagneretal  CBT
[36]

Wagnerand  CBT
Maercker [37]

Text-based modules including writing assignments,
covering the areas psychoeducation, assessment of cur-
rent situation, fostering positive thoughts and emotions,
finding comfort, self-care, and accepting memories

3intervention modules (“My grieving style”; “Who am
|?’"; and “How am | doing?’), including interactive ex-
ercises supplemented by video testimonials; type-in re-
sponses and check lists; additional models: “ Grief expe-
rience” and “Resources’ offering text articles and web-
sites or books covering grief-related topics

Email-based homework assignments; exposure condi-
tion: writing assignments, imaginal or in vivo exposure
exercises; behavioral activation condition: 7-day activity
diary, identification of pleasurable and meaningful ac-
tivities, identification of personal core values, develop-
ment of new meaningful and pleasurable activities based
on these values

Email-based writing assignments; exposure: describing
the most distressing aspects of theloss (2 assignments);
cognitive reappraisal: information on and identification
of dysfunctional grief cognitions, letter to hypothetical
bereaved friend (2 assignments); integration or restora-
tion: letter to the deceased (1 assignment)

I nternet-based psychoeducation (18 sessions); education
about loss and grief, instruction on stress management
and other coping skills, behavioral activation: assign-
ments on self-careand social re-engagement, accommo-
dation of loss by establishing and working toward a
personalized goal, and relapse prevention

Email-based writing assignments; self-confrontation:
describing the circumstances of theloss (4 assignments);
cognitive restructuring: supportive letter to hypothetical
bereaved friend (4 assignments); social sharing: symbol-
ic farewell letter to oneself, aloved one, or aperson
connected to the loss (2 assignments)

Similar intervention components as Kersting et al [34]

Email-based writing assignments; exposure: describing
the circumstances of the loss, specifically distressing
loss-related thoughts (4 assignments); cognitive reap-
praisal: letter to hypothetical bereaved friend, identifica-
tion of new role or identity after the loss and possible
ritualsto remember the deceased by, activation of social
resources and competencies (4 assignments); integration
and restoration: outlining important memories about the
loss; reflecting on therapeutic process and grieving style;
letter to oneself, asignificant person, or aperson related
totheloss

Similar intervention components as Wagner et a [36]

Exposure Cognitive Behavioral  Therapist
regppraisal  activation feedback

Yes Yes No Yes

No Yes No No

Yes No Yes Yes

Yes Yes No No

No No Yes Yes

Yes Yes No Yes

Yes Yes No Yes

Yes Yes No Yes

Yes Yes No Yes

8CBT: cognitive behavioral therapy.
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An unguided internet-based treatment was applied in 2 studies
[38,39]. All other interventionswere guided viaemail [33-36,41]
or telephone [40]. Guidance involved individual written
feedback [33,34,36,37,42], technical information on how to use
the intervention [35,39], or technical assistance via email or
telephone and short reminders for participants with longer
periods of inactivity [40]. Most interventions included writing
assignments dealing with specific aspects of the loss [35,41]
and exposure condition [33,34,36,37,39,42].

Effect Sizes

The forest plots of between-group effect sizes at the
postintervention assessment for grief, PTSS, and depression
across the studies are shown in Figure 2. Effect sizes ranged
from moderate (grief: g=0.54, 95% Cl 0.32-0.77; depression:

Zuelkeet d

g=0.44, 95% Cl 0.20-0.68) to large (PTSS: g=0.82, 95% CI
0.63-1.01), whereas heterogeneity was low for PTSS (1=0%)
and moderate for grief (12=48.75%) and depression (12=55.19%).
Intotal, 2 studieswere excluded from the meta-analysis because
they covered outcomes other than grief, depression, or PTSS
[38] or follow-up data from included samples[37]. The results
of themeta-regression anaysesfor grief and depression revealed
that none of the considered determinants was associated with
the respective pooled effect sizes. The Egger test revealed no
indication of small study biasfor grief (P=.16), PTSS (P=.62),
or depression (P=.62). Funnel plots indicated the presence of
publication biasfor grief and depression. Meta-regression results
and contour-enhanced funnel plots are provided in Multimedia
Appendix 4.

Figure 2. Effect sizes of interventions for grief, posttraumatic stress symptoms, and depression [33,34,36,37,40-42]. PTSS:. posttraumatic stress

symptoms.
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Feasibility

Satisfaction with theinternet-based intervention or other aspects
of feasihility was measured in 5 studies [35,36,38,40,41], and
their respective measures and results are provided in Table 2.
Dominick et al [38] assessed acceptability and usability using
items derived from web evaluation instruments, whereas

Table 2. Feasibility and satisfaction with treatment.

Zuelkeet d

Brodbeck et al [41] assessed satisfaction with self-constructed
items derived from a validated questionnaire on patient
satisfaction [43]. The trial by Litz et a [40] relied on the
Post-Study System Usability Questionnaire and a protocol
evaluation questionnaire, whereas Eisma et a [35] used a
standardized questionnaire derived from earlier interventions
for bereavement [44].

Study Outcome assessment Rating?

Brodbeck eta [41] 11 itemsmeasuring satisfaction; 4-point scale (1=notatal 3.36 (0.32)
to 4=very much)

Dominick et a 4 items measuring satisfaction (usefulness, helpfulness, o  Satisfaction: satisfied with theintervention, 5.18 (1.47); recom-

[38] satisfaction with the intervention, and recommendation to mendation, 5.62 (1.52); helpful for understanding grief, 5.15
friends; 7-point Likert scale, 1=not at al to 7=extremely); (1.54); useful for coping with grief, 4.85 (1.35)

6 items measuring usability and acceptability (6-point «  Acceptability or usability: interesting, 4.88 (0.91); easy to use,

Likert scale, 1=strongly disagreeto 6=strongly agree); open 5.21 (0.81); attractive, 5.00 (0.82); liked guidance and structure,

guestion on possibilities to improve intervention 5.21 (0.84); videos believable, 5.03 (0.87); videos add to value
of intervention, 5.12 (0.91)

Eismaet al [35] 6 items measuring feasibility (comprehensibility of instruc- «  Exposure: comprehensibility of instructions’lhomework, 4.67
tions and homework, feeling understood by the therapist, (0.60)/4.67 (0.48); feeling understood by the therapist, 4.36
general feasibility, usefulness of treatment, and satisfaction (0.63); general feasibility, 4.21 (1.05); usefulness of treatment,
with treatment), 5-point scale (1=completely disagree to 4.00 (1.17); satisfaction with treatment, 3.86 (0.95)
5=completely agree) «  Behaviora application: comprehensibility of study informa-

tion/homework assignments, 4.64 (0.51)/4.27 (0.78); feeling
understood by therapist, 4.13 (0.94); general feasibility, 3.64
(2.212); usefulness of treatment, 3.64 (1.21); satisfaction with
treatment, 3.64 (1.21)

Litz et al [40] Acceptability or feasibility (PSSUQb; 13-item 7-point scale, * PSSUQ usefulness subscore, 3.02 (2.16); PSSUQ information

1=strongly agree to 7=strongly disagree); system useful-
ness: ease, simplicity, efficiency of learning to use the
website and using the website; information quality: isthe
information on the use of the website clear, easy to under-
stand, and effective for helping with completion of the
tasks?; protocol evaluation questionnaire: personal rele-
vance and meaningfulness of intervention modules, acces-
sibility of information, and general reactions to the inter-
vention and its web-based format; qualitative feedback on

intervention

Wagner et a [36]

4 items measuring treatment experience: contact with

therapist (persond, impersonal, or do not know), experience
of therapist contact via email (unpleasant, pleasant, or do
not know), missing face-to-face contact with therapist (no,

quality subscore, 2.95 (2.06)

«  Protocol evaluation questionnaire: content was logical, 7.16
(1.7), best possible value: 9; amount of information: 6%
“somewhat too much”, 77.6% “just the right amount”, 16.4%
“would have preferred more information”; instruction level:
77.6% “just right”, 20.9% “somewhat too basic”, 1.5% “far
too basic” ; satisfaction with content: 53.7% learned amoderate
amount, 35.8% learned alarge amount from the program; inter-
est: 43.3% “extremely interesting”, 53.7% “ somewhat interest-
ing”; individual components: >90% consistently rated modules
“moderately valuable” to “extremely valuable’; likelihood of
recommendation: 7.37 (1.9), best possible value: 9

«  Therapist contact viaemail: 85% (“pleasant”); missing face-
to-face-communication ("yes*): 20%; contact with therapist:
83% (" persona”); effectiveness: 45% (" quite a bit*); 10%
("very strongly*)

yes, or | do not know), and assumed effectiveness of inter-
vention to reduce complaints (no, alittle, quite abit, or

very strongly)

8Results reported as mean (SD) or percentage.
bPSSUQ: Post-Study System Usability Questionnaire.

M ethodological Quality

Risk of Bias

Therisk of biaswas assessed using the Cochrane Collaboration
tool for assessing risk of bias [29], indicating low or high risk
of bias for each study across 6 domains (Figure 3). Risk in a
specific domain was labeled unclear if sufficient information

https://mental .jmir.org/2021/12/e29661
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was not available. As blinding of participantsis not feasiblein
intervention trials requiring active participation and most trials
included at least somekind of feedback from therapists or other
study personnel, the domain blinding of participants and
personnel was labeled not applicable for all trials. The risk of
bias assessment for the individual studies is provided in
Multimedia Appendix 5 [33-41].
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Figure 3. Risk of biasin included randomized controlled trials based on Higgins et a [29].
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Overall Quality of Evidence

The quality of evidence, assessed using the GRADE criteria,
was considered low for depression and moderate for grief and
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PTSS. The domains of quality assessment for the 3 outcomes
are presented in Table 3.

Table 3. Quality of evidence across studies (Grading of Recommendations, Assessment, Development, and Evaluations [27]; n=8).

Quality assessment Outcome measure
Grief (n=8) Depression (n=8) PTSS? (n=6)

Downgradein quality of evidence

Risk of bias No No No

Inconsistency NP NoP NoP

Indirectness No No No

Imprecision Yes Yes Yes

Publication bias Suspected® Suspected® Suspected
Upgradein quality of evidence

Large effect No No Yes

Possible confounding would change No No No

effect

Dose-response effect No No No

Effect (95% Cl) 0.54 (0.32-0.77) 0.44 (0.20-0.68) 0.82 (0.63-1.01)
Overal quality of evidence Low Low Moderate

3PTSS: posttraumatic stress symptoms.
512<60%.
CAsindicated by funnel plots.

Quality Criteriafor IMIs

In addition to the methodological quality of the studies, we
assessed the quality of the interventions described in the
included studies based on recommendations by the DGPPN
adapted for RCTs. Theresultsare presented in Table 4. We a so
included an item covering information on potential funding
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sources and their role in the conduction of the study. If
information on theintended purpose of the intervention was not
available on the web and could not be obtained from the
corresponding study authors, the criterion was marked as
unclear. The overall quality varied across the interventions,
whereas 2 interventions met all 12 criteria[34,41]. The quality
of other interventions ranged from 5 [38] to 10 points [40].
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Table 4. Quality assessment of internet- and mobile-based interventions.
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Item Study

Brodbeck Dominick Eismaet

et al [41]

etal [39]

al [35]

Van der Houwenet Litzeta

al [39]

[40]

Kersting et Wagner

a [33,34]

et al [36]

Indication

Istheintended purpose of the intervention Yes
clearly stated (which psychological symptoms

can bealleviated by theintervention, orientation
toward current version of the |ICD?and empirical
evidence regarding the intervention)?

Description of theintervention

Isthe intervention based on evidence-based Yes
theories and techniques of psychotherapy? Are
these theories and techniques clearly stated?

Information whether interventionisguided or ~ Yes
unguided

If guided, isthereinformation onthetypeand  Yes
content of guidance and who initiates contact?

Information on how often or how frequently the Yes
intervention should be used, possible prerequi-
sites

Qualification

Was the intervention developed by registered  Yes
psychotherapists or specidistsin the field of
psychiatry, psychotherapy, or psychosomatic
medicine or affected parties? Istheir possible
involvement clearly stated?

Exclusion of participantswith full-blown disor-  Yes
ders(eg, severedepression and suicidal ideation)

Effectiveness

Use of intention-to-treat analysesto estimate  Yes
effects

Between-group Cohen d isreported for primary  Yes
outcome (determined in advance)

Hasthetrial been registered in aclinical tria Yes
register?

Safety of patients

Advice on handling of crises (eg, referringto Yes
professional care with face-to-face contact); if

people with full-blown disorders are included:
assessment of emergenciesand immediate refer-

ence to professional help

Provision of information on potential funding ~ Yes
sources and their role in the conduction of the
study

Number of criteria® fulfilled (n=12), n (%) 12 (100)

Unclear

Yes

No

N/AP

No

Yes

Yes

No
No

No

Yes

Yes

5(42)

Unclear

Yes

Yes

Yes

Yes

Yes

Yes

Yes

No

No

Yes

9 (75)

Unclear

Yes

Yes

N/A

Yes

Yes

Yes

Yes

Yes

No

No

No

7(58)

Unclear

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

No

Yes

10 (83)

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

12 (100)

Unclear

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

No

No

No

8 (67)

% CD: International Statistical Classification of Diseases and Related Health Problems.

BNI/A: not applicable.
®Quiality criteria based on the study by Klein et al [1].
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Discussion

Principal Findings

This review systematically assessed the effectiveness of IMIs
in treating symptoms of grief, depression, or PTSS after
bereavement. We also provided information on the feasibility
and quality of the delivered interventions based on quality
criteria proposed by a professional organization in the field of
mental health, namely, the DGPPN. Internet- or mobile-based
interventions for grief after bereavement were found to be
effective against symptoms of grief, PTSS, and depression, with
the largest effect sizes observed for PTSS. These findings are
inlinewith arecent review by Wagner et a [45] and Johannsen
et al [19] covering face-to-face interventions targeting grief
symptoms; however, the observed effects were lower than the
effect sizes reported for IMIs targeting anxiety disorders,
depression, or insomnia (for a meta-review, please see Stein et
al [10]).

The observed treatment effects were smaller for depression
(g=0.44) than for grief symptoms (g=0.54), which might indicate
differences in symptomatology between grief and depression.
Recent network analyses have found symptoms such as
disturbed sleep, fatigue, anhedonia, and psychomotor agitation
to be characteristic of major depressive disorders but not of
persistent complex bereavement disorder [46]. It is possible that
theinterventionstested in theincluded studies are more suitable
for addressing symptoms of grief than symptoms of depression.
Addressing the latter in future interventions targeting bereaved
individuals could further improve symptoms of depression.
Most included studiesrelied on email-based writing assignments
as part of the treatment; other IMIs specifically targeting
depression included animated demonstrations or focused on
increasing physical and socia activity [47]. The individua
intervention components should be tested in future trials.

The largest effect sizes were observed for PTSS. Regarding
individual studies, however, the strongest effectsfor PTSSwere
observed in trial s specifically addressing parents or women who
had lost a child [33,34] or comprised samples where most
participants had experienced the loss of a child [36]. Several
studies reported pregnancy loss or loss of a child to be a risk
factor for PTSD [48,49], and a review on face-to-face grief
counseling identified parents mourning the loss of a child as
high-risk mourners[50]. These factors might haveled to ahigh
proportion of traumatic | oss experiencesin the analyzed samples,
contributing to the observed large effect size for PTSS.

Except for the study by Van der Houwen et a [39)], all studies
included in the meta-analysis applied guided interventions,
therefore, current evidence is strongest for IMIs including a
predetermined type of contact between the patient and therapist.
This might point toward a useful treatment option for patients
currently unwilling or unableto seek face-to-face mental health
care or to discuss problems related to grief. On the other hand,
IMIs could be integrated into regular care of patients
experiencing grief after bereavement, and futuretrials are needed
to provide more information on the potential of unguided
interventions.

https://mental .jmir.org/2021/12/e29661
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Assessment of the included interventions revealed high levels
of quality, that is, instructions on how and how often to use the
intervention, information on type of guidance by psychologists
or other study personnel, and advice on handling of acute crises
were provided. However, only alimited number of trialstesting
the interventions had been registered in aclinical trial register.
All but 2 interventions[34,41] had no active address on the web
at the time of the review or information of the presence of the
intervention on the web could not be obtained retrospectively;
therefore, certain aspects (eg, information on indication and
purpose of the intervention provided for participants) could not
be evaluated for all studies.

Furthermore, 5 (56%) out of 9 studies assessed feasibility or
user satisfaction [35,36,38,40,41], revealing moderate to high
levels of user satisfaction on average. Most participants regarded
the interventions as both understandabl e and helpful . However,
not all studies systematically assessed aspects of feasibility.
Additional aspects could be covered in futuretrials, for example,
time needed to complete the intervention or the intervention
components on the part of the participants; certain studies
included in this review reported considerable differences
between scheduled and actua time needed to complete the
intervention [40]. In addition, information on the amount of
time devoted to feedback on assignments or inquiries from
participants by psychologists or study personnel could provide
useful information on the cost-effectiveness of the respective
interventions [11]. The overall quality of evidence, as assessed
by the GRADE criteria, was rated low for grief and depression
and moderate for PTSS, particularly because of wide Cls and
the possibility of publication bias.

In addition to the observed positive effects of IMIs against
symptoms of grief, depression, and PTSS, future studies are
needed to investigate the underlying mechanisms of the effects
of these treatments (ie, what makes internet- or mobile-based
approaches effective [19,34]). This should also include a more
detailed feasibility assessment of the respective intervention
components (eg, psychoeducation, exposure, behavioral
activation, and therapist feedback) to investigate which
components provide the most beneficial effect against the
respective symptoms. Most included studies applied await-list
control design; future research investigating different settings
and study designs (eg, combined use of IMI and face-to-face
CBT or evaluation against another mental health IMI) could
yield valuabl e results on the effectiveness of IMIs against grief
symptoms. Although the studies discussed in thisreview relied
on sef-reported data on symptoms of grief, PTSS, and
depression, further investigations using clinical interviews to
assess change in symptom load and symptom severity could
further elucidate our knowledge on the effectiveness of IMIs.
Respective analyses could yield valuable information as, in a
systematic review, the effectiveness of face-to-faceinterventions
was found to be related to symptom severity at baseline [22].

Limitations

Certain limitations need to be pointed out when interpreting our
findings. Most participantsin theincluded studies were women;
therefore, we can only make limited assumptions about the
effectiveness of the treatments for men. Recent reviews and
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meta-analyses have reported that men and women are equally
affected by prolonged grief following natural or unnatural 1osses
[20,51], highlighting the need for interventions for both men
and women. Although some interventions were specifically
targeted at women (eg, interventions aimed at grief after
pregnancy loss), the effectiveness of IMIs for grief after
bereavement in men remains an unsettled question. Beyond
that, the level of education was comparatively high in the
included studies, possibly indicating selection bias. Futuretrials
might consider a wider variety of recruitment strategies to
achieve more gender-balanced samples and a greater diversity
of education levels, possibly increasing the generalizability of
the results. Furthermore, this review and meta-analysis relied
on arelatively small number of studieswith partially very small
sample sizes, stressing the need for further RCTs assessing the
effectiveness of IMIsfor grief after bereavement.

Conclusions

Our review providesevidence for the potential of IMIsasasafe
and effective approach for treating symptoms of grief,
depression, and posttraumatic stress after bereavement. Owing

Zuelkeet d

tothelow cost and high accessibility, IMIs could benefit alarge
number of individuals experiencing grief after the loss of a
significant other. With the inclusion of conditions such as
persistent complex bereavement disorder or prolonged grief
disorder in the Diagnostic and Statistical Manual of Mental
Disorders and the International Statistical Classification of
Diseases and Related Health Problems, awareness of the
potential of IMIs targeting grief after bereavement should be
raised among clinicians and decision makers in mental health
care.

The proof of effectiveness provided by RCTs is a centra
prerequisite for the implementation of new treatmentsin health
care systems. The evidence reported in this review might
therefore contribute to the advancement of IMIs for grief in
bereaved individualsand their certification and implementation
in routine care in the future. Further studies are warranted to
deepen our knowledge on what makes IM|1 s successful for which
populations of bereaved individuals and on the needs and
preferences of users. Thiscould contributeto improved carefor
and well-being of those experiencing grief after bereavement.
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Abstract

Background: Electronic health records (EHRS) are increasingly implemented internationally, whereas digital sharing of EHRs
with service users (SUs) is arelatively new practice. Studies of patient-accessible EHRs (PAEHRs)—often referred to as open
notes—have revealed promising results within general medicine settings. However, studies carried out in mental health care
(MHC) settings highlight several ethical and practical challenges that require further exploration.

Objective: This scoping review aims to map available evidence on PAEHRs in MHC. We seek to relate findings with research
from other health contexts, to compare different stakeholders' perspectives, expectations, actual experiences with PAEHRs, and
identify potential research gaps.

Methods: A systematic scoping review was performed using 6 electronic databases. Studies that focused on the digital sharing
of clinical notes or EHRs with people affected by mental health conditions up to September 2021 were included. The Mixed
Methods Appraisal Tool was used to assess the quality of the studies. The PRISMA (Preferred Reporting Items for Systematic
Reviews and Meta-Analyses) Extension for Scoping Reviews guided narrative synthesis and reporting of findings.

Results: Of the 1034 papers screened, 31 were included in this review. The studies used mostly qualitative methods or surveys
and were predominantly published after 2018 in the United States. PAEHRSs were examined in outpatient (n=29) and inpatient
settings (n=11), and a third of all research was conducted in Veterans Affairs Mental Health. Narrative synthesis allowed the
integration of findings according to the different stakeholders. First, SUs reported mainly positive experiences with PAEHRS,
such asincreased trust in their clinician, health literacy, and empowerment. Negative experiences were related to inaccurate notes,
disrespectful language use, or uncovering of undiscussed diagnoses. Second, for health care professionals, concerns outweigh
the benefits of sharing EHRs, including an increased clinical burden owing to more documentation efforts and possible harm
triggered by reading the notes. Third, care partners gained a better understanding of their family members' mental problems and
were able to better support them when they had access to their EHR. Finally, policy stakeholders and experts addressed ethical
challenges and recommended the development of guidelines and trainings to better prepare both clinicians and SUs on how to
write and read notes.
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Conclusions: PAEHRsin MHC may strengthen user involvement, patients' autonomy, and shift medical treatment to a coproduced
process. Acceptance issues among health care professionals align with the findings from general health settings. However, the
corpus of evidence on digital sharing of EHRs with people affected by mental health conditions is limited. Above al, further
research is needed to examine the clinical effectiveness, efficiency, and implementation of this sociotechnical intervention.

(IMIR Ment Health 2021;8(12):€34170) doi:10.2196/34170

KEYWORDS

electronic health record; open notes; user involvement; patient advocacy; patient portal; patient rights; collaborative health care;
participation; coproduction; system transformation; health care reform

Introduction

Background

Electronic health records (EHRs) are implemented throughout
health care asimportant toolsfor documenting and coordinating
care within and across health care provider organizations. In
the past 2 decades, secure patient portals have provided service
users (SUs) opportunities to access certain information from
the EHR and interact with health care providers. Administrative
functions, such as appointment booking and prescription
renewals, are common, but giving SUs accessto thefull clinical
content of the EHR has been more controversial.

Although patient-accessible EHRs (PAEHRs) contain many
different types of information [1], one of the more disputed
functions has been providing SUs access to clinical notes or
narrative visit reports. This practiceis often referred to as open
notes [2,3]. Open notes can be considered an essential part of
any PAEHR. In some countries, for example, in Sweden [4],
Norway [5], Finland [6], and Estonia [7], nationwide PAEHR
services, including open notes, are offered to most adult citizens.

The legidation for giving SUs accessto their EHRs s in place
in many countries. |n the European Union, most of the member
states provide patients access to their EHRS; however, the level
of access varies between member states. Legally, the SUS
accesstothe EHR isusually covered by general data protection
rules[8]. In the United States, since April 2021, a new federa
rule mandates that all patients be offered accessto their EHRS,
including the narrative notes written by clinicians[9]. Notably,
this rule encompasses the sharing of notes in psychiatry but
excludes psychotherapy notes [10].

However, the sharing of mental health notes remains
controversia . Health care professionals (HCPSs) may be unclear
when it is appropriate to close access or to hide aspects of
documentation from patients. For example, in the United States,
information blocking is permitted if doing so “will substantially
reduce the risk of harm” to an SU or another person [11]. It is
at the discretion of licensed HCPsto determine what constitutes
a substantial risk in the context of a current or prior
clinician-patient relationship. In such cases, the rules specify
that risks must reach aclinical threshold well beyond the patient
being upset [10]. However, as noted, these rules leave
considerable latitude for interpretation, and so far, there are no
clear proceduresfor monitoring or auditing clinicians’ decisions
[12].

Moreover, beyond legal rulings, many HCPs report concern
that SUs will become anxious or confused if they are offered

https://mental.jmir.org/2021/12/€34170

access to their PAEHR [3,13]. HCPs also report concerns that
providing access to SUs will reduce clinicians' autonomy
[14-17] and encroach on the quality of documentation [5,13-20].
Fears about additional workplace burdens[13,14,16-18,21,22],
increased time spent responding to SUS anxieties, or
misunderstandings about their clinical documentation
[13,14,16,17,23] are additional concerns.

To date, between 2012 and 2021, 7 reviews have explored the
effects of PAEHRS [24-30]. In 2020, a systematic review and
meta-analysis found that adult patients' access to EHRs was
effectivein reducing hemoglobin A, levelsand could improve
patient safety. However, the authors concluded that more
methodologically robust studies were necessary to increase
meta-analytic power and to evaluate the effects of access in
different hedth care domains [30]. Similarly, in 2021, a
Cochrane database systematic review found that the effects of
patient access compared with usual care were uncertain [25].

In mental health, sharing SUS' health records and the use of
PAEHRs are also topics for further development and research.
Although the implementation of PAEHR in mental hedlth is
similar to other hedth care domains, the perspectives,
expectations, and experiencein mental health can be of different
natures. For example, the fear of unexpected consequences led
to ashadow record in Norway [5]. Several studies have further
identified that within mental health, there are strong divergent
views, expectations, and concerns based on either the SUS'
conditions or the HCPs' professional role, with psychiatrists
holding the most negative attitude toward open mental health
notes[5,13,17,20]. We a so observed that many studiesfocused
onwhether the use of PAEHR can be harmful to SUs; thistheme
will be discussed in the Special Challengesin MHC section in
more detail.

Context and Scope for the Review

Thisisthefirst review to evaluate studies of PAEHR specifically
among SUs affected by mental health conditions. Inlight of the
new ruling in the United States and advances in patient access
in the Nordic countries, evaluating the effects of PAEHR in
mental health care (MHC) is particularly timely. As previous
publications have stressed, PAEHR in MHC raises new practice
dilemmas [10,31] but might also offer new opportunities to
empower patients [32]. In the era of transparency, HCPs must
now balance respect for patient autonomy and open and
transparent information disclosures with dutiesto prevent patient
harm. Persons with mental health conditions represent a
vulnerable patient population, and there may be the potential
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to exacerbate perceptions of stigmatization or undermine the
therapeutic alliance.

Objectives

Considering the urgent need for greater clarity regarding best
practices in this domain, our goal was to initiate a scoping
review to explore what is understood about the effects of
PAEHR among SUs, care partners, and HCPs. The study
objective was to map the available findings on sharing EHRs
with SUs affected by mental health conditions. Hence, we map
the key concepts underlying theresearch area, (ie, mental health
and neighboring fields) with the available evidence. The
following research question is examined in detail: What is
known from the existing literature about sharing EHRS or
clinical noteswith people affected by amental health condition?

Methods

Scoping Review

Compared with the systematic review method, which is guided
by astrongly focused research question, a scoping review aims
to open up the spectrum of the available evidence on arel atively
new field of research, so that its breadth and depth become
visible[33]. A systematic scoping review was considered highly
appropriate because of the lack of systematic reviews on the
research topic and the exploratory nature of our research
guestion.

The methodological framework for scoping reviews proposed
by Arksey and O’ Malley [33], itsfurther development by Levac
et a [34], and the Johanna Briggs Institute guidance on

Textbox 1. Key concepts of the search strategy.

Schwarz et al

conducting systematic scoping reviews were applied in this
work [35]. Accordingly, the following steps were performed:
(1) identifying the research question; (2) identifying relevant
studies; (3) study selection; (4) charting the data; and (5)
collating, summarizing, and reporting the results, and
consultation with stakeholders on how to report and integrate
the study findings. As specified by Arksey and O’'Malley, at
least 2 reviewers (JS, AB, and SH) were involved in the study
selection and analysis. To ensure reproducibility and traceability,
ascoping review was carried out and prepared according to the
PRISMA (Preferred Reporting Items for Systematic Reviews
and Meta-Analyses) Extension for Scoping Reviews checklist
to report our results (Multimedia Appendix 1) [33,34,36].

Information Sources and Search Strategy

A literature search was conducted on April 16, 2021, and
updated on October 2, 2021. A title and abstract search were
carried out in 6 electronic literature databases: MEDLINE,
Embase, Scopus, PsycINFO, Web of Science, and Google
Scholar. The research question was based on three key concepts:
(1) EHR, (2) sharing EHR with SUs, and (3) Mental Health,
which were combined with the Boolean AND (Textbox 1). The
search terms were adapted according to different databases.
Subsequently, references of the found papers were scanned
backward to find prior work that should be considered for the
research topic [37]. Thiswasfollowed by another forward search
using Google Scholar to identify papers that cite the papers
included in the review so far. Finaly, in accordance with
Haddaway et al [38], Google Scholar was used to track down
gray literature.

Electronic health record search string

. “open notes’ OR “opennotes’ OR “patient portal” OR “health record” OR “patient record” OR “psychiatric record” OR “clinical record” OR
“health notes” OR “visit notes” OR “clinical notes” OR “ psychotherapy notes’

Sharing electronic health recordswith service users search string

o Access OR show OR open OR share OR read OR engage OR participate OR participation

Mental health search string
« Mental OR psych*

Eligibility Criteria

Inclusion and exclusion criteria (Textbox 2) were informed by
thereview process and were applied at the study sel ection stage.
All studies were included in the review as long as the
participants were involved in the process of sharing EHRs or

https://mental.jmir.org/2021/12/€34170

were affected by mental health conditions. This included not
only SUs and medica saff, but also stakeholders from
administration, information technology, and health policy.
However, only studies that focused on the digital sharing of
health records with SUs were selected. Purely paper-based
sharing of medical files was set as an exclusion criterion.
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Inclusion criteria

«  Studies published up to September 30, 2021
e  Studiesin English

« Norestrictions on the type of study

o Studies containing original empirical data

«  Studieson health care providers
«  Studieson policy stakeholders
«  All health care settings

« Nolocation restrictions

Exclusion criteria

«  Gray data (Websites, tweets, and blogs)

o Paper-based sharing of patient files

«  Pediatric and adolescent health care settings

«  Studieson service users affected by a mental health condition (>18 years)

«  Studieson care partners or family members of people affected by a mental health condition

Because people affected by mental health issues are treated at
several other institutionsin addition to psychiatric facilities (eg,
outpatient psychotherapists and primary care by genera
practitioners), where sharing EHRs are also a common
practice—at least in some countries—it was decided not to
narrow down the search to individual medical specialties but
to include all areas in which people affected by mental health
conditions are treated.

All study types and designs were considered in this review.
Search criteria were designed to include formally published
peer-reviewed articles and selected grey literature (eg,
dissertations and book chapters) aslong asthey contain original
empirica data. Gray data such as websites, tweets, and blog
posts were excluded. Studies conducted up to the end of
September 2021 were eligible for inclusion.

Selection of Studies

The search results were exported from the respective search
engines, merged in a Microsoft Excel table (columns: author,
year, title, and abstract), and duplicate entries were removed.
Study titles and abstracts were screened independently by 2
reviewers (JS and SH) using predefined eligibility criteria. To
select mental health populations that were treated outside of
mental health settings, all studies dealing with PAEHRS were
initially selected for title screening. If menta health populations
were named in the abstract, corresponding publications were
included. Papers were excluded when the abstracts were not
available. If it was not possible to decide on the suitability of a
paper based on the abstract, the full text was assessed. The
screening results were then discussed and consented to by the
reviewers. As part of thisiterative process, the full texts of the
presel ected studieswereread. The decisionto excludeindividua
studies was made at the level of the full text.

https://mental.jmir.org/2021/12/€34170

Data Extraction and Management

The research team devel oped astandardized template to extract
and chat relevant data from the included studies
[5,12-23,39-56]. The following parameters were recorded in
detail: reference ID, authors, year, country, design, sample,
participants, treatment setting and medical specialty, study
purpose, and asummary of the results. The data were extracted
by JS and AB, and checked for accuracy and completeness by
CB (see Multimedia Appendix 2 [5,12-23,39-56] for more
information).

Quality Assessment of Studies

TheMixed Methods A ppraisal Tool (MMAT) was used to assess
the quality of theincluded studies[57]. Thistool was developed
for quality assessment in systematic reviews that comprise
qualitative, quantitative, and mixed method studies. It was
successfully tested for reliability and efficiency in systematic
reviews [58]. The evaluation of the MMAT is based on criteria
that are specific to the method used and includes the foll owing:
the suitability and rigor of the methods used, control of
confounding factors, minimization of selection bias, and
consideration of limitations. The MMAT grading was carried
out by 2 researchers (AB and JS) independently of one another
and consented to their results. When no agreement could be
reached regarding the assessment, a third researcher (SH) was
consulted. One study was excluded from the analysis owing to
a low-quality score (Results section). Because of the limited
informative value, the mean value of the MMAT of al included
studieswas not cal cul ated. Instead, a detailed description of the
quality of theincluded studiesis provided based on the MMAT
grading results. A comprehensive presentation of theindividual
ratings of each criterion can be found in Multimedia Appendix
3[5,12-23,39-56].
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Qualitative Analysisand Synthesis

Theresultsof all included studies were compiled and analyzed.
The results were then analyzed independently by 2 researchers
(AB and JS) using thematic analysis (Braun and Clarke [59]).
In this process, the anaytic material was increasingly
summarized, and key themes were identified to organize the
study results. The results of this synthesis process were
discussed and approved by the entire research team.

SUSs' I nvolvement Statement

The review was neither coproduced nor carried out with the
participation of SUswith lived experience of mental distressor
any form of Patient and Public Involvement. However, after
completion of thereview, 2 researchers (LC and SM) with lived
experiencewereinvited to critically comment on the paper from
an SU’s perspective. The commentaries are attached in the
Multimedia Appendix 4.

Schwarz et al

Results

Study Selection

In total, 1034 records were identified—827 (79.98%) records
from database searching, 207 (20.01%) through other sources
(198 from Google Scholar, 9 through communication with
authors and consultation with experts). After removing
duplicates, 86.46% (894/1034) entries remained for title,
abstract, and keyword screening. This step reduced the selection
by atotal of 854 to 40 records that were then subjected to a
full-text eligibility check. Finally, 2.99% (31/1034) of entries
that met theinclusion criteriaof thisreview article wereretained.
The study selection process is shown in the PRISMA flow
diagram (Figure 1) adapted from Moher et a [60].

Figurel. PRISMA (Preferred Reporting Items for Systematic Reviews and Meta-Analyses) flow diagram adapted from Moher et a [60].
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Basic Characteristics of the Body of Evidence

These studies mainly used qualitative methods or surveys. A
randomized controlled trial design was used once among the
observational studies. Instead of well-established outcome
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measures, self-developed and unvalidated questionnaires were
predominantly used in the surveys. A comprehensive overview
of the basic parameters of the included studies is presented in
Table 1.
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Table 1. Basic characteristics of theincluded studies (N=31).2

Schwarz et al

Parameter Total, n (%) References
Study design
Qualitative 10 (32) [12,15,16,18,21-23,39,50,51]
Survey 9(29) [5,13,14,17,40,43,45,48,49]
Mixed method 4(13) [20,46,47,55]
Descriptive 2(6) [53,54]
Cohort 2(6) [41,52]
Intervention 4(13) [19,42,44,56]
Randomized controlled trial 1(3) [44]
Publication year
2012-2014 13 [44]
2015-2017 6 (19) [13,15,19,39,47,56]
2018-2020 18 (58) [5,14,16-18,20-22,40-43,45,46,49,52-54]
2021 and onwards 6 (19) [12,23,48,50,51,55]
Country
Australia 1(3) [21]
Canada 3(10) [20,45,56]
Netherlands 1(3) [23]
Norway 31 [5]
Sweden 5(16) [14,16,17,50,55]
United Kingdom 2(6) [47,51]
United States 8(58) [12,13,15,18,19,22,39-44,46,48,49,52-54]
Study participants
Service users 17 (55) [19,23,39-41,43-49,51-54,56]
Veterans 5(16) [39-41,43,52]
Health care professionals 16 (53) [5,13-23,42,53-55]
Relatives 13 [45]
Policy stakeholders 2(6) [12,50]
Treatment setting
Inpatient 11 (35) [5,14,16,17,23,45,47,50,52,55,56]
Outpatient 29 (94) [5,13-23,39-50,52-56]
Not applicable 1(3) [51]
Clinical field
Psychotherapy 4(13) [18,46,53,54]
Psychiatry 13 (42) [5,14,16,17,19,20,23,45,47,48,50,55,56]
Veterans Affairs Mental Health 9(29) [13,15,22,39-43,52]
Somatic (General practitioner, Primary Care and other) 6 (19) [5,21,44,48,49,51]
Not applicable 1(3) [12]

& ndividual papers can be assigned to the various subparameters at the same time, which means that percentages of over 100% can be achieved.

Search Results

thematically based on the main categoriesformed. Theidentified
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categories were as follows: (1) SUS experiences of reading
o . _ mental health notes (positive and negative), (2) experiences of
Theresults of the quaitative analysisand synthesisarepresented  care partners, (3) HCPs' experiences of sharing mental health
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notes (benefits and risks), and (4) views of policy stakeholders
and experts.

SUs' Experiences

Overview

SUs attitudes and experiences toward OpenNotes were
evaluated in about half of the papers. This included whether
reading OpenNotes had any effect on SUs MHC, such asif the
patient-clinician relationships were affected. In most papers,
the participants were diagnosed with one or more mental
disorders, such as posttraumatic stress disorder (PTSD)
[22,39-41,43,52], bipolar disorder, psychotic spectrum disorder
[22,39-41,43,48,52-54], personality disorder [40,43,44,47],
substance use disorder [40,43,44,47,52], and major depressive
disorder [22,39,41,43,46,53]. Other mental health issuesamong
the participants were depression (unclear to what severity or
type) [40,44,52], mild or atypical depression [46], anxiety
disorder [41,43,47,52,53], military sexual trauma[52], and other
mental illnesses within the International Classification of
Disease-10 codes FOO-F99 [48]. In 5 papers, mental health
diagnoses or issues were not highlighted [19,45,49,51,56]. The
most frequent care settings were outpatient and inpatient
psychiatry, outpatient veterans mental health, outpatient
psychotherapy, and primary care settings.

Positive Experiences

Positive experiences were reported to the greatest extent in all
studies[19,22,39,40,45-47]. In one study, 94% (108/115) of all
study participants reported that being able to read therapy notes
on the web is a good idea [46]. In another study, most
participants reported that they were extremely to moderately
positive about open mental health notes[40]. SUS' reported that
they wanted to continue having web-based mental health notes
available [19,46,47]. It was reported that open notes within
MHC increased feelings of validation [46], SUS sense of control
of their care 48.9% (87/178) [40,46], 82% (43/52) [19], 93%
(372/400) [49], and helped SUs to understand potential side
effects of medications, as well as to remember to take their
medications[19,48,49,52]. One survey analysis examined SUS
experiences with open notes by comparing personswith serious
mental health diagnoses (defined as major depressive, psychatic,
schizoaffective, or bipolar-related disorders), personswith other
mental health diagnoses, and those with no mental health
diagnoses [48]. The study found that 20% of SUs with serious
mental health diagnoses, and 18% with other mental health
diagnoses reported that they were more likely to adhereto their
medications after reading their notes, compared with 14% of
personswith no mental health diagnosis. The study al so reported
that among SUs with serious mental health diagnoses, the
majority reported a better understanding of why medications
were prescribed (67%), feeling more comfortable (65%), and
morein control (67%) of their medications, and that notes helped
answer questions about their medications (60%) [48].

In one self-reported web-based survey study from the United
States, more than half of the study participants (total n=52)
reported that open notes helped them to remember the plan for
their MHC [19]. Other studies report that being able to access
and read notes is extremely important for SUs to better take
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care of themselves [46,49]. Studies also report that open notes
increased SUS understanding of their mental health [19,49]
and awareness of their diagnosis[45]. In addition, SUsreported
being better prepared for their visits [46,49], and the odds of
attending their scheduled appointmentsincreased by 67% after
portal implementation [56]. A study at the Department of
Veterans Affairs (VA) reported that the most frequently used
features were medication refill, appointment view, secure
messaging with the HCP, and Blue Button (eg, allowing the
SUsto sharetheir VA care documentation with anon-VA health
care provider) [52].

Several papers have reported that open notes within MHC help
SUs gain trust in their clinicians [39,40,46] and improve
transparency [46]. SUs emphasized the importance of talking
openly and upfront to each other [22,39]. In one of the
semistructured interview studies conducted in the United States,
SUs emphasized the importance of obtaining an overal picture
of their mental health via the notes and of detailed notes that
thoroughly summarized each visit. Notes that were written in
this way reportedly increased feelings of being understood by
their clinician. Notes that embraced strengths and progress in
treatments also reportedly improved health and increased
feelings of being valued and supported by their clinician [22].
The accuracy of the notes was also identified as a reason why
SUs wanted to read their notes [19,22,45,46]. Health users
desired the opportunity to ensure that no errors occurred and
that the description of the visit was correct [19,45,46]. In one
cross-sectional survey study conducted in the United States,
94% of the SUs (total n=108) reported that the description of
thevisitsin the notes usually or always conformed to their visit
[46]. Another survey study conducted in the United Statesfound
that SUs diagnosed with PTSD were morelikely to report having
read their notes [43]. A Canadian study reported improved
recovery among SUs that use a patient portal according to
Mental Health Recovery Measures. The study also reported an
86% decrease in the number of requests for health information
among SUs [56].

Two studies have evaluated the impact of EHR useonin-session
behavioral treatment with a computer screen facing the SU
[53,54]. SUs reported that EHR use during their appointment
did not impact communication and increased collaboration
during their planning [53], and that collaborative documentation
endorsed a strong therapeutic relationship [54].

In a feasibility study conducted in the United Kingdom,
participants with severe mental illness monitored their health.
The participants self-monitored and interactively input their
health information into the EHR, which alowed them to
self-monitor and become interactive with the service. The
participants reported that the interactive part was most useful
because they could monitor their mood over time, allowing
them to better understand their illness [47]. In one
cross-sectional randomized controlled trial, the hypothesis of
mental health or substance use conditions as a possible barrier
to engagement with web-based hedth information was
examined. Theresultsfound that amental health diagnosiswas
not a barrier to the ability to use a PAEHR [44]. The same
results were reported in a mixed method study with a survey
and interviews, where SUswith asevere mental health diagnosis
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reported the benefits of using a PAEHR to self-monitor health
outcomes, which contributed to experienced improvementsin
well-being over time[47]. Another study reported SUS' positive
experiences of aweb-based educational program of open notes,
which appeared to improve patient activation, trust in their
clinician, and efficacy in hedlth careinteractions. Schizophrenia
spectrum disorder, bipolar disorder, older age, and a higher
number of mental health visits were common variables that
were significantly associated with these improvements [41].

In one study, 43.7% (45/103) SUsreported interest in providing
portal access to a care partner, and 33% (34/103) participants
were concerned about privacy breaches and cybersecurity [45].
Other papers reported that SUs shared or discussed their notes
with others; the most frequent sharing or discussion was with
acare partner (15/108, 13.9% [46]; 9/52, 17% [19].

Negative Experiences

Negative experiences have been reported in fewer papers and
consistently on a smaller scale. Some SUs reported feeling
judged and labeled [22,46], and 1 participant (total N=28) in a
semistructured interview study described how the tone of the
notes made him feel like being perceived as acomplainer [22].
Some SUs felt offended by their notes (2/108, 1.8% [46]; 5/52,
9% [19]), or offended and di srespected by the tone of their notes
[39]. Studies also reported that some health users experienced
stress and worry when reading their mental health notes (14/178,
7.9% [40]; 9/108, 8.3% [46]; 2/52, 4% [19]; 32/400, 8% [49]),
which caused some individuals to question the nature of
documentation and therapy itself [19]. Feeling upset when
reading mental health noteswas al so reported sometimes 17.9%
(32/178) or often or aways 7.9% (14/178), with the most
frequent response “the notes make my problems seem smaller
than they are” [40]. One study reported that health users found
simple language to be preferable to medical terminology [22].

Studies have reported that SUs expressed feding upset and
worried when seeing inaccuracies in their notes or details with
a lack of congruence between what the note said and their
recollection of a visit [19,39,46]. Others felt confused and
blindsided when discovering diagnoses in their notes that had
not been discussed with them [22,39] and worried that errors
could affect their mental health treatment [19,39]. Such
incongruences in the notes contributed to strained trust in
clinicians, as they experienced low transparency or lack of
respect [22,39]. Some SUs also expressed concerns about
privacy and confidentiality (15/108, 13.9% [46]; 9/52, 18%
[19]; 164/400, 41% [49]). In addition, health SUs reported
concern about who could access their mental health notes, and
that medical appointment notes should be between them and
their care providers[19,46]. One qualitative focus group study
investigated SUS expectations of having access to their mental
health notes. The participants emphasi zed the need to maintain
confidentiality and expressed concerns about the security of the
data systems. They wanted to have the choice to decide what
information should be shared (eg, with other HCPs within the
organization) and raised concerns about inaccurate notes and
the need for transparency from their clinician regarding the
content of the notes [51]. One self-reported cross-sectional
survey study conducted at the Veterans Affairs Medical Center

https://mental.jmir.org/2021/12/€34170

Schwarz et al

in the United States reported that SUs with PTSD diagnoses
were more likely to experience negative emotions after reading
their notes (no further explanation of why in the paper) [40].

Experiences of Care Partners

Only one study included care partners, such asfamily members
and friends, as study participants in a cross-sectional survey
(total n=7) [45]. Participants stated that to be able to support
their family members it would be helpful and convenient to
have accessto the SU’s health record. They expressed an interest
in accessing health records, messaging providers, receiving
educational materials, appointment times, and self-assessments.
Of the 7 participants, 5 (71%) expressed an interest in scheduling
appointments and renewing medications.

HCPSs Experiences

HCPs' attitudes and experiences toward open notes in MHC
wereexplored in about half of all papers. Study settingsincluded
veterans mental heath (inpatient [22]; ambulatory [13]),
inpatient and outpatient (1 large mental health hospital [20], 1
university hospital [15], 1 adult psychiatric clinic at auniversity
hospital [14,16,17,55]), 2 ambulatory care settings [18,19], 1
primary health care [21], 2 health centers [53,54], and 1 MHC
organization [23]. Psychiatrists, nurses, psychologists, therapists,
and medical secretaries were the most common study
participants.

Experienced Benefits

Unlike perceived risks, the HCPS' perceived benefits of sharing
mental health notes with SUs were reported in most studies to
a minor extent. Mental HCPs believed that open notes
contributed to better documentation [13,18,22], increased
patient-clinician collaboration [13,22], and improved SU
participationin care[13,15,19,23]. They a so believed that open
notes strengthened the patient-provider relationship [15,18,23],
increased transparency [15,20], and increased feelings of trust
[14,15]. A survey study from Norway reported that 2.39%
(107/4477) mental HCPs believed that SUs in MHC had
increased understanding of their diagnosis, treatment, and
follow-up when reading their EHR [5].

One semistructured interview study with therapists, conducted
in the United States, reported that the most significant impact
of open notes was that it encouraged HCPs to be more sincere
during visits and that it was easier to address difficult topics
because communication was strengthened [18]. Transparent
communication was reported to be important in maintaining
patient-provider relationships and helpful when documenting
potentially surprising and sensitive information such as
diagnoses [15,18,22]. One self-reported survey study that
evaluated the effects of a training program for mental health
staff on open notes reported communication improvements,
such as more frequently advising and educating SUs to access
and read their notes, as well as more frequently asking SUs
about questions and concerns regarding their notes [42]. One
study evaluated theimpact of EHR use onin-session behavioral
treatment with a screen facing the SU, where HCPs confirmed
the accuracy and acceptability of documentation with the SU
to alarge extent [54].
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Notes that highlighted SUS' strengths and treatment progress
were perceived as necessary by mental HCPs[22]. These notes
could help SUs gain control of their health and treatment
[14,16,23], and also demonstrate that the HCPs heard and
understood the SUS' from a patient perspective [22]. Some
papers reported that HCPs believed that collaborative notes
could facilitate patient-centered care [15] and, in turn, that the
power between care providers and SUs can be more equally
distributed [15,21]. Onefull-popul ation survey conducted before
implementation in Sweden reported that mental HCPs believed
that open notes within MHC would contribute to equal terms
for all SUs, patient satisfaction would improve, and MHC would
be both more efficient and safer [17]. In afull-population survey
conducted after implementation in Sweden, mental HCPs
believed that open notes improved SUS' recall about their care
plan better, helped them to be better prepared for visits,
increased their understanding of their mental health condition,
and strengthened health care SUS' trust in them as clinicians
[14].

Experienced Risks

Most papers reported mental HCPs' anticipation of and
experienceswith open mental health notes; negative experiences
and risks were reported on a larger scale, unlike positive
experiences and benefits. The negative impact on SUs was a
commonly expressed risk. Both before and after the experience
of the practice, many HCPs believed that SUs would worry
more[13,14,17], disagree with the content of their notes[13,17]
or their diagnosis[13], be confused or offended [15,17,19,20],
or that the assessment might be stigmatizing [15,19]. A Swedish
full-population survey study reported that 25.5% (178/699) of
the respondents experienced notes being more confusing than
helpful for SUs [14], and that open mental health notes could
make the care process less effective [16]. Other papers report
respondents’ worry regarding patient disengagement from care
[13,19] and increased clinical burden [13,14,16-18,20,21,23].
A Swedish full-population baseline study (total n=871) found
that mental HCPs worried that visits would take significantly
longer (35%), that they would spend moretime addressing SUS
guestions outside of visits (40%), that they would spend more
time dictating, writing, or editing notes (41.5%), and that they
would be less candid in documentation (40.5%) after SUs are
provided access to EHRs [17]. A survey study from Norway
reported that 28.9% (1298/4477) of HCPs in psychiatric care
did not report al relevant information in the EHR, and they
reported spending more time writing notes (29%) [5]. In one
United States survey study conducted in the Department of
Veterans Health, about half of the total respondents (n=263)
wanted open notes within MHC to be discontinued [13].

Many mental HCPs perceived a negative impact on the
therapeutic relationship [15,18,20,22], as open notes may
disconnect SUs from the in-person experience [15], and
therefore, not facilitate discussions and the devel opment of good
relations during the visits [15,20]. A United States study, with
semistructured interviews conducted at the Veterans Health
Administration reported that HCPs' concerns about how shifting
patient-clinician power distribution affected their approach of
providing care, such as how some SUs almost dictated how to
writetheir notes and what information they should exclude[15].
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Other papers report concerns about SUS' lack of understanding
of medical terminology documented in the notes, which could
lead to misunderstandings and misinterpretations[14,16-19,23].
HCPsreported being less candid, less detailed [13,14,16-20,22],
changing the tone of their documentation, and reported being
afraid SUS might find errors and request changes [13,17,23].
Sharing sensitiveinformation with SUs hasbeen raised in some
papers as a concern [19-23]. HCPs recommended excluding
detailed information of traumatic experiences for privacy and
safety reasons [22] and wanted to assess what to include in the
notes on a case-by-case basis [19,20,22]. Issues of anonymity,
privacy, and patient safety have also been raised as concerns
[13,14,16-18,20,23,55], as HCPs reported not being able to
protect SUs and the disclosure of third-party names
[14,16,17,23]. One study evaluated the impact of EHR use on
in-session behavioral treatment with a screen facing the SU,
where HCPsweremorelikely to perceivein-session computing
as more harmful to communication and computer use more
disruptive than SUs [53].

In apilot survey study conducted in the United States, mental
HCPs offered SUs access to their mental health notes for 20
months. The study reported that the severity of illness, duration
of treatment, and psychiatric diagnoses were critical variables
intheir selection, and psychotic, personality, cognitive, bipolar,
and substance use disorderswere excluded [19]. Another survey
study conducted in Sweden found that mental HCPs experience
personality disorders, psychosis, and paranoia as the most
challenging SU groups to access and read their notes [14].
Studies have reported that the HCPs with the most negative
attitude toward open mental health notes are psychiatrists
[5,13,17,20], those working in acute care settings [20], nurse
practitioners [13], psychologists [17], and medical secretaries
[17].

Views of Policy Stakeholdersand Experts

Two studies included the views of policy makers [50] and
experts [12] on open notes in MHC. The first study explored
Swedish national and local policy regulations regarding SUS
access to their psychiatric notes and to what extent they were
offered access. Regional policies and regulatory documents
were analyzed, and key stakeholder email interviews were
conducted. The study reported that out of Sweden's 21
self-governing regions, 17 (80%) shared adult psychiatry notes
with SUs, 15 (71%) regions shared pediatrics and adolescent
psychiatry notes, and 8 from forensic psychiatric care. Of the
6 regionsthat did not share notesfrom forensic psychiatric care,
2 (33%) planned to implement open notes, whereas 4 (67%)
had decided to exclude open notes from this psychiatric care
setting. All 17 regions shared psychiatry notes with both
outpatients and inpatients. |mmediate access to open notes was
most common, followed by a 14-day respite period to provide
access [50].

The latter study [12] was a web-based purposive survey of 70
experts on open notes drawn from 6 countries, including
informaticians, clinicians, chief medical information officers,
SUs, and patient advocates. Participants emphasized the
importance of educating mental HCPs in writing notes and
offering SU guidance on the risks and benefits of access. Experts
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suggested that HCPs should become more knowledgeabl e about
patient terminology or use everyday language, and highlighted
theimportance of accurate, objective, and truthful notes. Experts
addressed the need for guidance on how to describe sensitive
and challenging topicsin the notes. Recommendationsincluded
the need to train the staff on dealing with practice dilemmas
specific to sharing mental health notes and dealing with possible
disagreements[12].

Quiality of Included Studies

We reported the grading according to the recommendations by
the authors of MMAT [57]. Overall, we found that the quality
of the included studies was very high or high, with some
exceptions. Wefound the findings of these studiesto be valuable
and included these in our review after a discussion between the
reviewers (AB, JS, and SH). In contrast, we excluded 1 paper
with very low MMAT grading, as it was a design paper
providing little insight into our research question. Of the 31
studies included, 16 (51%) used quantitative analyses, with
majority reporting results from the surveys. The mean response
rate was mostly low to moderate. Hence, there was a moderate
bias in the nonresponse bias in these studies. A detailed
description of the included studies and an overall MMAT
grading can be found in Multimedia Appendix 3.

Discussion

Principal Findings

PAEHRs in MHC are a fairly new field, so the available
evidenceislimited. However, the increasing number of studies
carried out in recent years has confirmed the increasing interest
in applying PAEHRs in the mental health sector. It is not
surprising that most of the studieswere conducted in the United
States and Scandinavia, given the legal initiatives there and the
implementation of OpenNotes that go beyond pilot projects.
The results of the included studies show a clear predominance
of positive experiences among SUs, who in turn face an
excessive amount of perceived burden and fears on the part of
the HCPs—an aspect that requires a closer look. The results
also point to several practical and ethical challengesthat reveal
both structural barriers and resistance on the part of the HCPs
to changetheir usual routines and abandon the previous routines
in the transparent handling of medical documentation. The
extent to which these findings are specific tothe MHC field can
only be clarified in comparison with research from general
health care settings. Therefore, we will (1) compare findings
across different medical fields, (2) compare stakeholders
expectations and experiences with PAEHRS, (3) discuss the
special challenges of PAEHRSs in MHC settings, and finally,
(4) deduce tasks for future research on PAEHRsin MHCs.

Comparison With Non-MHC Settings

Firgt, the corpus of evidence on PAEHRs in genera health
settings is significantly more extensive, which is reflected, for
example, in the number of available reviews [25,27,61-63].
Although studies conducted in the mental health sector are
primarily of an exploratory, qualitative, and descriptive nature,
recent work from general health settings includes overall
effectiveness studies often with randomized controlled designs

https://mental.jmir.org/2021/12/€34170

Schwarz et al

[64]. Looking at the examined outcomes, improvements in
medication adherence, disease awareness, self-management of
the illness, and a decrease in office visits were demonstrated
for nonmental health users [65,66]. However, there are also
several qualitative findings on the experiences of veteranswith
PAEHRs in general health settings that are very similar to the
included evidence. For example, Woods et al [67] found that
the use of PAEHRs improves patient-clinician communication
and appointment recall and that SUS hedth literacy,
understanding, and control of health issues were strengthened.
Furthermore, veterans reported almost the same issues with
PAEHRs as users affected by a mental health condition (eg,
concerns about medicalized language in clinical notes and
inconsistencies and errors in the documentation). This study is
particularly comparable across medical fields, asthe same access
system myhealthevet was used.

Negative Expectations Ver sus Positive Experiences

As stated above, the present findings show an imbalance
between negative and positive views of HCPs (and SUs) with
PAEHRs. For instance, the assumption that SUs would often
disagree, feel offended, or stigmatized with notes written by
their therapist predominatesthe staff perspectivein the existing
evidence. Theseresults contrast with the predominantly positive
experiences of the users, who often describe the notes as very
precise and areflection of thevisit that took place[19,22,45,46].
A closer look reveals that the focus of several of the included
studies was on expectations before having used the EHR, and
asignificantly lower proportion of HCPswere asked about their
actual experiences with the EHR. At this point, a comparison
with genera health settings is useful, where PAEHRs were
piloted and researched much earlier than in mental health
settings. a qualitative study of HCPs' and SUs' expectations
toward PAEHR carried out in 2005 showed a similar imbalance
[68]. With increasing implementation and use experiences,
HCPs' views on PAEHRs seem to have become increasingly
positive [69]. Beyond that, the introduction of innovations in
health care that disrupts or changes HCPS' routines often appears
to be accompanied by skepticism and discomfort [70]. This
aspect seems to be more intensified when it comes to
innovations that aim to expand the power or influence of SUs
inthetreatment process. For instance, theintroduction of second
opinion programs in the early 2000s—to check a physician’'s
recommendation of a particular surgical intervention—Iled to
considerable skepticism and reservations among physicians,
whereas this quality assurance measure has been proven to be
a helpful and accepted standard in various health systems
[71,72]. A sensitiveway of dealing with these resistances could
be shown in one of the included studies, which evaluated a
web-based educational program on OpenNotes [42]. The
provision of training HCPs on how to share the EHR seemsto
be of fundamental importance to address fears and reservations
and contrast them by the overall positive evaluation results.

Special Challengesin MHC

Several of the included studies dealt with the question of
whether PAEHRSs could be harmful or disadvantageousfor SUs
with certain mental health issues or acute illness states and
should therefore be limited. The findings of this study are
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ambiguous. Initially, none of the included studies revealed
critical events, such as self-harm, suicide attempts, or other
violent behavior in connection with PAEHRs. Althoughisolated
negative effects from reading EHRs have been described, they
do not seem to be related to specific mental health conditions.
Some unspecified adverse effects have been described for SUs
with PTSD in Veterans Affairs Mental Health and can therefore
not be easily transferred to other MHC settings [40]. The
concernsexpressed by clinicianstoward individual swith whom
it has been hard to develop trusting relationships with, or are
delusional or paranoid, or who are prone to violence could not
yet be confirmed by any of the included observational studies,
which included SUs as participants. These concerns seemto be
comprehensible from a professional point of view; however,
instead of denying accessto asubset of patientsor not informing
them about the possibility of accessing their EHR, one of the
included studies recommended offering an educational program
on the use of PAEHR to learn about the benefits and misuses
of reading therapy notes, and to discuss possible adverse side
effects with each individual SU. Discussion about restricting
access to the EHR to only a subset of SUs, however, can be
considered contrary to the basic idea of coproduction and may
lead to epistemic injustice[73]. Thismight also apply to partial
access restrictions, such as sharing notes only on a case-by-case
basis or the release of clinical notes after an acute mental crisis
has subsided [31]. PAEHR is of overriding relevance in the
field of MHC, where therapeutic decisions are often guided by
clinicians individual experiences, which are applied to the
individual case instead of a small-step procedure described in
guidelines, unlike other medical disciplines, such as surgery or
internal medicine. Therefore, it is important to make medical
decisions as comprehensible and transparent as possible. Hence,
it cannot be concluded from currently available evidence that
restricting PAEHRs makes sense for certain groups of SUs.
Conversely, users should be able to dispose of omissions or
restrictions on the release of their EHR themselves, especially
when it comes to particularly sensitive information that should
not be accessible to family members, for example, in the event
of intimate partner violence or sexua abuse. In this regard,
further research should assess the needs of SUs to be able to
develop evidence-based best practices [74].

Limitations of Studies

Several important limitations arise from the studies reported in
this scoping review. Most of the studieswere based on surveys,
and it is not known whether response biases affect findings.
One-third of the included studies (8/31, 25%) were carried out
in Veterans Affairs Mental Health settings, and half of these
studies (4/8, 50%) selected American veterans as participants.
As aready discussed, this group is not necessarily comparable
with the general population with regard to the distribution of
psychiatric disorders and use behavior, which limits
generalization.

Other studies examined PAEHR implementationsin which only
selected SUs were granted access to their EHR. In the Peck et
a [19] study for example, treating clinicians decided for
themselves which users were included or excluded from the
intervention (PAEHRS). These results can also only be
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transferred to the population of psychiatric users to a very
limited extent.

Much of the included evidence relates to OpenNotes, which is
a self-described advocacy research unit that supports the
dissemination of PAEHRS (note: not to be confused with VA
OpenNotes, which is not connected or formally affiliated with
the OpenNotes advocacy group). Thisimpliesapossible conflict
of interest and increases the risk of positive biasin the results.
Similarly, some authors contributed up to 10 of the 25 included
studies, which increased the risk of not being able to replicate
the findings [ 75]. However, because all included studies were
subjected to a comprehensive methodological quality check in
this review, the risk of these biases can be ranked as low.

Future Research

In addition to the research gaps already mentioned, the present
corpus of evidence is incomplete and needs to be extended.
First, the predominantly exploratory findings must be
guantitatively validated. Currently, there is a lack of studies
examining the effects of PAEHRs on the basis of
well-established psychologica outcomes such as symptom
severity, socia functioning, and empowerment using controlled
designs and including more participants over a longer period
of follow-up, as this may increase the likelihood of detecting
the effects of the intervention.

Second, there is no evidence on the efficiency of PAEHRs in
MHC. Therefore, the exact treatment costs of SUs having access
to their EHRs should be measured and compared to demonstrate
the efficiency of this intervention. Approximately 60% of
psychiatrists’ working timein acute settingsisnot patient-related
[76]; thus, it should be investigated to what extent PAEHRS
may increase the time spent on documentation or whether
PAEHRs can reduce treatment costs in the long term by
accelerating therapeutic processes.

Third, several EHR solutions contain interactive toolsto promote
salf-management and monitor the mood or activities of the SUS
everyday lives. Further research should explore the role and
scope of these extensionsin PAEHR. To understand psychiatric
treatment as a fully coproductive process, the EHR should not
only be accessible but also easy to useamong SUs[77]. Methods
of participatory design can help study this.

Fourth, most of the existing interventional studies have excluded
persons affected by severe mental illness or those being
(involuntarily) treated in inpatient settings, often for safety
reasons. However, there is initial evidence for a meaningful
application of PAEHRs in acute psychiatry [78,79], which
should be further explored. This includes a close examination
of the question of whether PAEHRS can contribute to suicide
attemptsor other violent behaviors. In this context, the subgroup
of individuals that HCPs are most concerned about should be
examined; that is SUs with whom it has been very difficult to
develop trusting relationships, or are delusional or paranoid, or
who are prone to violence. Few studies have focused on the
impact of PAEHRs on psychotherapy. In addition, littleisknown
about the SUS' perceptions of what clinicians have written. In
this context it has to be considered more closely which type of
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language is either helpful or hindering and which information
should necessarily be included in the notes [31].

Fifth, further research should explore how PAEHRs affect
documentation [80]. For example, it isnot known whether access
changes the quality of mental notes. For example, computer
software programs that use validated metrics such as the
Flesch-Kincaid reading scale could be employed to explore
whether the length of notes changes after implementation or
whether access changes readability.

Finaly, as many of the included studies have mentioned
concerns  regarding privacy and data  security
[16,18,19,21,46,51], wethink thistheme has been covered rather
superficially and the findings are sometimes contradictory. On
the one hand, it was reported, for example, that SUs did not
hold significant privacy concerns and worried more about data
security [19], whereasin contrast privacy concernswere reported
by both SUs and HCPs, which were partially reinforced after
the implementation of a PAEHR [16]. Therefore, we believe
that further, more rigorous, research on privacy and security is
needed in the field of MHC.

Strengths and Limitations of the Scoping Review

This is the first systematic scoping review collating existing
evidence about sharing EHRs or clinical noteswith peoplebeing
treated for mental health conditions. Several limitations should
be considered when interpreting the findings. On the one hand,
our search may have missed some rel evant studies owing to the
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Abstract

Background: Digital interventions offer a solution to address the high demand for mental health promotion, especially when
facing physical contact restrictions or lacking accessibility. Engagement with digital interventionsiscritical for their effectiveness;
however, retaining users engagement throughout the intervention is challenging. It remains unclear what strategies facilitate
engagement with digital interventions that target mental health promation.

Objective: Our aimisto conduct ascoping review to investigate user engagement strategies and methodsto eval uate engagement
with digital interventions that target mental health promotion in adults.

Methods: This scoping review adheresto the PRISMA (Preferred Reporting Itemsfor Systematic Reviews and Meta-Analyses)
guidelines for scoping reviews. The search was conducted in 7 electronic databases from inception to April 2020. The inclusion
criteria for studies were as follows: adult (aged =18 years) users of digital interventions for mental health promotion from the
general population; any digital intervention for mental health promotion; and user engagement strategies described in the
intervention design. We extracted the following data items. study characteristics, digital intervention (type and engagement
strategy), evaluation of engagement strategy (method and result specifying whether the strategy was effective at facilitating
engagement), and features of engagement (extent of use and subjective experience of users).

Results: A total of 2766 studies were identified, of which 16 (0.58%) met the inclusion criteria. The 16 studies included
randomized controlled trials (6/16, 37%), studies analyzing process data (5/16, 31%), observational studies (3/16, 19%), and
qualitative studies (2/16, 13%). The digital interventions for mental health promotion were either web based (12/16, 75%) or
mobile app based (4/16, 25%). The engagement strategies included personalized feedback about intervention content or users
mental health status; guidance regarding content and progress through e-coaching; social forums, and interactivity with peers;
content gamification; reminders; and flexibility and ease of use. These engagement strategies were deemed effective based on
qualitative user feedback or responses on questionnaires or tools (4/16, 25%), usability data (5/16, 31%), or both (7/16, 44%).
Most studies identified personalized support in the form of e-coaching, peer support through a socia platform, personalized
feedback, or joint videoconference sessions as an engaging feature.

Conclusions: Personalized support during the intervention, accessto social support, and personalized feedback seem to promote
engagement with digital interventions for mental health promotion. These findings need to be interpreted with caution because
theincluded studies were heterogeneous, had small sample sizes, and typically did not address engagement asthe primary outcome.
Despite the importance of user engagement for the effectiveness of digital interventions, this field has not yet received much
attention. Further research is heeded on the effectiveness of different strategies required to facilitate user engagement in digital
interventions for mental health promotion.
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Introduction

Background

Mental health promotion and well-beingisaglobal public health
challenge because of the high prevalence of mental disorders
[1]. Mental health disorders are among the leading causes of
global disability-adjusted life years (DALY s), with depressive
disorders responsible for 1.8% of the DALYs and anxiety
responsible for 1.1% of the DALY s[2]. Assuch, mental health
disorders carry high costs not only for individuals, but also for
families, communities, and societies[3]. In the European Union,
the costs of mental disorders are estimated as being more than
€600 billion (US $694 hillion), which represents more than 4%
of the gross domestic product across the European Union [3].

Mental health disorders have increased over time globally [2],
highlighting the need for the prevention of mental disordersand
promotion of mental well-being and mental health of the general
population.

To face the chalenge of the increasing burden of mental
disorders and to address the demand for mental health
promotion, technological approaches provide a solution [1].
Digitdl interventions offer the potentia to overcome availability
and accessibility barriers, including geographical location and
time[1,4,5]. Furthermore, digital interventionsfor mental health
areaccessibleto internet userswho own PCs or mobile devices.
Anonymous use is desired to bypass barriers because of the
stigmaof seeking help for mental health concerns[4,6,7]. Thus,
digital interventions may reach different target groups compared
with local mental health services[6].

Digital interventions for mental health are defined as
interventions that are delivered through a digital platform such
astheweb [1,4,8], smartphone apps[4,6], SM S text messaging
(on any platform) [1], and virtua reality [1,4] and target the
prevention or treatment of mental health disorders. These
interventions mostly implement techniques related to cognitive
behaviora therapy or positive psychology [7] and, in the context
of mental health, have been applied in healthy [4,8] and clinical
samples [4,6,7]. The effectiveness of such interventions has
been addressed by anumber of systematic reviews. For example,
Lattie et a [4] investigated digital interventions for college
students who were either healthy or showed symptoms of
psychological distress, depression, or anxiety. The authorsfound
that some interventions, regardiess of the type of digital
intervention, were effective in improving mental health
outcomes, including depression, anxiety, and psychological
well-being in general. Furthermore, a systematic review by
Weisdl et a [6] examined mobile appsfor adultswith heightened
symptom severity of several mental health disorders. Indeed,
someinterventions such as apps delivering cognitive behavioral
therapy were found to be effective in reducing symptoms of
depression but not effective in reducing symptoms of anxiety
[6]. Overdl, the systematic reviews suggest that an important

https://mental .jmir.org/2021/12/e30000

function of digital interventionsisto not only address existing
clinical symptoms, but also to target the promotion of mental
health; in general, enhance mental health promotion. Thus, this
scoping review focuses on the application of digital interventions
in studieswith nonclinical samplesfor mental health promotion.

Engagement in digital technologies is critical for their
effectiveness; however, retaining users' engagement in digital
interventionsischallenging [9]. Digital interventions, in general,
are prone to attrition because of their self-help and unguided
nature [5]. For example, the systematic review by Lattie et al
[4] revedled that many digital interventions that targeted the
promotion of mental health in college students were effective,
but attrition rates (ie, proportion of participants dropping out
from the intervention) were high in the investigated trials. In
sometrials, most of the participants adhered to the first module
but did not complete the subsequent modules [4]. Despite some
evidence for the effectiveness and benefits of digital
interventionsfor mental health promotion, problemsarefurther
encountered in trangl ating the results from research studiesinto
real-life settings[9]. Attrition isfrequently reported in real-life
settings when using digital interventions for general health and
well-being [9] as well as prevention and treatment for specific
conditions such as depression [ 7]. These findings highlight the
need to devel op strategiesto effectively engage userswith digital
interventions for mental health promotion.

Engagement with digital interventions can be defined as “(1)
the extent (e.g. amount, frequency, duration, depth) of usage
and (2) a subjective experience characterized by attention,
interest, and affect” [10]. The features frequency, duration, and
amount refer to temporal use, with “amount” being defined as
“total length of each intervention contact.” “Depth” is defined
as a “variety of content used” [10]. Accordingly, engagement
is described as a multidimensional construct in which users
experience sustained behavioral aspects of engagement.
Objective

A synthesis of evidence on engagement strategies is required
for digital interventions that address mental health promation.
Our aim is to collate such evidence using a scoping review
approach to obtain a broad understanding of how user
engagement is explored, measured, and eval uated in the context

of digital interventions for mental health promotion. The
research questions are as follows:

1. What strategies are applied to improve user engagement
with digital interventions for mental health promaotion?

2. What type of strategies result in better engagement with
digital interventionsfor mental health promotion, and how
is thisimprovement in engagement measured?
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Methods

Methodological Details

This scoping review followed the Joanna Briggs Institute
Scoping Review Methodology [11] and is reported based on
the Preferred Reporting Items for Systematic Reviews and
Meta-Analyses Extension for Scoping Reviews (PRISMA-SCR)
guidelines[12]. Additional methodological details are reported
in the multimedia appendices. The completed PRISMA-ScR
checklist is shown in Multimedia Appendix 1.

Protocol and Registration

The protocol for thisreview was prospectively registered at the
Open Science Foundation registries [13].

Eligibility Criteria
Primary studieswith any design wereeligiblefor inclusion. The

studies had to fulfill the following Population, Intervention,
Control, and Outcomes characteristics:

Population: Any usersof digital interventionsfor mental health
promotion aged =18 years from the general population notina
clinical setting.

Intervention: Digital intervention for mental health promotion.

Control: Any comparator, such as another intervention type, or
no comparator;

QOutcomes:

1. Any user engagement strategy used in the design of digital
interventions for mental health promotion.

2. Effectiveness of engagement strategies assessed and
evaluated after the intervention.

The exclusion criteriawere as follows:

1. Studies without primary data, including reviews,
commentaries, lettersto the editor, and study protocols.

2. Studies with clinical samples or specific subpopulations,
for example, high-risk groups.

3. Studieswithdigital interventionsfor mental health treatment
or health-related fields other than mental health.

4. Studies that did not report or recommend engagement
strategies in the intervention design.

I nfor mation Sources
Theinformation sourceswere thefollowing el ectronic databases:

1. MEDLINE through Ovid

CINAHL through EBSCO

The Social Science Citation Index through Web of Science

The Science Citation Index through Web of Science

The Emerging Sources Citation Index through Web of

Science

PsycINFO through Ovid

7. The Cochrane Central Register of Controlled Trialsand the
Cochrane Database of Systematic Reviews through the
Cochrane Library

g s~ wDN

o
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Search Strategy

The search strategy was developed by the team assisted by an
experienced information specialist who subsequently conducted
the search. Databases were searched from inception to April
2020, with no language limits applied. The search results for
each database are presented in Multimedia Appendix 2. The
search structure combined appropriate keywords and controlled
vocabulary terms for 3 concepts: digital health interventions,
engagement, and mental hedth. The search syntax for
MEDLINE is presented in Multimedia Appendix 3.

Selection of Sources of Evidence

All results were exported to EndNote (Clarivate) reference
management software for deduplication and then imported to
Covidence (Veritas Health Innovation Ltd) systematic review
management softwarefor title, abstract, and full-text screening.
In al, 2 authors (MS and LK) independently selected studies
based ontitle or abstract, and any inconsi stencies were resolved
by consensus during discussion. A list of articles included and
excluded for full-text screening are presented in Multimedia
Appendix 4.

Data-Charting Process

A data-charting form was devel oped and calibrated by the team.
The team discussed and agreed upon how data items would be
selected and coded. In all, 2 authors (MS and LK) tested and
calibrated self-developed data-charting forms for each study
design until al relevant data were captured. The full data
charting was conducted independently by 2 authors (MS and
LK), and any discrepancieswere discussed until consensuswas
reached.

Data Items
For each article, the data extracted included the following:

1. Bibliographic information: title, first author, year of
publication, and country.

2. Study and participant characteristics: study design, aim of
the study, sample size, age, and gender of participants.

3. Characteristics of the digital intervention: mode or type,
aim, and content.

4. Engagement measures. user engagement rate for the
intervention, type of tool used to measure user engagement,
and features of engagement measured.

5. Engagement strategies: strategiesfor user engagement used
in the design and effective evaluated user engagement
strategy.

Effective engagement strategies were identified for each article
based on the authors' analysis of subjective user experience
obtained through qualitative methodologies or questionnaires
or, if available, based on the percentage of participants engaging
with the intervention for a specific duration as determined by
objective measures of intervention use.

Study Quality

Consistent with the PRISMA-ScR [12] guidelines, Joanna
Briggs Institute Scoping Review Methodology guidance, and
theframework proposed by Arksey and O’ Malley [14], aquality
appraisal was not conducted.
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Data Synthesis

The data were divided into groups based on study design. The
outcomes were narratively synthesized for each study design.

Results

Selection of Sources of Evidence

A total of 4585 articleswereidentified across all databases. Of
the 4585 articles, 1819 (39.67%) duplicates were removed. On

Saleem et al

screening of the titles and abstracts of the remaining 2766
studies, 2654 (95.95%) were excluded, and the full texts of 112
(4.05%) articles were downloaded and screened against the
inclusion and exclusion criteria. Of these 112 articles, 96
(85.7%) were excluded, and atotal of 16 (14.3%) articles were
included in this review. Figure 1 provides an overview of the
selection process of the articles.

Figurel. PRISMA (Preferred Reporting Items for Systematic Reviews and Meta-Analyses) flow diagram.
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Full-text articles excluded
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Study Char acteristics

Table 1 presents the general description of the studies. Of the
16 studies, 16 (100%) were published between 2013 and 2020
and originated from Europe (6/16, 37%), North America (6/16,
37%), and Australia (4/16, 25%). The study designs included

https://mental .jmir.org/2021/12/e30000

RenderX
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subpopulation (n=42),
Engagement strategy not
assessed or reported
(N=27),

Intervention in field other
than mental health
promotion (N=13),
Pediatric population (N=8),
Wrong setting/study design
(N=6)

randomized controlled trials (6/16, 37%), process data studies
(5/16, 31%), observational studies (3/16, 19%), and qualitative
studies (2/16, 13%). A process data study isastudy conducting
a secondary analysis on the primary data sets. The digital
interventions for mental health promotion were mostly web
based (12/16, 75%) or mobile app based (4/16, 25%).
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Table 1. Genera characteristics of studies (N=16).

Saleem et al

Author, year of publication; country®

Study design

Type of study

Intervention type (intervention name)

Lappalainen et al, 2013 [15]; Finland

Todkill and Powell, 2013 [16]; United
Kingdom

Morriset al, 2015 [17]; United States
Clarke et a, 2016 [18]; Australia

Laurie and Blandford, 2016 [19];
United Kingdom

RCTP
Quialitative study

RCT
Process data study

Quialitative study

Feasibility

Evaluation of design

Efficacy

Evaluation of usability engagement
and efficacy

Gain insight into user experience

Evaluation of usein 3 intervention
groups of RCTs

Evaluation of design

Evaluation of use, engagement, and

Zarski et al, 2016 [20]; Germany Process data study
Chou et al, 2017 [21]; United States ~ Process data study
Dryman et al, 2017 [22]; United States  Process data study

efficacy
Ly et a, 2017 [23]; Sweden RCT Feasibility
Bakker et al, 2018 [24]; Australia Cross-sectional

Morrison et al, 2018 [25]; United
Kingdom

Observationa study

Song et al, 2018 [26]; Canada Process data study
Birk and Mandryk, 2019 [27]; United RCT

States

Carter et al, 2019 [28]; United States ~ Cross-sectional
Przybylko et al, 2019 [29]; Australia  RCT

Renfrew et a, 2020 [30]; Austraia RCT

Evaluation of usability and feasibil-
ity
Efficacy

Evaluation of use and engagement

Efficacy

Evaluation of design

Efficacy

Comparison of 3 modes of engage-
ment strategies

Web portal (P4 Well)

Web based (MoodGym)

Web based (Panoply)
Web based (myCompass)

Mobile app (Headspace)

Web based and mobile app (GET.ON
Stress)

Web based and mobile app (SuperBetter)
Web based (Joyable)

Mobile app (Shim)
Mobile app (MoodMission)

Web based and mobile app (Healthy Paths
and Healthy Mind)

Web based (Walk Along)
Web based (NR°)
Mobile app (NewCope)

Web based (The Lift Project)
Web based and mobile app (MyWellness)

8Country of the corresponding author.
BRCT: randomized controlled trial.
°NR: not reported.

Qualitative Studies

Overview

Of the 16 included studies, 2 (13%) were qualitative studies (36
participants). Both studies reported effective engagement
strategies based on user feedback.

Engagement Strategies Used in the Design

Todkill and Powel [16], conducted a qualitative study with 20
participants who used the intervention for 12 weeks. The
intervention included of a total of five modules that taught
relaxation and meditation techniques, one module per week,
web-based workbooks with 29 web-based exercises. No
engagement strategy was reported.

Laurie and Blandford [19], conducted a qualitative study with
16 participants who used the intervention for 30 days. The
intervention consisted of one audio file for daily guided
meditation exercises for 10-15 minutes and a supplementary

https://mental .jmir.org/2021/12/e30000

videos every 3-4 days. The researchers reported following
engagement strategies used in intervention design (1) primary
task support (audio and video content for meditation); (2)
guidance (meditation guided by audio content); (3) third-party
endorsement (during sign-up, usersread quotesfrom journalists
and celebrities); (4) social support (built-in buddy feature,
allowing users to team up with others); (5) trust in provider.

Recommended Engagement Strategies

Both studies recommended the provision of daily challenging
content and flexibility and ease of use as useful engagement
strategies.

Observational and Process Data Studies

Overview

Of the 16 included studies, 3 (19%) were observational studies
(592 participants) and 5 (31%) were process data studies (7000
participants). Table 2 presents the findings of these studies.
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Table 2. Overview of observational and process data studies (n=8).
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Study Number of

participants

Intervention (duration)

Engagement strategy in
intervention design

Recommended engagement strate-
gy (author conclusion based on
engagement rate)

Clarkeetd, 2016 90
(18]

Assessment of users’ self-reported

symptoms followed by 24x7 accessto

apersonalized intervention that in-
cludes real-time self-monitoring of

1. Reminders to facilitate self-
monitoring by SMS text messag-
ing or email as scheduled by the
user; 2. Graphical feedback about

1. Personalized feedback incorpo-
rating program content; 2. Alerts
and reminders; 3. Flexibility in
agenda and use

moods and i nteractive psychotherapeu-

tic modules (7 weeks)

Zarski etal, 2016 395
[20] choeducation and exercises for every

module (4-7 weeks)

Chouetd, 2017 _c

A total of 7 modules composed of psy-

Gamified challenges in browser-based

self-monitoring

CG? Received intervention; IG°1:  Content-focused guidance

Personalized written feedback
from e-coach on the completed
exercisesand reminder by e-coach
oncein 7 days (content-focused
guidance); |G2: Personalized
feedback and adherence monitor-
ing on demand of participants (ad-
herence-focused guidance)

1. Gaming language; 2. Socid fo-
rum; 3. Bright graphics

NRY

1. Coaches paired with users to
provide feedback and support
through weekly calls; 2. Coach-
initiated and automated emails to
encourage participation and
progress

Guidance and support through
coaching

1. Games designed with real-time NR
coping strategies, 2. Rewards for

daily completed games; 3. Push
notifications of incomplete games,

4. Bright graphics

IG1: web based; 1G2: mobile app;
1. Simple and reduced content; 2.
Easy accessibility; 3. Push notifi-
cations for incomplete tool

NR

1G2: 1. Simple and reduced con-
tent; 2. Easy accessibility; 3. Push
notifications for incomplete tool

Personal email invitationsto visit

[21] community forum; players can invite
other playersto browser-based commu-
nity to form allies (4 weeks)

Dryman et d, 3439 A total of 5 modules: learning through

2017 [22] psychoeducation, core skill develop-
ment by cognitive restructuring, 2 ex-
posure modules, and final graduation
module (12 weeks)

Bakker et d, 44 Assessment of user inputs on distress,

2018 [24] followed by daily coping activities or
games
(30 days)

Morrison et a, 543 Tools to improve awareness of partici-

2018 [25] pants’ thoughts or behaviors and sup-
port change in thinking patterns and
behaviors (NR)

Song et al, 2018 3076 Self-help tools and a secure account

[26] with accessto additional resourcesand

links (NR)

Carteretal, 2019 5
(28]
page, journal page (NR)

Daily task, user-specific feedback, in-
formational resources, self-assessment

the site

1. Self-monitoring toolsfor stress;
2. Goal setting with daily task; 3.
User-specific feedback on stress
level; 4. Reminders and progress
summary

Task with user-specific feedback
and self-monitoring

8CG: control group.
B1G: intervention group.
®Not available.

°NR: not reported.

Engagement Strategies Used in the Design

Of the 16 studies, 4 (25%) integrated personalized feedback
about intervention content and users stress level as an
engagement strategy in the intervention design and used
reminder SMS text messaging or email according to users
demand and progress as an engagement strategy. Moreover, of
the 16 studies, 3 (19%) used bright colors and neat graphics as
an engagement strategy in the intervention design. Guidance
regarding content and progress through e-coaching wasused in
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the intervention design of 13% (2/16) of the studies.
Gamification of the content was used as an engagement strategy
in the intervention design of 13% (2/16) of the studies. Goal
setting and providing rewards were engagement strategies
integrated into the intervention design of 13% (2/16) of the
studies. Push notifications were identified in 13% (2/16) of the
studies, whereas a social forum and interactivity with peers,
simple content, and flexibility and ease of use were identified
as the engagement strategies used in 6% (1/16) of the studies,

separately.
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Recommended Engagement Strategies

Effective engagement strategies were identified by the authors
based on usability data and user feedback. The engagement
measures of these studies are presented in Multimedia A ppendix
5[18,20-22,24-26,28]. Personali zed feedback about intervention
content and users' stress level was identified as an effective
engagement strategy in 50% (4/8) of the studies. For example,
Clarke et al [18] reported on the myCompass program that
assessed users self-reported symptoms on registration and
provided personalized intervention with  rea-time
self-monitoring of moods and behaviors and sent graphical
feedback about users self-monitoring history aongside
contextual information to their phone or PC as an engagement
strategy and concluded that it directly enhanced users
engagement with the program.

In 25% (2/8) of the studies, guidance regarding content and
progress through e-coaching was reported as a strategy with the
potential to increase engagement. In 25% (2/8) of the studies,
implementing reminders according to users demand and
progress was identified as a beneficial engagement strategy.
For example, Zarski et al [19] analyzed 3 forms of guidance
through human support and compared the eff ects on engagement

https://mental .jmir.org/2021/12/e30000
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with a stressmanagement intervention that involved
content-focused guidance, adherence-focused guidance, and
administrative guidance. Participants in the content-focused
guidance group received personalized feedback after completion
of every exercise. Participants in the adherence-focused
guidance group received apersonalized reminder by an e-coach
in case of incompl ete exercises. Participantsin the administrative
guidance group were provided with contact information during
the study period. Participants in the content-focused guidance
group showed the highest engagement, followed by participants
in the adherence-focused guidance group and the sample that
received administrative guidance. However, content-focused
guidance was not significantly associated with higher adherence
compared with adherence-focused guidance, indicating that
guidance regarding content and progress through e-coaching
improved engagement. Flexibility and ease of use was
recommended in 25% (2/8) of the studies as an engaging

strategy.
Randomized Controlled Trials

Overview

Of the 16 included studies, 6 (37%) were experimental studies
(15 arms). Table 3 presents the findings of these studies.
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Table 3. Overview of randomized controlled trials (n=6).

Saleem et al

Study Participants,n  Ageinyears, Intervention (duration) Engagement strategy ininter-  Recommended engagement
(% female) mean (SD) vention design by group strategy (author conclusion based
on the usability of study arms)
Lappalaineneta,  24(0) 47 (7) A total of 3group meet- G2 No intervention; IGP;  1G: Personalized feedback
2013 [15] ingsand personal useof  personalized feedback
web portal, apps, and de-
vices (3 months)
Morriset al, 2015 166 (72) 24 (5) Peer-to-peer platform for  CG: Expressivewriting, web  |G: 1. Personalized feedback; 2.
[17] cognitive reappraisal and  based; IG: 1. Short content;  Support messages from peers; 3.
socioaffective support and 2. Positive support messages  Flexibility in use
supportive reappraisals from peers; 3. Quick feed-
from web-based crowd back any time; 4. Repeated
helpers (3 weeks) reminders; 5. Accessibility
any time
Ly etal, 2017 [23] 28 (54) 26 (7) Learn strategiesof positive  CG: No intervention; 1G: IG: Fully automated chatbot
psychology through fully  Fully automated chatbot
automated conversation,  (conversational agent)
daily check-ins, and week-
ly summaries (2 weeks)
Birk and Mandryk, 259 (51) 35(11) Customization of avatar,  |G1: Customized avatar and 1G1: Avatar customization and
2019 [27] ABMT®, and negative ABMT; IG2: Customized  personalization
mood induction (3 weeks) @vaar andno ABMT, 1G3:
Generic avatar and ABMT;
|G4: Generic avatar and no
ABMT
Przybylko et al, 426 (69) 47 (16) Video presenting evi- CG: Nointervention; IG: 1. IG: Interactive componentsin the
2019 [29] dence-based strategiesfor Real-time coping strategies  socia forum
promoting mental health  for daily mission; 2. Socia
and emotional wellness,  forum with interactive com-
daily and weekly chal- ponent; 3. Rewards for
lenges, gamification, and  completing missions; 4.
social forum (12 weeks)  Mission history available; 5.
Push notifications alert for
incomplete mission; 6.
Bright graphics
Renfrew et a, 2020 458 (78) 46 (1) Videos, workbook, reading CG: Automated email sup-  None (Videoconference mode

(30]

materials related to the
topic, and daily and week-
ly challenges (10 weeks)

port; IG1: Automated email
support and reminder SMS
text messaging; 1G2: Auto-
mated email support and
videoconference session per
week and 1 reminder SMS
text messagefor videoconfer-
ence per week

had no effect on intervention en-
gagement, and getting the chosen
support style did not result in

better engagement or outcomes)

8CG: control group.
B1G: intervention group.

CABMT: attention bias modification training.

Engagement Strategies Used in the Design

In al, 4 intervention arms in 50% (3/6) of the studies used
reminder SMS text messaging or email according to users
demand and progress as an engagement strategy. Personalized
feedback about intervention content and users’ stresslevel was
used as an engagement strategy in 2 intervention armsin 33%
(2/6) of the studies. A social forum and interactivity with peers
was an engagement strategy in 2 intervention armsin 33% (2/6)
of the studies. Easy accessibility and flexibility was used as an
engagement strategy in 1 intervention arm. Personalization of
content was used as an engagement strategy in 3 intervention
armsin 33% (2/6) of the studies. Videoconference sessionswith

https://mental .jmir.org/2021/12/e30000

an e-coach were used as an engagement strategy in an
intervention armin 17% (1/6) of the studies. Push notifications
were integrated as an engagement strategy in the intervention
arm in 17% (1/6) of the studies. Gamification of content was
used as an engagement strategy in an intervention armin 17%
(1/6) of the studies.

Renfrew et a [30] compared 3 modes of support differing in
resource requirements on the effectiveness of the intervention,
that is, automated emails, personalized SMS text messaging,
and facilitated videoconference. Participantsin the email group
received a weekly email before every session with a 20- to
25-second video motivating users to engage. The personalized
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SM S text messaging group received an automated email and a
personalized SMS text message, with the participant’s first
name, to prompt engagement, and signature of aresearch team
member, thrice weekly for the first 3 weeks and then twice
weekly for the remaining 7 weeks. The reduction in messages
was carried out with the perception that support has athreshold
and asurfeit of messages may reduce engagement. The members
of the videoconference group received automated email support
and were invited to attend a videoconference session once a
week. User engagement was not significantly different among
the 3 groups, although notable variability in responses within
the groups was indicated by alarge SD.

Recommended Engagement Strategies

Engagement strategies were reported by authors based on
usability data of different study arms. Engagement measures
are presented in Multimedia Appendix 6 [15,17,23,27,29,30].
Of the 6 studies, 2 (33%) identified personali zed feedback about
intervention content and users stress level as an effective
engagement strategy, and a social forum and interactivity with
peerswasidentified asauseful engagement strategy in 2 (33%)
studies. For example, Przybylko et a [29] included a social
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Saleem et al

forum in the intervention design, where the participants could
comment and post pictures regarding daily content. It was
concluded that this strategy was highly engaging for users.

Of the 6 studies, 2 (33%) identified content personalization as
an effective engagement strategy. For example, Ly et al [23]
reported that content personalization through afully automated
chatbot intervention, Shim, which made userslearn, reflect, and
practice positive psychology through adequate responses and
feedback to user’s statements, was found to be highly engaging
for users. Birk and Mandryk [27] reported that avatar
personalization for the intervention content greatly improved
task-specific user engagement.

Features of Engagement and Tools Used

Table 4 and Figure 2 present the features of engagement
explored in the different studies and the tools used to measure
thesefeatures. Of the 16 studies, 13 (81%) measured frequency;
8 (50%) measured duration; 7 (44%) measured amount,
attention, affect, and interest; and 3 (19%) measured depth. Of
the 16 studies, 12 (75%) used automatic measures, 7 (44%)
used self-administered questionnaires, and 5 (31%) used
gualitative interviews to evaluate engagement.
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Table 4. Features of engagement and measuring methods (N=16).

Study Theory of engagement Features of engagement Tool used to measure engagement
Lappalainen et a, Technology tools Affect Questionnaire on perceived utility and accep-
2013 [15] tance

Lappalainen et a, Technology tools Frequency Automati c+questionnaire and number of log-
2013 [15] ins

Todkill and Powell,  __a Affect, attention, and interest Interviews on content, medium, functionali-
2013 [16] ties, and experience

Morrisetal, 2015[17] Technological interaction and consumption  Attention, interest, and depth UEQP+interview

Morriseta, 2015[17] Technological interaction and consumption  Amount, duration, and frequency  Automatic; time per session, time of interven-

Clarkeet al, 2016 18]
Clarkeet al, 2016 [18]

Laurieand Blandford,
2016 [19]

Laurieand Blandford,
2016 [19]

Zarski et al, 2016 [20]
Chou et al, 2017 [21]

Dryman et al, 2017
[22)

Ly et al, 2017 [23]
Ly et a, 2017 [23]

Bakker et al, 2018
(24]

Morrison et al, 2018
[29]

Morrison et a, 2018
[25]

Song et a, 2018 [26]

Motivational techniques delivered by
coaches

Fully automated conversational agent
Fully automated conversational agent

Recommendations by Bakker et a [31]
(2016)

Recommendation by Dennison et a [32]
(2013)

Recommendation by Dennison et a [32]
(2013)

Affect
Frequency

Affect, attention, and interest

Frequency

Duration and frequency

Interest, depth, duration, and fre-

quency
Frequency and duration

Affect, attention, and interest

Frequency

Affect, attention, interest, depth,

and frequency

Affect and attention

Duration and frequency

Interest, amount, duration, and

tion use total, and number of log-ins
Interview

Automatic; number of log-ins, number of
modules compl eted, frequency of self-moni-
toring, and interviews

Interview and qualitative interviews

Automatic; frequency of app use over study
period

Automatic; number of completed modules

Automatic; completion rate of intervention

Automatic; average number of daysin the
program, average activities per participant,
and completion rate of all modules

Interview

Automatic; number of reflections completed,
number of active days, open app ratio, and
interviews on content, medium, and function-
dities

Questionnaire, UMARSY, text-entry questions,
and HRS-MAY

Questionnaire on satisfaction with the inter-
vention, PEI®, and TAM-2

Automatic; total time of intervention use,
time per log-in, and number of log-ins

Automatic; number of pages accessed per

frequency session, time per session, goal conversion
rate, number of returning users, bounce rate,
and number of pages accessed per session
Birk and Mandryk, Self-determination theory Attention Questionnaire and Player Identification Scale

2019 [27]
Carter et al, 2019 [ 28]

Patient engagement framework

Frequency, attention, and interest

Automatic+questionnaire; percentage of task
completion per user, average completion time

of tasks, average CSATY scale score,
Nielsen-Shneiderman heuristics, and sush

Przybylko et al, 2019 Experiential pedagogical framework Duration Automatic; attrition rate

[29]

Renfrew et al, 2020 g M| Duration Automatic; total duration of videos viewed,
[30] Frequency number of videoconference sessions attended,

and challenge score

ot available.

bUEQ: User Experience Questionnaire.
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CUMARS: Mobile Application Rating Scale, user version.
9HRS-MA: Homework Rating Scale-Mobile Application.
EPEI: Patient Enablement Instrument.

" TAM-2: Technol ogy Acceptance Model-2.

9CSAT: Customer Satisfaction.

hsus: system Usability Scale.

iSAM: Supportive Accountability Model.

Sdeemet d

Figure 2. Evaluation tools for measuring engagement used in included studies. (Tool used for engagement measurement: number of studies using it).
CSAT: Customer Satisfaction Scale; HRS-MA: Homework Rating Scale-Mobile Application; PEl: Patient Enablement Instrument; PIS: Player
Identification Scale; SUS: System Usability Scale; TAM-2: Technology Acceptance Model-2; UEQ: User Experience Questionnaire; uMARS: Mobile

Application Rating Scale, user version.

EVALUATION TOOLS FOR MEASURING ENGAGEMENT

SUs: 1
uMARS: 1 PIS: 1
Total use time: 4 PEL: 1
Frequency of completed modules or HRS-MA: 1  CSAT: 1
session or activities or videos: 7
UEQ: 1 TAM-2:1
Challenge
score: 2
Completion Time per Attrition rate:  Interviews on content, medium,
Number of log-ins: 4 ratei 2 session! 3 1 functionalities and experience: 5
Automatic N=12 Scale k=6 Interviews N=5

Discussion

Principal Findings

This scoping review aimsto identify the strategiesthat improve
user engagement and explore how the engagement is evaluated
in the context of digital interventions for mental health
promotion. The findings from this scoping review suggest that
there are 6 strategies that can positively influence engagement,
with various design features to implement them. The methods
to measure engagement included objective measures of
technology use and subjective measures of user experience
through questionnaires or qualitative interviews.

The key finding of our review is that strategies such as
personalization, e-coaching, socia forums, reminders,
gamification, and flexibility and ease of use seem to promote
engagement with digital interventions for mental health
promotion.

Comparison With Prior Work

Our review corresponds to previous findings in the broader
literature of digital health well-being interventions and digital
behavior change interventions, which concluded that
personalization, support, and guidance through theintervention’s
duration can increase user engagement and uptake [9,10].
Similar to previous studies, one of the most recommended
strategies for increasing engagement identified in this review
ise-coaching and human support [9,10,33]. Another interesting
finding of this review is that personalization of intervention

https://mental .jmir.org/2021/12/e30000

content or advanced design features that mimic human support,
such as an automated chatbot or avatar customization, can
increase engagement. This was aso recently demonstrated in
an experimental study on a smoking cessation app: users who
were provided support through an automated chatbot were found
to have higher engagement than users without the automated
chatbot [34]. Other engagement strategies identified in this
review include reminders, gamification (goals and rewards),
and flexibility and ease of use. Likewise, Perski et al [10]
identified reminders and incentives as engaging strategies in
digital behavior changeinterventions. The authors also reported
certain delivery features that they hypothesized to positively
influence engagement. These included an esthetic design, ease
of use, and the right message tone.

In general, digital interventions for mental health need to adopt
some suitable strategies to motivate users to take up and
continue use aswell asusethefull potential of the intervention
[9]. Inthe following section, each of the identified engagement
strategies and design features to tailor them are discussed in
turn.

Engagement Strategies

Personalization

Engagement strategies that incorporate personalization and
allow customizing to user requirements and needs seem to
enhance engagement [15-18,23,26-28]. The included studies
used various design featuresto tailor personalization, including
feedback on content, feedback on stress level, and
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personalization of intervention content. Personalized feedback
and personalization of content wereidentified as strategieswith
the potential to increase user engagement.

The results here are comparable to those across mental health
[35] and other areas of health promation, such as in smoking
cessation [36], physical activity promotion [37], and suicide
prevention [38]. In the initial stage, the intervention can be
tailored to user expectations on autonomy versus support.
Accordingly, the level and kind of support provided during the
intervention can be adapted to the user's preference [5].
Examples of individualized support are personalized feedback
and reminders[5].

e-Coaching

Guidance through e-coaching is another engagement strategy
identified in this scoping review. Theincluded studies[20,22,30]
have used content-focused guidance and adherence-focused
guidance design features, and evaluation has found them to
greatly increase user engagement.

Previous research has demonstrated that e-coaching led to better
engagement with digital interventions for mental health.
Persuasive e-coaching and guidance have been associated with
better treatment outcome, engagement, and retention in
psychological web-based interventions for the treatment of
depression according to a systematic review [33]. Although a
recent scoping review concluded that providing structured
support improved engagement with an internet-based
psychological intervention, the variability in the provision of
human support, such as delivery mode, intensity, and type,
resulted in heterogeneous outcomes, making comparisons
difficult [39].

Social Forum

Social forums and interactivity with peers has been identified
as a dtrategy to increase user engagement with digital
interventions for mental health promotion [17,21,29]. This has
also been supported by recent studies that found that human
interaction of any kind is greatly valued by users of digital
interventionsfor mental health [6]. Therefore, human influence
should be accorded the same priority as the technology itself
[1]. A narrative review recommended that social forums and
social media should be harnessed to provide mental health
services for youth to increase access to, and engagement with,
digital therapeutic solutions for their mental health [40].

Reminders

Reminders have been identified as an engagement strategy in
various included studies [17,18,22,25,28-30]. Different design
features have been used to tailor reminders. push notifications,
personalized SM Stext messaging, personalized email, reminder
SMSS text messaging or email by an e-coach according to the
use pattern of the user, and passive reminder SM S text message
or email. Personalized SM S text messaging and reminder SMS
text messaging or email by an e-coach according to the use
pattern of the user have the potential to greatly increase
engagement.

Consistent with this finding, a factorial screening experiment
explored the impact of 4 different types of SMS text messages
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on a behavior change smoking cessation intervention and
demonstrated that remindersthrough SM S text messaging based
on users use pattern of content can boost overall levels of
engagement with the intervention [41].

Gamification

Gamification of content has been identified as an engagement
strategy in thisscoping review [19,21,24,28,29]. Various design
features have been used in the intervention designs of the
included studies to tailor gamification. These include
gamification of content, goal setting, rewards or badges for a
completed mission, and provision of new content daily.

A systematic review examining the effect of gamification on
adherence to web-based interventions for mental health
treatment concluded that various gamification features have
been incorporated in the design of web-based interventions. The
effect of gamification on user engagement and adherence
remains inconclusive because this has not been explored
explicitly [42].

Flexibility and Ease of Use

Flexibility and ease of use was identified as an engagement
strategy in this review. Various design features such as
flexibility of content use, offline availability of content, bright
graphics, big colorful icons, easy-to-understand content, and
web-based and mobile app options have been used in the
included studiestotailor this strategy. In linewith this, the latest
literature review analyzed users public reviews for mental
health appsto gain insightsinto user perceptions and concluded
that ease of use was a feature both liked and recommended by
users of mental health apps[35].

Methodsto Evaluate Engagement

The methods to evaluate engagement in the included studies
can be broadly described as objective users’ use measures and
subjective experience measures. The result demonstrates
heterogeneous reporting of engagement measures and a wide
range of assessment measures and reporting data. The
heterogeneity of engagement data makesthe result incomparable
and hinders the understanding of the effectiveness of
engagement strategies. Consistent with this finding, other
reviews examining engagement with health and well-being apps
also reported heterogeneity of data and incomparable results
[9]. In addition, the reviews examining the effectiveness of
different design features of a single engagement strategy
reported inconclusive findings because of the heterogeneity of
data[39,42].

Similarly, arecent systematic review investigating measurement
and reporting methods of user engagement with mental health
apps concluded that high heterogeneity of the measuring and
reporting methods and different methodol ogies used to assess
mental health apps, such as user satisfaction, acceptability,
feasibility, and usability, make it difficult to report actual
engagement with these apps. In addition, there is a need for
careful understanding of engagement before claiming
engagement strategies used by these apps as effective
engagement strategies [43].
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Recommendation for Future Design and Research

First, the engagement strategies identified and recommended
in this scoping review were primarily explored as a by-product
in the included studies and were not evaluated systematically.
Of the 16 studies, only 2 (13%) [20,30] were identified that
methodologically explored the effectiveness of different
engagement strategies for user engagement. The remaining
studies merely recommended strategies based on the authors
analysis of user feedback or participant use data for the
intervention. This shows that, so far, the focus has only been
on effectiveness, acceptability, feasibility, or use of digital
technologies for mental health promotion and thereisalack of
interest in the effectiveness of engagement strategies because
the interventions address healthy people rather than clinical
samples. Thus, more experimental studies are required to
investigate the effectiveness of engagement strategiesfor digital
technologies for mental health promotion based on the
percentage of participants who report their engagement with
such technologies.

In addition, the identified engagement strategies are presented
as a separate component in this scoping review. However, these
strategies have been used in combination in the intervention
designs of theincluded studies. A review of digital mental health
interventions recommended the incorporation of different
persuasive technological features that can result in different
synergies compared with their use[44]. Therefore, future studies
should focus on exploring and evaluating various engagement
strategies, their dosage, and different combinations to identify
the most effective set of strategies for use and engagement.

Second, engagement was explored and measured
heterogeneously. Even among studies with the same designs,
the reported engagement data were heterogeneous, making it
impossibleto determine the most eff ective engagement strategy.
The approach to implementing engagement strategiesfor digital
health interventions is relatively new and highly varied. There
isaneed for harmonization of research, evaluation, and reporting
standards to produce high-quality evidence for engagement.
This could be achieved with the development and adoption of
guidelines or a minimum set of indicators to measure
engagement. Furthermore, digital technologies allow for the
creation of large data sets that may be used to assess outcomes
based on engagement with specific intervention components
[45]. Moreresearch is required to identify what characteristics
or correlates of engagement can be consistently recorded over
timetoinvestigate how engagement changes over timeand how
engagement isrelated to the intervention’s duration, as well as
to develop new statistical approaches for analyzing these large
and complex data sets. Future research should also report
attrition rates to explore possible relationships between
engagement and attrition.

Third, research is required on the healthy level of engagement
to achieve the desired outcomes and reduce attrition. In general,
the optimal dose of engagement is still unclear in the field of
digita health interventions. Yardley et a [46] propose that
establishing and promoting “ effective engagement” rather than
merely “more engagement” may be more useful for digital
interventionsfor behavior change, with “ effective engagement”
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defined as “sufficient participation with the intervention to
accomplish desired effects” The findings of Zhang et a [47]
suggest that digital apps addressing mental health should follow
the Goldilocks concept of just right. Like many other digital
technologies, mental health apps do not ensure that the more
the engagement, the better the results. The benefits of using an
app can only be achieved when the dosages of various sorts of
intervention features are just right. Exhaustion can result from
too much engagement, whereas inefficiency might result from
too little engagement. As a result, mental health technology
should be designed in such a way that it encourages optimal
use [47]. Fourth, engagement was not explored in depth. Most
of the studies explored the objective measures of technology
use, including frequency, duration, and amount, whereas
subjective measures of user experience, such as affect, attention,
and interest, were explored less commonly. Engagement with
digital interventions for behavior change can be described as
the extent of use and subjective experience [10]. Perski et a
[10] conceptualized engagement with digital behavior change
interventions and proposed a framework through a systematic
interdisciplinary approach to assess different features of
engagement. The authors emphasized that the future research
avenue should include assessment of all features of engagement
to reduce the fragmentation in digital heath research and
establish standard optimal procedures to achieve engagement
across different kinds of digital behavior change interventions
[10]. Although objective measures of technology use can provide
dataon user engagement, the exploration of subjective measures
of user experience can help in identifying correlates of
engagement. Therefore, future studies should explore
engagement features in depth, that is, both objective use and
subjective experience measures, to generate better evidence for
engagement with digital interventions.

Limitations

To our knowledge, this is the first scoping review to explore
engagement strategiesfor digital interventionsfor mental health
promotion. The findings have been summarized taking into
consideration the authors' recommendations based on user
engagement data or user feedback. Nevertheless, this review
includes a few limitations. It focuses on digital interventions
for mental health promoation for the nonclinical population; thus,
the findings may not be applicable to other settings. Another
limitation is that our inclusion criteria were very narrow for a
scoping review, and it cannot be ruled out that studies with
clinical samplesincluded healthy control groupsthat could have
been included inthis scoping review. Thisreview included only
published data and excluded gray literature; therefore, some
relevant literature may have been missed.

Conclusions

Various engagement strategies have been reported in digital
interventions for mental health promotion, including
personalization, human and social support, gamification,
personalized feedback, and reminders. User engagement was
predominantly reported in terms of frequency, duration, and
amount, aswell as subjectively (affect, attention, and interest).
Human support and e-coaching during the intervention, access
to socia support, human support—mimicking design features,
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and personalized feedback or reminders may work best to
promote engagement. The findings need to be interpreted with
caution because the included studies were heterogeneous, had
small sample sizes, and typically explored engagement strategies
only as a by-product. All studies were from high-income,
nonclinical settingsthat may not be applicableto other contexts.
Despite theimportance of user engagement for the effectiveness
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of digital interventions, this area has not yet received much
attention; therefore, conclusions cannot be drawn regarding the
most effective engagement strategy because of the heterogeneity
of data. Further experimental research is needed on the
effectiveness of different types of engagement strategies to
facilitate user engagement with digital interventions for mental
health promotion.
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Abstract

Background: The number of self-monitoring apps for bipolar disorder (BD) is increasing. The involvement of users in
human-computer interaction (HCI) research has a long history and is becoming a core concern for designers working in this
space. The application of models of involvement, such as user-centered design, is becoming standardized to optimize the reach,
adoption, and sustained use of this type of technology.

Objective: Thispaper aimsto examinethe current waysin which usersareinvolved in the design and evaluation of self-monitoring
appsfor BD by investigating 3 specific questions:. are users involved in the design and evaluation of technology? If so, how does
this happen? And what are the best practice ingredients regarding the design of mental health technology?

Methods: We reviewed the available literature on self-tracking technology for BD and make an overall assessment of the level
of user involvement in design. The findings were reviewed by an expert panel, including an individual with lived experience of
BD, to form best practice ingredients for the design of mental health technology. This combines the existing practices of patient
and public involvement and HCI to evolve from the generic guidelines of user-centered design and to those that are tailored
toward mental health technology.

Results:  For the first question, it was found that out of the 11 novel smartphone apps included in this review, 4 (36%)
self-monitoring apps were classified as having no mention of user involvement in design, 1 (9%) self-monitoring app wasclassified
as having low user involvement, 4 (36%) self-monitoring apps were classified as having medium user involvement, and 2 (18%)
self-monitoring apps were classified as having high user involvement. For the second question, it was found that despite the
presence of extant approaches for the involvement of the user in the process of design and evaluation, there is large variability
in whether the user isinvolved, how they are involved, and to what extent there is a reported emphasis on the voice of the user,
which isthe ultimate aim of such design approaches. For thethird question, it isrecommended that usersareinvolved in all stages
of design with the ultimate goal of empowering and creating empathy for the user.

Conclusions: Users should be involved early in the design process, and this should not just be limited to the design itself, but
also to associated research ensuring end-to-end involvement. Communities in health care—based design and HCI design need to
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work together to increase awareness of the different methods available and to encourage the use and mixing of the methods as
well as establish better mechanisms to reach the target user group. Future research using systematic literature search methods

should explore this further.

(JMIR Ment Health 2021;8(12):€27991) doi:10.2196/27991

KEYWORDS

user-centered design; partici patory design; human-computer interaction; patient and public involvement; self-monitoring technol ogy;

bipolar disorder; mobile phone

Introduction

Overview

Smartphone apps focused on menta health are increasing in
number [1]. There are approximately 10,000 mental health and
wellness apps available for download for mental health
diagnosis, treatment, and support. Self-monitoring apps are
predominant, and it was found that most applicationsfor serious
mental illnesses (such as bipolar disorder [BD], schizophrenia
and schizoaffective disorder, major depressive disorder, and
psychotic disorder with suicidality) fall into this category [2].
As a case example, we focus on self-monitoring apps for BD.
Despite the growth of this market, little supporting literature
exists to guide best practice design and evaluation of the

Figure 1. User-centered design process adapted from McCurdie et al [5].

@
Concept generation and o
ideation

effectiveness of mental health apps [3]. Murray et a [4] have
argued that to establish and optimize the reach, adoption, and
sustained use of health interventions, the principles of
user-centered design (UCD) are required. The application of
participatory approaches such as UCD principles and activities
(International Organization for Standardization 9241-210:2010)
are becoming standardized more increasingly, an example being
the approaches used by the National Health Servicein the United
Kingdom and also internationally in private and public health
and theindustriesthat provide them, such asmedical technology
and pharmacological companies. Giventhat UCD isacommonly
adopted approach, wefirst need to explain how it is articulated
to contextualize this to other approaches of user involvement
that are being adopted. The principleis outlined as follows and
further illustrated in Figure 1 [5]:
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1. The design is based on an implicit and explicit
understanding of users, tasks, environments, and interactions
in the context.

2. Usersareinvolved throughout design and devel opment.

3. The design is driven and refined by user-centered
evaluation.

4. Theprocessisiterative.

5. The design addresses the whole user experience.
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6. The design team includes multidisciplinary skills and
perspectives.

This paper presents the current landscape of user involvement
approachesin the design and eval uation of self-monitoring apps
for BD. This is investigated via 3 specific questions: (1) are
users involved in the design and evaluation of technology? (2)
if so, how does this happen? and (3) what are the best practice
ingredients regarding the design of mental health technology?

JMIR Ment Health 2021 | vol. 8 | iss. 12 |€27991 | p.146
(page number not for citation purposes)


http://dx.doi.org/10.2196/27991
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH

Regarding the first question, Goodwin et a [6] state that there
isalack of parity of user involvement in the design of physical
and mental health apps, where for mental health, users are
involved less frequently than they are for physical heath. A
recent review [7] examined the last decade of studies on
affective health (including BD) and human-computer interaction
(HCI). User involvement was considered, and it was identified
that more ethically sensitive design practices, including the
voices of people living with affective disorders, need to be
integrated. Of the 139 publications included in this study, only
16 (11.5%) of the studiesreviewed reported clinical evaluations
described as involving service users of mental health services
or which met the formal criteria for a specific mental health
problem. Thislack of user involvement isreflected in the quality
of mental health apps for BD as Nicholas et al [8] established
that asignificant proportion of apps contained wish list requests,
indicating that users’ needs are not being met by current app
designs.

Understanding how a serious mental health condition such as
BD has an impact on daily experiencesisimportant and helpful
when designing technology to create ameaningful technological
experience. A study that examined the pathology of BD [9]
described the following unique design considerationsfor mobile
technology that have been reported in theliterature: (1) theside

Majid et al

effects of medication (such as lithium) on a user’'s ability to
read on-screen text, (2) theimpact of medication nonadherence
in BD and how this may affect engagement, (3) sensitivity to
reward-based stimuli in BD and how this can be used for novel
interventions, and (4) the association of increased creativity in
BD and the suggestion that such a user group could contribute
greatly compared with other users in involvement-orientated
type design.

Regarding the second question, it is important to understand
that user involvement in the design of such technology involves
an intersection between health care and technol ogy development,
both of which traditionally have different approaches when
involving the user, athough there are exceptions to the rule.
Patient and public involvement (PPI) dominates as concept for
involvement and engagement within health care studies [10]
and improvement. UCD dominateswithin HCI or servicedesign
more broadly and integrates participatory approachesto achieve
the involvement and engagement of end users. Both of these
approaches look to provide a voice to the patient end users
within applied devel opment projects. It isimportant to consider
these approaches and how they are applied, paying particular
attention to where they overlap and where thetensionslie, some
of which are outlined in Figure 2.

Figure 2. Applications, overlaps, and tensions of health care—based design approaches and human-computer interaction approaches. PPI: patient and

public involvement.

Current Research

There is a growing body of research on the design of mental
health technology with user input, but little has been done to
compare approaches of user involvement to understand best
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practice. Therefore, this paper explores the current practices of
user involvement in the design of mental health technology by
surveying the available literature, using self-tracking technology
for BD as a case example. Specifically, we aim to understand
what practices are being used and the extent to which they
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involve the user. We acknowledge that there can be multiple
stakeholders, participants in and users of mental health
technology but as self-reflection and awareness are the main
aim of self-tracking systems, in this instance we define users
asthose who have adiagnosis of BD who are the primary users
of this technology. To explore these practices, we review the
availableliterature on self-tracking technology for BD and make
an overall assessment of thelevel of user involvement in design.
The findings from this review are used to form best practice
ingredients for the design of mental health technology. This
combines the existing practices of PPl and HCI to evolve from
the generic guidelines of UCD and to those tailored toward
mental health technology.

Background

Health Care-Based Design Approaches

PPl is described as the involvement of patients, carers, and the
public as active partners in the design, delivery, and
dissemination of research to ensureitsrelevance and usefulness.
In other words, research is carried out with or by members of
the public rather than to, about or for them [11]. Unlike the
design of mental health technology, guidelines exist on the best
practices for PPl and measuring its effectiveness. Regarding
practices, there is a continuum of PPI, which is closely linked
to Arnstein Ladder of Citizen Engagement [12]. Involvement
occurs at different levels, and each level has a corresponding
level of effort, commitment, and potential impact or outcome.
This ladder stretches from tokenism to being fully embedded,
where patients are the more dominant voice, delivering and
managing the research themselves. Thelower ends of thisladder
consist of researchers asking for users' views, which are then
used to refine key study documents such asrecruitment materials
or to inform research decision-making but does not go so far as
to involve the PPl representatives as partners in research
activities. Aiming to establish an equal relationship between
theresearchersand PPI participantswith shared decision-making
(often referred to as coproduction) is at the high end of this
participation ladder and described as the pinnacle by many
researchers and clinicians, if not PPl participants themselves.
Inlinewith best practice, PPI participants should be remunerated
for time and effort on projects, athough this is variable
depending on the research and stage of the project [12]. PPI
organizers often PPI participants themselves can also be listed
as coauthors in published works. In terms of effectiveness, a
systematic review of PPl in health and social research identified
the following as benefits of PPl involvement: enhanced quality
and appropriateness of research, development of user-focused
research objectives, user-relevant research questions,
user-friendly information, questionnaires and interview
schedules, appropriate recruitment strategies for studies,
consumer-focused interpretation of data, and enhanced
implementation and dissemination of study results [10].

PPI processes are often used in health technology assessment
studies[13], where the most commonly used approach involves
patients and members of the public directly participating in
committees on the agency involved in technology assessment,
which involves the systematic evaluation of the properties,
effects, and impacts of health technology. PPl is also being

https://mental.jmir.org/2021/12/€27991
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increasingly used in mental health technology development in
recent years[14,15] with some more citizen focused approaches.
PPl is a more passive exercise held at timed points in the
research rather than continuing involvement with direct
interaction with technology on an ongoing basiswhen compared
with more technol ogy-based approachesin HCI, which aremore
iterative and cyclical.

HCI Design Approaches

Technology-based approaches in the discipline of HCI have
developed a powerful vocabulary [16] when it comes to
involving the user in design evolving from UCD to more
participatory democratic forms, considerations of nonuse, design
fictions, critical engagements, and various other approaches. In
particular, Orlowski et a [17] touched on 2 specific methods
when designing mental health technologies with users, which
were utilized in 2 case studies. First isparticipatory design [18],
aScandinavian-born practicewhich is characterized by a 3-stage
iterative design process aimed at understanding users’ implicit
knowledge: (1) exploration of work, (2) discovery processes,
and (3) prototyping. Each stage is organized and carried out
with the users. Another method mentioned by Orlowski et a
[19] stemming from UCD is design thinking. Developing
empathy for usersis at the heart of design thinking as well as
working in collaborative multidisciplinary teams and using
action-orientated rapid prototyping of solutions. Similar to
participatory design, design thinking is an iterative process that
includes severa rounds of need-finding, ideation and
implementation. The interesting part of this cycle is the
need-finding, which is focused on developing empathy for the
users and asking questions, such as who are we trying to help
and what arethe social, political, and economic contexts? When
comparing these approaches in HCI with health care-based
approaches, such as PPI, participatory design is often referred
to as co-design, such as medium-level involvement as described
in PPI. Design thinking takes this 1 step further by focusing on
the development of empathy and achieving parity in voice,
whichisoften described asbeing absent in PPI. Both approaches
are aso iterative, which is needed in the development of
technology, rather than the linear process in PPl. Moreover,
with technology-based approaches, there is dready
acknowledgment of the various tensions, such as cost and
regulation, and how to embed these into the process of
development which are detailed in relevant regulations
(International Organization for Standardization 9241-210:2010
and | nternational Organization for Standardization/International
Electrotechnical Commission 62366).

Methods
Study Design

Search Strategy

In this review, we used 2 search methods. The papers included
were from the hits of searches from an ongoing systematic
review that lead author SM was working on, which focused on
user preferences for self-monitoring technologies for central
nervous system disorders, including BD as a central nervous
system disease. This systematic review is registered on the
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international prospective register of systematic reviews
(PROSPERO 2019; CRD42019139319) and used thefollowing
search terms. (ehealth OR mhealth OR digital health OR
telehealth OR telemonitoring) AND (remote patient monitoring
OR remote monitoring technology OR application ORwearable
OR app ORdevice) AND (central nervous system OR psychiat*
OR neurolog* OR neurodegen* OR mental health OR chronic)
AND (prefer* OR evaluation OR feedback OR usability OR
design ORvisual*) AND patient AND (data or symptom OR Ul
OR user interface) AND (disease OR disorder OR condition)
on the following databases: Association of Computing
Machinery, PubMed, Embase, |EEE X plore and Web of Science,
and the Cochrane Library for papers published in the English
language between 2007 and 2019. During abstract search, papers
related to BD and self-monitoring technology form part of this
review. A further check of the literature was performed on
Google Scholar to review missing papers using the following
search for papers published in the English language between
2007 and 2019: (bipolar AND app*).

Inclusion Criteria

Thefollowing inclusion criteriawere used for included papers:
sample of users with BD and feature novel self-monitoring
technology.

Majid et al

I nformation Extraction

Papers were screened, and information was extracted by lead
author SM. Thefollowing information was extracted and forms
part of the results: number of participantswith BD, description
of self-monitoring technology, description of user involvement
methods, model of user involvement, and further description
of themodel of user involvement. Thisinformation was assessed
according to the criteria of involvement, the results of which
are dso outlined in the table.

Assessment Criteriafor User Involvement

The assessment criteria for user involvement are based on the
best practice model of user involvement, which describes that
users should beinvolved in the concept generation and ideation
stage, prototype design and deployment stage, and evaluation
stage with mechanisms for iteration as described earlier in the
paper (Figure 1). To embed PPl processes, we described the
empowerment of decision-making and creating empathy as part
of high user involvement, as this was described as high on the
PPl continuum of involvement [12]. The criteria are further
detailed in Textbox 1.

Textbox 1. Criteriafor assessing user involvement in selected papers. The categories used here have been developed specifically for this paper and are
different from the degrees of involvement in designing and running a research study as used in patient and public involvement practices.

No user involvement mentioned

«  Nomention of user involvement in design and evaluation

L ow user involvement

Medium user involvement

High user involvement

o Userswereonly involved in 1 stage of design and evaluation with or without iteration

«  Userswereinvolved in more than one stage of design and evaluation with iteration

« Userswereinvolved in the concept generation and ideation stage, prototype design and deployment stage, and evaluation stage with iteration,
likely to have explicit mention of empowering decision-making and creating empathy

Expert Panel Review

The expert panel consisted of an individual with >7 years of
lived experience of BD and expertise in PPI, Professor of
Psychiatry, Assistant Professor of HCI, Assistant Professor in
Human Factors, Research Fellow in Involvement and
Implementation, Senior Research Data Scientist and lead author
SM, who isaPhD student in HCI with a background in mental
health research. Included papersand criteria of assessment were
subject to discussion with the expert panel via bimonthly
web-based meetings with lead author SM over a period of a
year. As the inclusion criteria for the study were only 2-fold,
there were no disagreements over the included papers. There
were also no disagreements over the criteria of involvement as
the papers fel distinctly into these based on extracted
information, which is limited by what was reported in the
studies. Information extracted from the papers was reviewed,
and findings were discussed at meetings to make inferences

https://mental.jmir.org/2021/12/€27991

over what constitutes best practice in this context. The expert
panel review involved discussing recommendations as a
response to the findings of this study to move toward better
practice of user involvement. The findings of the study were
used as the basis of discussion, which was further built upon
with the experti se and working experience of the panel members
of user involvement in mental health technology design. SM
led the write-up on the findings and research paper, which was
shared with the team for comments and changes that were
implemented accordingly.

Results

Overview

The results from the literature search are presented in Tables 1
and 2, including the number of participants, description of
remote monitoring technology, assessment criteria for user
involvement, further description of methods used, and model

JMIR Ment Health 2021 | vol. 8 | iss. 12 [e27991 | p.149
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

of user involvement. In total, 4 studies fell into the category of
no user involvement mentioned, 3 fell into the category of low

Majid et al

user involvement, 4 fell into the category of medium user
involvement, and 2 in high user involvement.

Table 1. Summary of review including characteristics and reference, number of participants, bipolar disorder-specific, description of self-monitoring
technology, assessment criteria for user involvement.

Characteristicsand reference Number of partic-

ipants, n

Bipolar disorder—specific

Description of self-monitoring
technology

Assessment criteriafor user in-
volvement

No user involvement mentioned (n=4)

[20] 22
[21] 48
[22] 118
[23] 28

Low user involvement (n=1)

[24] 76°

Medium user involvement (n=4)

[29] N/AS: thisisa
protocol

[26,27] 7

[28-30] 42 (al papers
combined)

[31-33] 303 (all papers
combined)

High user involvement (n=2)

[34] 59°

[35,36] 25D

Yes

No; borderline personality
disorder aso included
Yes

Yes

No; psychosis also includ-
ed

No; other severe mood
disorders

Yes

Yes

Yes

No; other serious mental
illnesses also included

No; alsoincluded posttrau-
matic stress disorder

Combination of True Colours
Monitoring system and customized
app that records geographic loca-
tion

Mood Zoom smartphone question-
naire

Persond Life-Chart App: electron-
ic diary—based smartphone app

MONARCA?system: combination
of passive and active self-monitor-
ing smartphone app amended to
measure voice feature

Ginger.io: smartphone-based
mental health tracking app

E-care at home: tablet-based self-
monitoring tool

MoodRhythm: smartphone app
that can track social rhythms

MONARCA system: combination
of passive and active self- monitor-
ing smartphone app

OpenSIMPLE: smartphone-based
psychoeducation program

QoLd-M E: smartphone-based,
personalized QoL assessment app

SPIRIT® App: smartphone self-
monitoring app that allows patients
to undertake modules and com-
plete questionnaires for mental
health assessment

No mention of user involvement
in design and evaluation

No mention of user involvement
in design and evaluation

No mention of user involvement
indesign
No mention of user involvement
indesign

Usersinvolved in evaluation stage

Usersinvolved prototype design
and eval uation stagewith iteration

Usersinvolved in prototype design
and evaluation stagewith iteration

Usersinvolved in prototype devel-
opment and evaluation stage with
iteration

Usersinvolved in prototype devel-
opment and eval uation stageswith
iteration

Users were involved in concept
generation and ideation stage,
prototype design and deployment
stage and evaluation stage with it-
eration with agoal to empower
patient decision-making

Users were involved in concept
generation and ideation stage,
prototype design, and deployment
stage and evaluation stage with it-
eration with agoal to empower
patient decision-making

3\ONARCA: Monitoring, Treatment and prediction of bipolar disorder episodes.
bUnclear how many of the participants had a diagnosis specifically of bipolar disorder.
°N/A: not applicable; the paper mentioned no user involvement.

dQoL: quality of life.

ESPIRIT: Study to Promote Innovation in Rural Integrated Telepsychiatry.
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Table 2. Further summary of included studies including further description of methods used, model of user involvement and further description of
user-involvement method.

Characteristicsand refer-  Further description of methods used Model of user involvement  Further description of user-involvement
ence model

No user involvement mentioned (n=4)

[20] N/AZ N/A N/A
[21] N/A N/A N/A
[22] N/A N/A N/A
[23] N/A N/A N/A

L ow user involvement (n=1)

[24] o Userscompleted nonstandardized measures  None mentioned N/A
for satisfaction and perceived effect on
clinical care

Medium user involvement (n=4)

[25] «  Prototype design and deployment stage: 3  Cocreation approach Aim of the approach was to create a
rounds of interviews with 8 users where product that would be usable for the
interactive demo materialsand screenshots specific target population and move
were provided as stimuli and feedback was away from traditional rigid waterfall
used to iterate design methods, which only have asingle round

«  Evaluation stage: Credibility and Expectan- of assessment or iteration. Thisapproach
¢y Questionnaire, SUS,® and Client Satis- affected the tool by uncovering usability
faction Questionnaire administered to requirements, which wereimplemented.

measure system usability, user experiences
and client satisfaction.

[26,27] «  Prototype design and deployment stage: Participatory design process During the design process, participants
participants used the app and shared feed- used the MoodRhythm app intheir daily
back, design insights and suggestions for lives and shared their feedback, design
improvement at least once aweek. Wire- insights, and suggestions for improve-
frames were sent back to participants, ments to the app. This process allowed
which incorporated this feedback where participants to provide feedback on an
further feedback was given ongoing basis during the design process

and helped to identify and address con-

«  Evauation stage: poststudy usability scale cernsthat users might have regarding

using SUS these technologies, ensuring the app was
effective for daily use.

[28-30] «  Prototype design and deployment stage: 3- Patient-Clinician Designer  Through this design process, userswere
hour workshops were held for designand  Framework using principles “involved” in making decisions regard-
iterative prototyping where feedback was  of user-centered design ing system features using collaborative
incorporated into design design workshops. The design of the

. Evaluationstage: SUSwasadministeredin MONARCA® sy stem uses amobile
afield trial. A nonstandardized question- phone app as the main component.

naire for usefulness and perceived useful-
ness was al so devel oped and administered.

[31-33] «  Prototype design and deployment stage: User-centered design Using the user-centered design approach,
users were involved in focus groups, inter- suggestions were incorporated based on
views, and surveys with research teams. feedback from the usersduring the feasi-
Unclear how findings were used to iterate bility study aswell as modifications to
the prototype adapt the platform for an open study.

«  Evaluation stage: engagement was calculat- Several featureswere added to OpenSIM-
ed based on weekly percentage of complet- PLE using this approach

ed tasks. Usability was calculated using the
SUS and satisfaction and perceived hel pful-
ness using Likert scales.

High user involvement (n=2)
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Characteristics and refer-

Further description of methods used

Model of user involvement  Further description of user-involvement

ence model
[34] Concept generation and ideation stage: 10 Cocreation approach The QoL-ME was cocreatively devel-

participantswereto sharetheir experiences oped in an iterative devel opment process

with smart devices, apps and QoL 9 ques- with groups of people with severe mental

tionnairesand to ideate regarding QoL-ME health. The process consisted of 6 itera-

in afocus group tions divided over 3 stages: brainstorm-
ing stage, design stage, and usability

Prototype design and deployment: paper stage. The development process was de-

sketches (wireframes) were presented and scribed as fitting in the framework of

were gradually refined, expanded, and participatory design. Feedback was used

made to function where afirst prototype to make several changesto QoL-ME

was developed. 25 participants were in-

volved in this stage

Evaluation stage: prototype was subjected

to usability testing and systematically as-

sessed using the SUS with atotal of 25

participants.

Goal to empower patient decision-making:

no information wasfound in relationto this

[35,36] Concept generation and ideation stage: 1  Human-centered design Target users and domain experts were

focus group was run with usersto propose  process, participatory design  engaged in aparticipatory design process
the SPIRITE app and asecond focus group  Process, and Principle of throughout development via focus

Digital Development groups and usability testing with national

was run to refine SPIRIT app concept
Prototype design and deployment stage:
focus groups were run with user to elicit
feedback on storyboard and prototype and
prototypes were refined based on feedback
Evaluation stage: developed a usability
testing framework, which was conducted
with 5 participants where feedback wasin-
corporated into the app

Goal to empower patient decision-making
and creating empathy: the study had an ad-

consumer advocacy groupsand providers
and patientsin rural clinics. The process
also adhered to the principles of digital
devel opment which includes the follow-
ing: design with the user; understand the
existing ecosystem; design for scale;
build for sustainability; be data driven;
use open standards, open data, open
source, and open innovation; reuse and
improve; address privacy and security;
be collaborative

visory group called CAB [fwhich consisted
of 8 “consumers’ and “ consumer advo-
cates’ who met monthly to advise the
SPIRIT scientific team on all aspects of
trial design and conduct, which was result-
ed in changes to the app and study

8N/A: not applicable; the paper mentioned no user involvement.

bsus: System Usability Scale.

°MONARCA: Monitoring, Treatment and prediction of bipolar disorder episodes.
onL: quality of life.

€SPIRIT: Study to Promote Innovation in Rural Integrated Telepsychiatry.

fCAB: Consumer Advisory Board.

Expert Panel Review E;r;rs; deration that needs to be considered when recruiting

As per the third question, the findings of this paper have been 2. Ensure early involvement as this will be cost-effective in
discussed within agroup of individual swho offer academic and the long run (avoid redesign and problems with use and

clinical expertisein thisareaaswell asan individual with lived implementation in the later stages).

experience of BD who also has agood level of experienceand 3. Combine principles of PPl and HCI to not only have users

participation in PPl. On the basis of these discussions, we to assist in designing technology but also in designing and

recommend the following: running research (eg, users cofacilitating design workshops)
and use end-to-end user involvement.

4. For academic and industry sectors to establish better
mechanisms to access target user groups with lived
experience of mental healthissues, for example, by building
relationships with existing patient-directed organizations
such as charities and patient-led community groups.

1 Involve users in al stages of design and evaluation,
including concept generation and ideation, prototype design
and deployment, and evaluation stages with the goal of
creating user empathy and empowerment. This process
should have an adequate number of participantsto welcome
diversity in thought. Equal representation is also a crucial
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5. Increase awareness of HCI and design communitiesin PPI
principles and practices and increase awareness of PP
community in HCI and design methods or skills.

6. Encourage use and mixing of formal scientific or design
methods with informal experiential and empathic practices
to capture richness in understanding the dynamic
requirements of technology users, which are cognizant of
use in context.

7. Keep the user informed at all stages of the process,
including final outcomes, future use, and next steps, which
are often forgotten about.

Discussion

Principal Findings

This paper presents the current landscape regarding user-led
design and eval uation of self-monitoring appsfor BD. Thiswas
investigated via 3 specific questions: (1) are users involved in
the design and evaluation of technology? (2) if so, how does
this happen? and (3) what are the best practice ingredients
regarding the design of mental health technology?

For thefirst question, atotal of 17 papers wereincluded in this
review, which resulted in the evaluation of 11 novel smartphone
apps for self-monitoring of BD. Intotal, 6 of these papers have
been grouped together asthey have been published with respect
to the same smartphone app, which is highlighted in the Tables
1 and 2. Regarding thefirst question, the resultsfrom thisreview
indicate that users are being involved in design and evaluation,

https://mental.jmir.org/2021/12/€27991
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but this is highly variable in terms of level of involvement. In
total, 4 self-monitoring apps (n=4 papers) were classified as
having no mention of user involvement in design, 1
self-monitoring app (n=1 paper) was classified as having low
user involvement, 4 self-monitoring apps (n=9 papers) were
classified as having medium user involvement and 2
self-monitoring apps (n=3 papers) were classified as having
high user involvement.

With respect to the second question, there is variability in the
models of user involvement in design and evaluation, where
the following have been described: agile devel opment process,
cocreation approach, participatory design, patient-clinician
designer framework, user- and human-centered design, and
principles of digital development. The key characteristics of
the models are described in Textbox 2. The standout method
mentioned was the agile development process, which is a
software development process aimed at producing outcomes
fast in relation to market constraints and the ability to
accommodate changes during the software development cycle
[37]. The use of mental health technology is sparse [38], and
there are questions asto how amodel aimed at quickly meeting
market constraints considers the users' voice and needs during
the process of designing mental technology, which sheds light
on why it was ranked low regarding involvement as it only
considered users in the evaluation stage. Finally, this large
amount of variability shedsfurther light on the need for quality
guidelines in the reporting of user-involved development of
mental health technologies.
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Textbox 2. Key characteristics of user involvement.
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Agile development process

« An iterative approach to project management which is aimed at product fast outcomes in relation to market constraints and the ability to

accommodate changes during the software development cycle

Cocreation approach

« A processwhichisaimed at creating “with” users and stakeholders to ensure results meet their needs and are usable

Patient-clinician designer framework

« A processwhich usesthekey principles of user-centered design to be applied in the context of mental health. A framework which aimsto involve
patients and clinicians in the process of design through collaborative design workshops and iterative prototyping

Human-centered design

« A processwhich isbased on designing based on characteristics and intricacies of human psychology and perception which is considered to carry

out a deeper analysis that user-centered design

Principles of digital development

« A process which focuses on the following 9 principles during digital development:

«  Design with the user

« Understand the ecosystem

« Designfor scale

«  Build for sustainability

« Bedatadriven

«  Useopen data, open standards, open source, and open innovation
« Reuseandimprove

« Address privacy and security

. Becollaborative

The descriptive section of Textbox 2, which describes how
models of involvement were implemented as outlined in the
selected papers, also uncovers pertinent findings to the second
question. It wasfound that papersthat were classified ashaving
high user involvement displayed an increased level of detail on
how they implemented their chosen user involvement model.
In addition, those papers that were classed as high user
involvement not only described their methods as mainly
participatory design, but aso described a combination of
methods such as cocreation, participatory design, and
human-centered design. This highlights some early suggestions
that it is the combination of methods that could be the driving
force of ideal user involvement, which underpins points 5 and
6 of our recommendations of best practice, as outlined in the
Results section. These pointsindicate that there should be amix
of methods to capture the unique and dynamic requirements of
mental health technology users and that there should be an
increased awareness of these methodsin both the HCI and PPI
design communities.

Focus groups were the method of choice during the concept
generation and ideation stages. For the prototype design and
deployment stage, the following methods were shown to have
been used: focus groups and workshops, sharing of wireframes,
and interviews. For evaluation stages, there was a combination
of the use of standardized and unstandardized questionnaires

https://mental.jmir.org/2021/12/€27991

to measure factors such as usability, satisfaction, and usefulness
of the smartphone app. For afew studies, completing tasksusing
the app was also a method used for evaluation. Only 1 study
that met the high user involvement criteriahad explicit reference
to empower patient decisions and create empathy by having a
patient advisory board whose role was to advise the scientific
team of al aspects of the study and smartphone app. Some
studies[26,27] had particularly low participant numbers (ranging
from 1 to 7 users), and there are questions as to whether such
small samples can adequately capture users’ needs or wantsand
whether this constitutes a user-focused approach. The aims of
these methods are to represent diversity in thisvoice and capture
both an implicit and explicit understanding of users, tasks,
environments, and interactions so that technology can be
designed better, and it can be argued that such small samples
cannot provide the richness of understanding needed for this.
Thereal lived experience of the condition cannot be understood
and adequately covered with such asmall sasmple size. That is
not to say that a large number of participants capture this
adequately either asthereisapool of studies[21,22,24] with a
large group of participants that do not adequately describe how
the findings were used to iterate the technology. It is both the
number of users and the level of engagement that constitutes
an appropriate user-centered methodology. In summary, this
research provides evidence that despite the presence of
recommended standards for the involvement of the user in the
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process of design and evaluation of mental health technology
specifically for BD, thereislarge variability in whether the user
isinvolved, how they are involved, and to what extent there is
genuine empowerment in the voi ce of the user, whichistheaim
of design approachesinvolved in mental health technol ogy.

Limitations

The limitations of this study may also contribute toward the
lack of user involvement mentioned in this paper. This paper
reflects the current practices of user involvement to the extent
to which authors made this explicitly available in the chosen
literature. It could be the case that not all authors disclosed the
process of design in the paper for a variety of reasons. With
strict word limits in the case of often complex papers in the
field of mental health technology, authors may have decided to
focus on other parts of the technology, such asresults, and omit
the design and development of the technology. Likewise, the
process of design could be described in other papers, which
may not have been included in this review. We did not contact
authorsto check if therewas additional literature on user design
or interview authors regarding user design in the devel opment
of technology, but such practices might produce a more
comprehensive review of user design practices in the future. It
is also worth noting as a limitation that only research-led app
development projects were assessed and there may be
innovations in commercial and nonprofit developments that
have not been considered in this paper as only published
literature was considered. Finally, there may be limitations
around the recommendations of best practice provided by the
group of experts, and future studies should consider more
structured tools such as the Del phi method.

Comparison With Previous Work

A question for future investigation is why is this variability
present? Previous studies have considered this, where it was
concluded that there is a lack of parity when involving those
with mental health issues in design compared with those with
physical health issues [6] and more specifically for BD it was
found that only a small proportion of studies for technology
included involving the user in a recent review [7], despite the
benefits of involvement [9]. The first step to consider is the
inherent logistical and ethical issues that arise when working
with those with severe mental health issues [39]. In terms of
studies that indicated no or low user involvement, 1 potential
reason for this may be accessihility to a suitable user group.
Academic institutions are often closely linked to health care
settings with forma protocols and regulations that allow
accessibility to mental health care settings and patients.
However, there are drawbacksto this, including only being able
to accessthe same user representatives, whichislikely to create
inherent bias. In contrast, research conducted inindustry settings
is likely to not have this type of working relationship, largely
because of conflictsof interest, making it more difficult to access
theright user group. Academic, clinical, and industrial settings
need to work collaboratively to establish mechanismsto enable
technology development and the contribution of appropriate
users to be accessible, inclusive, and representative.

From a more systemic perspective, this intersection between
PPl and HCI may shed more light on the variability of user
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involvement both in this study and more generally. Both
approaches combined describe the umbrella of thetypes of user
involvement methods described in this review. However, both
approaches individually have tensions that need to be
considered, which are likely to impact the application of these
methods. PPl approaches have limitations in that they are
currently not versed in considering design within the tensions
of cost and regulation, as PPl processes are often the result of
existing government funding for research, rather than
commercia and industrial funding, which is more typical of
technology development. Tensions arise because of the
differences in time management and resource allocation
depending on the funding source, and there are questions
regarding the adaptability of PPl practices for this. These
practices tend to be focused on the clinical context and clinical
task and are not versed in considering more subjective,
hard-to-measure, and tacit aspects when designing technology
such as user experience and everyday life practices, which are
facets removed from direct clinical care. PPl approaches tend
to traditionally linear, static approaches that do not evolve or
iterate owing to new information, which is not suitable when
designing technology where iteration is arequirement. Thisis
because the origins of PPI do not stem from design or scientific
disciplines, such as HCI, where the elicitation of need-finding
is not just limited to the anticipated as it is in PPl but also
unanticipated or implicit in nature [40]. For example, when
reviewing user preferences on data visualization for remote
monitoring technology, BD wastouched upon, and it wasfound
that the state of readiness and state of health as well as data
literacy and familiarity with technology are all factors when
considering user engagement with remote monitoring technol ogy
[40]. The consideration of factors, such as state of readiness
may not be readily captured by PPI.

For HCI approaches, unlike PPI processes, thereisalack of use
of these formal methodsin the context of mental health service
and technology design. Therefore, there is little evidence of
their effectiveness [17]. PPl processes based on and in health
care provision and improvement work are often conducted by
professionals who have a skillset targeted toward working and
engaging with those with mental health issues, whereas this
cannot be said in thefield of HCI where the training background
islargely different with little or no experiencein mental health.
It is unclear whether this is a benefit of technology-based
approaches as it has the potential, if planned and implemented
well, to remove the power dynamicsand hierarchy by not having
aclinician taking lead which can sometimes negatively impact
meaningful PPI contributions. Alternatively, it may be that if
not designed with empathy and in conjunction with the advice
from clinical persons or those with lived experience, HCI
approaches could be a hindrance and abarrier to disclosure and
engagement if the nonclinical professionals do not have the
skillset to meaningfully engage those with mental health issues.
This research highlights the need to upskill both communities
to be better equipped, and it is important for future research
should aim to explore this. Conclusively, user-focused
approaches can provide a framework for PPl to embed
participatory activities within the iterative, fast-paced
devel opment process of mental health technol ogy development.
Likewise, PPl has devel oped core standards around establishing
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an equal relationship between users and researchers, which can
lend itself well in HCI approaches where thisis not necessarily
present.

Conclusions

Majid et al

among the design approaches used in PPl and HCI may shed
some light on why there is variability in user involvement.
Currently, both design approaches work independently;
however, future practices should aim to work together and

encourage awareness and mixing of methods. The findings of
this research have been reviewed by an expert panel, including
anindividual with lived experience of BD, and recommendations
were made for the design communities to establish better
mechanisms for awareness, mixing of methods, and increased
user involvement.

In conclusion, this research provides evidence that despite
recommendations on the involvement of usersin the process of
mental health technology design and evaluation, in this case,
specifically for BD, thereislarge variability in whether the user
is involved, how they are involved, and the extent to which
thereisauthentic empowerment of the user’svoice. Thetensions
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Abstract

Background: The use of routine outcome monitoring (ROM) in the treatment of mental health has emerged as a method of
improving psychotherapy treatment outcomes. Despite this, very few clinicians regularly use ROM in clinical practice. Online
ROM has been suggested as a solution to increase adoption.

Objective: Theam of this study isto identify the influence of moving ROM online on client completion rates of self-reported
outcome measures and to identify implementation and utilization barriers to online ROM by assessing clinicians’ views on their
experience using the online system over previous paper-based methods.

Methods: Client completion rates of self-reported outcome measures were compared pre- and postimplementation of an online
system of ROM. In addition, a survey questionnaire was administered to 324 mental health service providers regarding their
perception of the benefits with an online system of ROM.

Results: Client completion rates of self-reported measuresincreased from 15.62% (427/2734) to 53.98% (1267/2347) after they
were moved online. Furthermore, 57% (56/98) of service providersfound the new system less time-consuming than the previous
paper-based ROM, and 64% (63/98) found that it helped monitor clients. However, the perceived value of the system remainsin
doubt as only 23% (23/98) found it helped them identify clients at risk for treatment failure, and only 18% (18/98) found it
strengthened the therapeutic aliance.

Conclusions:  Although the current study suggests mixed results regarding service providers' views on their experience using
an online system for ROM, it has identified barriers and challenges that are actionable for improvement.

(IMIR Ment Health 2021;8(12):€29243) doi:10.2196/29243

KEYWORDS

routine outcome monitoring; progress monitoring and feedback; outcome measures; web-based outcome monitoring; routine
outcome monitoring software; outcome measurement questionnaire; measurement-based care

interventions with measurable outcomes have been identified
as important components of future improvements to mental
health services [3]. The incorporation of routine outcome
economic burden on the individual and society, has gained monitoring. (ROM_) into clinical practice has emerged as a
global recognition [1,2], creating a push to invest in solutions  Method of improving psychotherapy treatment outcomes [4].
[3]. Mental health action plans that include evidence-based ROM involves monitoring client progress throughout their

Introduction

The prevalence of mental illness, accompanied by itssocial and
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course of treatment at regular intervals using standardized
measures and feeding the information back in real time to the
clinician and client, thereby alowing for the identification of
any need to change the care plan [4-6]. According to Lambert
and Harmon [7], client progress measurements and feedback
appear to work similarly to a physician monitoring patients
blood sugar in managing their diabetes, and most importantly,
it can identify possible impending treatment failure. Studies
have shown that ROM contributes to an increased number of
clientswho improve from the recei pt of mental health treatment
[8], an increase in the degree to which they improve, and a
decrease in the number of treatment failures[7,9].

The use of ROM in clinical settings appears to have a positive
effect on patient outcomes in several ways. One key benefit is
that ROM can help cliniciansidentify clientsat risk for treatment
failure by limiting the effect of overestimating their own abilities
(self-assessment bias) [10-12]. Boswell et al [13] state,
“Clinicians could benefit from using tracking systems because
of their likely overly optimistic estimates of their clients
outcome and their inability to predict treatment failure,
specifically, reliable negative change” A study by Hannan et
al [14] which examined the ability of therapists (clinicians) to
identify patient deterioration found that therapists only identified
2.5% (1 of 40) of clients who left treatment worse than when
they began. Similarly, Lambert [10] states, “...a significant
therapy-related cause of poor outcomes is the failure of
therapiststo be aware of poor treatment response asit develops
over the course of therapy.” When clinicians can identify clients
at risk for treatment failure earlier, they can adjust the course
of treatment or optimize treatment instead of waiting until the
end of treatment [15].

Another positive effect of ROM in mental health treatment is
quicker client improvement, which is tied to faster recovery
resulting in fewer treatment sessions [14,15]. Fewer treatment
sessions mean cost savings for health institutions facing
increasing pressures for accountability and cost containment
[16]. A quick recovery also means less suffering on the part of
the client [16]. ROM with ongoing client feedback is therefore
a method of providing more efficient and cost-effective care
[15,17].

The use of ROM can also improve the therapeutic alliance
between clinician and client. Clinicians who form stronger
aliances with their clients can expect better outcomes
[14,15,18-21]. Brattland et a [22] found that when ROM was
in place, aliance ratings increased more than they did with the
treatment-as-usual condition, and this improvement in the
therapeutic alliance resulted in less posttreatment impairment.

Despite these benefits of ROM and the fact that many countries
are recommending the use of ROM in various mental health
settings [10,23-25], previous studies assessing usage suggest
that fewer than 14% of clinicians use standardized progress
monitoring measures regularly in their provision of mental
health services[22,26]. Severa obstaclesfaced by mental health
organizations and therapists in implementing ROM in clinical
practice may explain the low rates of usage: the time required
to administer, score, interpret and report client feedback; the
financial burden of implementation; multiple stakeholderswith
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different needs; and philosophical barriers, such as scepticism
regarding the relevancy and utility of the measurement tools,
fear and mistrust about what the data will be used for, fear of
being monitored, and privacy and ethical concerns [12,27,28].
Inadeguate training and awareness regarding the use of ROM,
how to complete the measures, and alack of ongoing technical
support, compound these issues [27,29].

Previous studies eval uating the organizational benefits of ROM
have shown that using online systems provides instantaneous
feedback to clinicians and clients [5,7,8,12]. The Partners for
Change Outcome M easurement System, which usesweb-based
softwareto cal culate and track the client’s outcome rating score
or the OQ-Analyst software signal aert system, has
demonstrated a reduction in client deterioration rates and
significant change in clients predicted to have a poor outcome
[6]. Barriersto uptake of the use of ROM can also be overcome
by implementing a system that is simple and easy to use, is not
disruptive to routine mental health therapy practice, and that
can “expedite and ease practical difficulties’ [12].

The objective of this paper isto identify if moving to an online
system of ROM influences client completion rates of the
outcome questionnaires. In addition, service providers' views
on their experience using an online system will be examined to
identify implementation and utilization barriers and highlight
actionable items where improvements can be made to ensure
successful future implementations.

Methods

The study was conducted at alarge mental health and addiction
facility in Canada, and 2 types of data were collected. First,
retrospective datawere gathered on compl etion of self-reported
measures by clients. Second, a cross-sectional survey of mental
health service providers was conducted to investigate their
perception of the benefits of using an online ROM in their
treatment of clients in the Depression Care and Trauma Care
individual outpatient counseling programs. For the purposes of
this study, clinicians are referred to as “service providers” A
research ethics board application was submitted, and ethics
review was deemed to not be required.

In this study, ROM refers to the repeated measurement of a
client's progress over the course of treatment according to
standardized self-reported measurement questionnaires or
assessments (see Multimedia Appendix 1 for a list of
assessments and their expected frequency). This information
regarding the client’s current status is fed back to the clinician
or client and isintended to be used by the clinician to assess if
achange or ateration in the current treatment plan is necessary
[5,7,30]. The self-reported questionnaires commonly measure
client progress regarding symptom severity, social functioning,
and personal well-being [9,14,28,31].

Before the online ROM was implemented, the self-reported
measures (Multimedia Appendix 1), were completed by the
service providersin asession with the client and were manually
entered into the client system by the service provider or faxed
to the main office administration staff for manual entry into the
client system. Postimplementation of the online system for
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ROM, the same assessments were performed at the same
frequency and intervals (Multimedia Appendix 1), but they were
to be completed by the client prior to coming to session viatheir
online portal. In this way, feedback would be available in real
time to both the service provider and the client.

Rates of completion of the self-reported measurement
guestionnaires (assessments) by the clients as part of the ROM
process were calculated as follows: each client that filled out at
least 1 assessment battery at 1 time point during the course of
treatment was calculated as 1 client with a completed
assessment, both pre- and postimplementation. Thetotal number
of clientswith a completed assessment was divided by the total
number of clients. All clientsin the Depression Careand Trauma
Care programs were expected to compl ete assessments; all were
included for the time period of 18 months prior to the
implementation of the online ROM and again at 18 months
postimplementation of the online ROM.

A survey questionnaire was designed by the investigators for
this study based on aliterature review of research on utilization
and attitudestoward ROM in thetreatment of mental health and
adaptation of the survey questions used in those studies
[26,30,32,33].

The questionnaire consisted of ten, 5-point Likert scale
guestions, asking service providers how they would best
characterize their feelings toward the use of an online ROM
system in the areas of time savings (Q1), client receptiveness
(Q2), alowancefor regular progress monitoring of clients (Q3),
adequacy of training (Q4), strengthening of the therapeutic
aliance (Q5), identification of clients at risk for failure (Q6),
increased workload (Q7), help available as needed to assist in
using the program (Q8), if confidence in usage increased over
time (Q9), and if it positively impacted the care they provided
(Q10). In addition, the questionnaire included 1 open-ended
freetext question asking for further comments. The
guestionnaire was offered in both English and French to
accommodate the bilingual nature of health care services in
Canada (see the English version of the service provider survey
in Multimedia Appendix 2). The data collection for the survey
occurred between January 20, 2020, and February 20, 2020.
Two reminder emailsto complete the survey were sent, thefirst
halfway through the data collection period on February 3, 2020,
and the second 2 weeks after that on February 17, 2020.
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The online survey questionnaire created and used for this study
wasdistributed to 324 mental health service providersviaemail.
All service providers were mental health counselors and had at
least a master’s degree in social work, psychology, or another
health-related discipline. The inclusion criteria for service
providers were that they had an online account and that they
had at least 1 client using the program at the time of study. Of
the 324 service providerswho received the survey, 98 completed
the questionnaire, resulting in aresponserate of 30.2% (98/324).
Of the 98 responses, 10 were completed in French.

Results

Client completion rates (total number of clients with at least 1
completed assessment divided by the total number of clients)
of the self-reported measurement questionnaires using
paper-based methods calculated over an 18-month period
preimplementation of an online ROM were 15.62% (427/2734).
Postimplementation of an online ROM, client completion rates
calculated over an 18-month period were 53.98% (1267/2347).

Survey responses provided the following results. Most service
providers (56/98, 58%), responded that the online system was
less time-consuming than were previous paper-based methods
(Q1); however, only 31 out of 98 (31%) agreed that the system
did not increase their workload (Q7).

With regard to the online system of ROM allowing for regular
progress monitoring of their clients (Q3), 63 out of 98 (64%)
service providers responded that the online system did allow
for regular progress monitoring of their clients. However, only
23 out of 98 (23%) responded that the online system helped
identify earlier clients at risk for treatment failure (Q6), and
only 18 out of 98 (18%) responded that the online system
strengthened the therapeutic alliance with their clients (Q5). In
addition, only 45 out of 98 (64%) service providers responded
that their clients were receptive to using the online system to
complete the self-assessment questionnaires (Q2), and only 38
out of 98 (38%) responded that the program positively impacted
the care they provided (Q10).

With regard to their ability to successfully use the system, only
36 out of 98 (37%) reported that help was available as needed
to assist with using the program (Q8), 46 out of 98 (47%)
responded that they received adequate training (Q4), and 50 out
of 98 (51%) felt more confident in their ability to usethe system
sinceit wasfirst introduced (Q9; Figure 1).
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Figure 1. Service Provider Survey Results.
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Strongly Disagree Disagree Neither agree nor disagree Agree Strongly Agree

a1 10% 17% 15% 31% 25%

Q2 8% 29% 16% 33% 12%

a3 6% 16% 13% 42% 21%

Q4 9% 21% 22% 35% 11%

as 13% 31% 36% 13% 5%

a6 9% 27% 39% 17% 6%

Q7 12% 30% 25% 21% 10%

as 7% 16% 39% 28% 8%

a9 7% 21% 20% 40% 10%
Qio 12% 19% 30% 27% 10%

0% 10% 20% 30% 40%

Many of the 48 free-form responses were able to be split into
several themes. The service providers who responded with
positive feedback indicated their appreciation for the instant
feedback on the progress of their clients: “I would say the best
part is that it's easier than paper and results are easy/instant”;
“1 like the paper savings, instant scoring and ability to visually
monitor progress onling”; and “ Overdl | think it is a great

tool...”.

Most service providers, however, stated difficulties navigating
the software and understanding the process. Many of these
respondents specifically stated that they received inadequate
training, and many made a request for additional training. Due
to their own difficulties using the software, some also described
issues with assisting their clients in successfully using the
software. In addition, some service providers stated they had
to resort back to completing the measures for their clients or
completing it with their clients on paper in session and faxing
in the results. Reasons given by service providers for thiswere
clientsreporting technical difficulties, preferring paper and pen,
reporting being too depressed aready, or stating the process
was frustrating and anxiety-provoking. Some service providers
stated they found no benefit with using the online program over
previous paper-based methods, some reported an increase in
their workload, and some reported accessibility issues due to
the platform not being entirely in French.

Discussion

Principal Findings

Thefindingsof this study suggest that an online system supports
adoption of routine outcome monitoring in the treatment of
mental health. Despite this study’s findings of low client
receptiveness with service providers occasionally having to
revert to paper-based completion of the measures, client
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completion rates increased significantly with the use of the
online system of ROM. Previously with a solely paper-based
system, only 16% of clients completed assessments; however,
after implementation of the online system, the completion rates
increased to 54%. A study evaluating the benefits, barriers, and
disadvantages of el ectronic patient-reported outcome measures
identified that electronic collection offers more advantages over
paper-based methods. The study, conducted via a systematic
review of articles that evaluated electronic patient-reported
outcome measures identified advantages that included greater
patient preference, lower costs, faster completion time, higher

data quality, and higher response rates [34].

Upon examination, the benefits of an online system over
paper-based methods are clear; however, service providers
perceptions are mixed. Contradictory results were found with
regards to efficiency. Although 56 out of 98 (57%) service
providers responded that the online system was less
time-consuming than were previous paper-based methods, only
31 out of 98 (31%) responded that the system did not increase
their workload. One of the main barriersidentified in previous
literatureto the utilization of ROM has been the significant time
burden involved, and it has been suggested that software systems
may alleviate some of the burden [5,12,35,36]. The results of
the current study, with 58% (56/98) of service providers
responding that the online system was less time-consuming,
show promise for improvement in ROM utilization if an online
system is adopted. However, the low response rate of only 31%
(31/98) of service providers reporting that the online system
did not increase their workload is concerning.

With regard to the service providers' views on their experience
using an online system of ROM, 63 out of 98 (64%) agreed that
the system of the online ROM did allow for regular progress
monitoring of their clients. However, only a minimal humber
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of service providersrecognized benefitswith the use of an online
ROM for identifying clients at risk for treatment failure (23/98,
23%) or strengthening the therapeutic alliance (18/98, 18%).
The online system of ROM that was implemented allowed
service providers and clientsto view progressin graphsin real
time. The service provider was then able to determine if the
client’s progress was going in a positive or negative direction.
Theonline system also had adashboard flag to allow the service
provider to identify if the client was suicidal or displaying
suicidal ideation. This flag is similar to other ROM systems
such as the OQ-Analyst feedback system that provides a red
alert signal to indicate that the client is responding poorly to
treatment [6]. It may be that service providers are relying on
their own abilities and efforts to identify clients at risk for
treatment failure or to strengthen the therapeutic alliance rather
than using the tools available to them with the online system.
Thishasbeen demonstrated in previousliterature which reports
that clinicians have an overly positive self-assessment bias as
to their ability to affect client improvement and a tendency to
underestimate client deterioration [11,37]. Increase in training
and future evaluation to assessif service providers are viewing
the real-time feedback that is available to them through the
online system should be completed to improve these 2 study
results.

Only 45 out of 98 (46%) service providers reported that their
clients were receptive to using the online system. This finding
was underscored in the open-ended comments with some
indicating that their clients refused to use the program, preferred
paper and pen, or preferred to complete the questionnaires in
session with the therapist. Clients also reported they were too
depressed or lacked the motivation to use the program or felt
the program provoked feelings of frustration, agitation, and
anxiety. Similar findings regarding client receptiveness have
been identified in the literature with some users expressing
frustrations with a complicated or unintuitive interface, or
technical issues and malfunctioning websites to the point of
giving up [38]. In a2021 research study performed in Australia
to improve mental health and well-being health information
technology for culturally diverse youth in nonurban areas,
participantsidentified that the technology should be easy to use
and understand and should not make the user feel overwhelmed
or frustrated [39]. Functionality has been demonstrated in the
literature to be of high importancein enhancing user satisfaction
for the implementation of a web-based platform [40]. Overall,
our findings are consistent with previous research findings and
suggest a lack of user-friendliness may be a factor in the low
client receptiveness to using the ROM online system in our
current study.

Finally, our study showed low results regarding service
providers receiving adequate training or having help available
when using the system was needed. Previous research concurs
with theseresultsin that it has been identified that lack of proper
training and support is a barrier to successful implementation
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and utilization of a ROM program and that both these
components are needed for successful adoption of an online
system [27]. Therefore, enhancement in training and ongoing
technical support could be actioned to improve success of future
implementations.

Limitations

A limitation in this study is the low survey response rate by
service providers, with just 98 out of 324 (30.2%) participants
responding. Although this response rate and sample size are
comparable to those of previous survey studies [30,41],
obtaining feedback from more service providersusing theonline
system would give atruer picture of the perception of benefits.
Another limitation relates to the client completion rates, asthe
clients only had to fill out 1 assessment battery at 1 time point
during the course of treatment to beincluded in the calculation,
which does not necessarily give atrue picture of increased rates.
Further studies should investigate whether online ROM |eads
to a sustained completion of assessments.

For the purpose of parsimony, each question investigated a
different construct. Future studies should use multiple itemsto
enable a measurement of reliability and validity.
Recommendationsfor future research al so include an expansion
of sociodemographic characteristics of service providers, which
may help to explain the current findings. For example, service
provider age, ethnicity, length of employment, years of
experience, education details, and physical location they are
servicing could be included as factors that may influence
perceptions of the use of an online system for ROM. Previous
research suggests that mental health therapists who have
graduated more recently tend to value ROM and are more
inclined to useit [25].

A direct survey evaluation of client experience and perceptions
using an online system for completing mental health
guestionnaires is also recommended for future research given
the current low receptiveness of clients. This additional
information would be beneficial in highlighting necessary
improvements that should be made for future implementations.
It also would be helpful to reevaluate service providers
perceptions on the use of an online ROM after an enhancement
is made in training and ongoing support to identify if this
adjustment would glean improved results.

Conclusions

Overall, thefindings of this study suggest that online ROM has
strong potential to lead to increased adoption of ROM, which
has been associated with better outcomes for patients. This
should encourage researchers and practitioners to identify and
address the barriers and challenges, which, with limited
intervention, could increase the chances of future
implementation success, improved utilization, and completion
of the measures.
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Abstract

Background: As digital peer support is quickly expanding across the globe in the wake of the COVID-19 pandemic,
standardization in the training and delivery of digital peer support can advance the professionalism of thisfield. While telehealth
competencies exist for other fields of mental health practice, such as social work, psychiatry, and psychology, limited research
has been done to devel op and promote digital peer support competencies.

Objective: Thegoal of this study isto introduce the coproduction of core competencies that can guide digital peer support.

Methods: Peer support specialists were recruited through an international listserv and participated in a 1-hour virtual focus
group. A total of four focus groups were conducted with 59 peer support specialists from 11 US states and three countries.

Results: Analysis was conducted using the rigorous and accel erated data reduction (RADaR) technique, and 10 themes were
identified: (1) protecting the rights of service users, (2) technical knowledge and skillsin the practice of digital peer support, (3)
available technologies, (4) equity of access, (5) digital communication skills, (6) performance-based training, (7) self-care, (8)
monitoring digital peer support and addressing digital crisis, (9) peer support competencies, and (10) health literacy (emerging).
The authors present recommendations based on these themes.

https://mental.jmir.org/2021/12/€30221 JMIR Ment Health 2021 | vol. 8 | iss. 12 |[€30221 | p.167
(page number not for citation purposes)


mailto:Karen.L.Fortuna@dartmouth.edu
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH

Collins-Pisano et al

Conclusions: The introduction of digital peer support core competenciesis an initial first step to promote the standardization
of best practices in digital peer support. The established competencies can potentially act as a guide for training and skill
development to be integrated into US state peer support specialist competencies and to enhance competencies endorsed by the
Substance Abuse and Mental Health Services Administration (SAMHSA).

(JMIR Ment Health 2021;8(12):€30221) doi:10.2196/30221

KEYWORDS
COVID-19; peer support; competencies; training; digital

Introduction

In the wake of the COVID-19 pandemic, digital peer support
has rapidly expanded across the globe. Digital peer support is
live or automated peer support services delivered through
technology media, such as peer-to-peer networks on socia
media, peer-delivered interventions supported with smartphone
apps, and asynchronous and synchronous technol ogies[1]. Peer
support has been described as social emotional support,
frequently coupled with instrumental support [2]. It ismutually
offered or provided by persons with a mental health condition
or substance use disorder to others sharing a similar mental
health condition or substance use disorder. Peer support has
augmented mental and physical health care by providing support
between clinical encounters|[3]. Peer support specialists enhance
mental health service users’ hope, quality of life, socia support,
and recovery; are linked to reduced symptoms among mental
health service users; and hel p to improve engagement in mental
and physical health services[4,5].

Peer support is defined as an essential mental health service by
the World Health Organization [6]. As referenced in the
scientific evidence, peer support has expanded from in-person
services to telemental health services prior to the COVID-19
pandemic (eg, warmlines) [7]. Prior to the COVID-19 pandemic,
there was quite a widespread existence of digital peer support
programming. For example, in a study led by Rotondi and
colleagues [8], peers used a website and home computers to
deliver psychoeducational therapy to individuals with
schizophrenia and their family and friends. Participants in that
study reported statistically significant improvements in
psychiatric symptoms, including fewer positive symptoms.
Digital peer support has also been offered through many
different platforms, such as Facebook, smartphone apps, and
fitness trackers, to promote fitness and self-monitored exercise
[9,20]. However, due to the COVID-19 crisis and related
lockdown and socia distancing measures, digital peer support
has rapidly expanded and includes various technology
modalities. For example, digital peer support, once commonly
offered through the telephone, has transitioned to be offered
through technologies such as virtual reality and video games
[11]. Peer support specialists are developing and coproducing
digital peer support technologies with peer and nonpeer
scientists (ie, peer support specialists are offering their lived
experience expertise to partner in the development of digital
peer support).

Peer-led, medical self-management programs show promisefor
significantly improving mental health service user activation
(ie, “patient activation” is defined as patients’ willingness and

https://mental.jmir.org/2021/12/€30221

efficacy in managing their own health and recovery) and the
ability of the individual to manage their illness and health
behaviors, collaborate with providers, maintain function, and
prevent health decline [12]. Craig et a [13] investigated the
feasibility of employing mental health service users as health
care assistants within an assertive outreach team. The assertive
outreach team consisted of an associate specialist psychiatrist,
eight case managers with a nursing background, and a
psychiatrist consultant. The team provided service to persons
with arecord of poor engagement in care, problematic behavior,
substance abuse, and multiple hospitalizations. A total of 45
clients of the assertive outreach team were randomly assigned
to either the standard team or the assertive outreach team plus
amental health service user who acted as a health care assistant.
Craig et al [13] found that individuals with a lived experience
of a mental health challenge were valued as role models who
had “insight” into the care system and the resource capacity to
advocate for clientswithin the clinical team. In addition, Clarke
et a [14] found that an Assertive Community Treatment (ACT)
team with case managers had alower likelihood of psychiatric
hospitalization than a nonconsumer-staffed ACT team. Clarke
et al [14] theorized that mental health service users who had
been hospitalized themselves may have been more motivated
to keep service users out of the hospital and may have had
greater tolerance for psychotic behavior or extreme states. Some
studies have found peer-assisted care is not always more
effective than standard or clinical care [15]. However, peer
support significantly increases self-reported social contactswith
service usersand professional staff and enhances social networks
[15].

As digital peer support quickly expands across the globe,
development of digital peer support competenciesis needed to
develop a framework for consistency and standardization of
best practices. Forma academic training programs for other
mental health professionals, such as social workers,
psychiatrists, psychologists, medica professionals, and
community health workers, address best practices for
implementing telemental health services [16]. While core
competencies have been developed for in-person peer support
(ie, Core Competencies for Peer Workers developed by the
Substance Abuse and Mental Health Services Administration
[SAMHSA]), to date, digital peer support competencies have
not been considered [17]. In 2015, SAMHSA published core
competenciesfor peer support speciaistsin an effort to identify
the skills and abilities needed to provide support to people
recovering from amental health or substance use condition [17].
For example, SAMHSA identified the ability to engage peers
in collaborative relationships and value communication as
important competencies for in-person peer support specialists.
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Peer support’srapid transition to digital peer support during the
COVID-19 pandemic requires the expansion and redefinition
of skills and abilities for peer support specialists who are now
offering services and support online through digital platforms.

Digital peer support has the potential to expand the reach and
practices of in-person peer support. Promising evidence indicates
that digital peer support specialists may enhance service users
ability to live in community settings [18], improve the impact
of peer support without the need of in-person ons[19], and
promote engagement in mental and physical health services
[18]. Digital peer support sessions have no geographical or time
limitations, engage service users in digital mental health, and
may increase access to mental health care for hard-to-reach
groups, such as rural or home-bound service users.

Introducing core competenciesisthe first step to standardizing
telehealth practices for this mental health workforce. Core
competencies could potentially facilitate consistency among
digital peer support training programs across state and
international borders. The current mental health landscape
employs multiple models of peer support practice [20], making
consistency across states difficult to ascertain. Similar to other
fields, core competencies have the ability to promote best
practices, guide delivery, inform training programs, assist in
developing standards for certification in digital peer support,
and assist in the evaluation of work performance. As such, the
purpose of this study was to inform the development of core
competencies for digital peer support specialists as an initial
first step to promote the consistency and standardization of best
practicesin digital peer support.

Methods

Using a convenience sample, peer support specialists that
currently offer digital peer support services were recruited by
an international listserv that includes 1500 peer support
specialists. Focus groups were determined as the most
appropriate data collection methodology to ensure that the
perspectives of peer support specialists were included in the
initial development of competencies. Participants were eligible
if they were older than 18 years of age and were a peer support
specialist. Participants were asked to complete an online
presurvey with questions on demographic information (eg, age,
race, and gender) to ensure variation in focus group participants,
and they participated in a 1-hour online focus group. The
guestions in the focus group interview guide were coproduced
with four peer and nonpeer academic scientists and four peer
support specialists using the Peer and Academic Partnership to
determine what essential knowledge and abilities are necessary
for effectively delivering digital peer support [21]. The Peer
and Academic Partnership is the collaboration of academic
researchers and certified peer support specialists to guide the
development of interventions, trainings, and academic materials
[21]. The Peer and Academic Partnership has been used to
develop mobile apps, shared decision-making tools, and
instruments to measure community-engaged research [21].

Interview guide questions included the following: “What
essential knowledge does a peer support specialist need to offer
digital peer support?” “What are the essential abilities peer
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support specialists need to offer digital peer support?’ “How
do these essential skills vary by lived experience (eg, mental
health, physical health, substance use challenges, veteran status,
aging, and racial or ethnic diversity)?’ and “How do peer
support practice standards as defined by the Substance Abuse
and Mental Health Services Administration (SAMHSA) align
or not align with what we have spoken about today?’
SAMHSA's Core Competencies for Peer Workers includes the
following: (1) engages peers in collaborative and caring
relationships; (2) provides support; (3) shareslived experiences
of recovery; (4) personalizes peer support; (5) supportsrecovery
planning; (6) links to resources, services, and support; (7)
provides information about skills related to health, wellness,
and recovery; (8) helps peers to manage crises; (9) vaues
communication; (10) supports collaboration and teamwork; (11)
promotes leadership and advocacy; and (12) promotes growth
and development [17].

The development of competencies is not achieved through
individual processes, but rather through collaborative group
processes in social contexts [22]. For example, in excluding
older adults and their unique perspective of living in anursing
home, we are not able to learn about the person in their specific
environment. To reproduce such a group process and to build
off of other opinions, we aligned our data collection to promote
cross-individual opinions. As such, we employed a series of
focus groups to develop the digital peer support
competencies. The final set of competencies based on focus
group findings incorporated member-checking to ensure
accuracy and face validity. Member-checking was used to
enhance the credibility of data analysis and participant
involvement [23]. Researchers presented data transcripts to all
participantsfor comment, and participants were asked to review
the transcripts to determine if the words match their intended
meanings and to validate the researcher’s interpretation of the
data [23].

The analysis of digital peer support competencies, within the
framework of peer-run organizationsand Medicaid-reimbursable
organizations, was based on four 1-hour focus group discussions
with a total of 59 participants across the four focus groups,
which took place in October 2020. The focus groups were
carried out by two authors (CCP and A Myers) using the
interview guide. The interview guide was successfully tested
inapretest. Focus group participantswere emailed theinterview
guide 24 hours prior to the focus group to prepare for the actual
focus group. Focus group facilitators had 1 to 5 years of
experience conducting focus groupswith the sample of interest.
To facilitate participation, focus group facilitators developed a
set of ground rules with participants, including (1) the
confidentiality of the focus group, (2) alowing everyone time
to speak, (3) having mutual respect for one another, and (4)
being available for follow-up. Focus group facilitators asked
every participant for their input on each interview question.

Thefocus group discussionswere recorded digitally, transcribed,
and anonymized. Focus groups were conducted until there was
saturation (ie, when sampling more datawould not lead to more
information) [23]. The data were analyzed using the rigorous
and accelerated data reduction (RADaR) technique, a
team-based approach to coding and analyzing qualitative data
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[24]. The RADaR method helps to streamline the process of
qualitative dataanalysis and produce qualitative results quickly
and thoroughly through its ability to organize, reduce, and
analyze data in user-friendly software packages, such as
Microsoft Excel [24]. Aligned with the RADaR methodol ogy,
data transcripts were formatted into an all-inclusive Excel
spreadsheet. The Excel spreadsheet included column headings
such as question, participant number, and response. Team
members worked in groups to assign codes to each response.
After theall-inclusive Excel spreadsheet was produced, the data
table was reduced to include only content relevant to the
interview questions. The remaining text and codes were then
organized into themes. Common codes were derived from the
focus groups by carefully reviewing the transcribed text and
were grouped together and organi zed under overarching themes.
Consistent with the RADaR methodology, themes were
determined by the incidence at which a code aligned with an
overarching theme (see Results). To ensure the text and codes
were interpreted correctly and were correctly organized into
themes, the process of member-checking was employed.
Member-checking is a qualitative method used to validate
findings, resolve conflicting results, and assess the
trustworthiness of qualitative results [25]. The percentage for
each theme was found by dividing the frequency in which the
theme was present in the focus group quotes by the total number
of focus group quotes.
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The Committee for the Protection of Human Subjects at the
Dartmouth-Hitchcock Institutional Review Board approved the
project.

Results

Participants

A total of 59 peer support specialists participated in one of four
focus groups. Over 78% of the participants had a degree-level
education, and the mgjority of participants were female (Table
1). The participantswerefrom 11 states and three countries: the
United States, Canada, and Australia

We identified 76 codes and a set of 10 themes relating to the
development of digital peer support competencies. Themes
covered different knowledge and skills that the participants
believed were integral to the practice of digital peer support.
The 10 themes were as follows. (1) protecting the rights of
mental health service users, (2) technical knowledge and skills
inthe practice of digital peer support, (3) available technologies,
(4) equity of access, (5) digital communication skills, (6)
performance-based training, (7) self-care, (8) monitoring digital
peer support and addressing digital crisis, (9) peer support
competencies, and (10) health literacy (emerging) [26] (Table
2).
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Table 1. Participant characteristics.

Sociodemographic characteristics Participants (N=59), n (%)
Gender
Male 11 (19)
Female 35(59)
Missing 13(22)
Age (years)
19-26 3(9
27-49 15(25)
50-64 23(39)
>65 5(8)
Missing 13(22)

Racial background

White 35(59)
Black or African American 7(12)
Asian 1(2
More than one race 3(5)
Missing 13(22)

Highest gradein school completed

Completed high school or GED (General Educational Development) 3(5)
Some college 10(17)
Completed college or technical school 4(7)
Completed associate degree 11 (19)
Completed bachelor’s degree 9(15)
Some graduate school 2(3)
Completed master’'s degree 7(12)
Missing 13(22)
Current workplace organization type
Peer run 12 (20)
Medicaid reimbursable 7(12)
Commercial health system 4(7)
Other 23(39)
Missing 13(22)
Employment status

Full time 32 (54)
Part time 6 (10)
Volunteer 1(2
Unemployed 4(7)
Student 2(3)
Missing 14 (24)

Type of lived experience impacting participant

Bipolar disorder 8(14)
Major depression 13(22)
Other mental health concerns 6 (10)
https://mental.jmir.org/2021/12/€30221 JMIR Ment Health 2021 | vol. 8 | iss. 12 |[€30221 | p.171

(page number not for citation purposes)

RenderX


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

JMIR MENTAL HEALTH Collins-Pisano et d

Sociodemographic characteristics Participants (N=59), n (%)
Alcohol use disorder 3(5
Opioid use disorder 35
Other substance misuse concerns 4(7)
Obesity 1(2)
Heart disease 1(2
High blood pressure 1(2
Diabetes 1(2
Other physical health conditions 4(7)
Missing 14 (24)

Offersdigital peer support
Yes 35 (59)
No 10(17)
Missing 14.(24)

If offering digital peer support, modes by which digital peer support is provided
Smartphone app 15 (25)
Text messaging 21 (36)
Phone calls 25 (42)
Videoconference 24 (41)
Social media 5(8)
Virtual redlity 23
Other 2(3)

Training received to offer digital peer support
Digital peer support certification (short course) 22 (37)
Learned by doing 9(15)
Have not received formal training 10(17)
Other 4(7)
Missing 14.(24)

Credentials
Digital peer support certification (short course) 22 (37)
Recovery coach training 8(14)
Certified peer support specialist 34 (58)
Noncertified peer support specialist 5(8)
Forensic peer support 5(8)
Certified older adult peer support specialist 2(3)
Wellness Recovery Action Plan 17 (29)
Whole Health Action Management 6 (10)
Emotional CPR 4(7)
PeerTECH 203
Digital peer support engineer 1(2
None of the above 2(3)
Other 6 (10)

Types of digital peer support technologies developed by participant
Filmed digital peer support videos 5(8)
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Sociodemographic characteristics Participants (N=59), n (%)

Devel oped scripted text messages 8 (14)

Developed scripted social media posts 3(5)

Developed digital peer support program content 13(22)
Developed smartphone apps 35

Devel oped videoconference software 1(2

Other 9 (15)
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Observable behavior of competencies

Theme Description suggested by peer support specialists  SAMHSA® competencies
Protecting therightsof ~«  Understanding of cybersecurityand «  Evaluating how data are being N/AP
service users how to protect the information and collected on certain digital plat-
the privacy of service users forms
« Understanding how to protectthe «  Obtaining informed consent from
confidentiality of service users service users
«  Complyingwithlocal, state, nation- «  Facilitating meetingswith service
al, and internationd (if applicable) users in settings where confiden-
privacy laws and regulations tiality can be maintained
«  Understanding the Health Insur-
ance Portability and Accountabil -
ity Act (HIPAA) privacy lawsand
whether devicesare HIPAA com-
pliant
Technical knowledgeand «  Acquiringtheskillsandknowledge «  Ability to understand different N/A

skillsin the practice of
digital peer support

Available technologies

Equity of access

Digital communication
skills

Performance-based train-
ing

Monitoring digital peer
support and addressing
digital crisis

Peer support competen-
cies

necessary to comfortably use tech-
nology devices and platforms

Ability to provide information and
support through devices and plat-
forms accessible to, and preferred
by, service users

Ability to connect with service
usersfrom diverse backgrounds and
locations

Knowledge of resources around
technology accessibility

Skillsthat digital peer support spe-
cialists need to effectively commu-
nicate via digital platforms

Standardized training in which peer
specialists acquire the knowledge
and skills of digital support; neces-
sary to peer support speciaists
ability to transition to digital peer
support

Aware of agency’s crisis plan and
of resources available to support
service users between meetings

Maintaining the core competencies
of peer support within the practice
of digital peer support

platforms and devices and teach
service users how to comfortably
use their devices and digital plat-
formsthat are required for their
digital peer support, both in per-
son and remotely

« Adaptingtothedigital preference
of the service user; for example,
with young adults communicating
viatext

«  Acquiring knowledge of toolsand
technological resources available
for special populations; for exam-
ple, knowledge on accessibility of
resources for rural populations

«  Empatheticlistening and constant
“checking-in” with the service
user when body language is less
visible

«  Practicephonecdl or virtua inter-
action between supervisor and
digital peer support specialist to
assess knowledge and skills

«  Transparency with service users
around digital peer support special-
ist’'sroleand training around digi-
tal crisisintervention

«  Ability to cultivate hope, empa-
thy, engagement, and mutuality
and to share lived experiences

e Supports recovery planning

N/A

«  Values communication

«  Shareslived experiences of recov-
ery

« Linksto resources, services, and
supports

«  Providesinformation about skills
related to health, wellness, and
recovery

«  Engages peersin collaborative
and caring relationships

«  Provides support

«  Promotes growth and develop-
ment

«  Supports collaboration and team-
work

o Helps peersto manage crises

o All of the SAMHSA competen-
cies
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Observable behavior of competencies

Theme Description suggested by peer support specialists  SAMHSA? competencies
Self-care o  Skillsneededto ensuredigital peer «  Planning-in breaksthroughoutthe N/A

support specialists are caring for day for self-care; for example,

themselves as well asthey care for physical activity

others «  Discussing boundaries with ser-

o Ability to set boundaries, limit dig- vice users and setting a plan for
ital fatigue, and monitor mental ex- when the peer support specialist
haustion isand is not available during the
day

Health literacy «  Knowledge of digital health litera- «  Creating achecklist around basic  N/A

cy; digital health literacy isthe
“ability to seek, find, understand,
and appraise health information
from electronic sources and apply
the knowledge gained to addressing
or solving a health problem” [26]

digital health literacy

3SAMHSA: Substance Abuse and Mental Health Services Administration.

ON/A: not applicable; this theme had no related SAMHSA competencies.

Protecting the Rights of Service Users

The most prevalent theme was protecting the rights of service
users. This core theme was made up of four key subthemes:
confidentiality, security, privacy, and informed consent.
Protecting the rights of service users constituted 19.2% (28/146)
of the themes discussed in the focus groups. Peer support
specialists questioned how telehealth policy and regulation
would inform the use of different technologies and platforms.
A peer support specialist mentioned, “telehealth rulesaregoing
to affect what you can and can’t do.” Multiple participants cited
understanding and evaluating the security features of technology
as essential knowledge for digital peer support. For example,
one participant said, “one piece of essential knowledge is how
to evaluate the security and the privacy aspects of a digital
platform.” Guidelines for confidentiality protections were
frequently encouraged by participants. Participants
recommended constructing agreements with service users on
privacy and the protection of personal information. A participant
reported that there should be “guidelines that people have to
agree to before they undertake support so that they know...they
can't have people around that are going to be hearing stuff that
might be confidential.” Participants also referred to the
importance of informed consent. Transparency about the digital
peer support role and regarding shared information was
recommended. For example, a participant stated, “it's about
transparency and trust...If their information is being shared or
if 1 can see their phone number, I'm going to be honest...we
have to be up-front.”

Technical Knowledge and Skillsin the Practice of
Digital Peer Support

The second theme, technical knowledge and skillsinthe practice
of digital peer support, congtituted 15.1% (22/146) of the themes
discussed in the focus groups. Participants recommended that
digital peer support specialists should have the knowledge
necessary to comfortably use technology in a meeting. A
participant stated, “so when I’ m doing one-on-one peer support
over the phone or on a Skype call, | need to know how to use

https://mental.jmir.org/2021/12/€30221

the technology.” The majority of participants believed that
digital peer support specialists should also have the basic skills
to use different platforms and devices. For example, one
participant stated, “they need to understand the difference in
how to usethe different platforms.” The ability to teach service
users how to access and comfortably use different digital
platforms, devices, and resources was also encouraged. A
participant stated the following:

[Digital peer support specialists] need some basic
knowledge of computers and a virtual format, like
accessing applications like Zoom, not only to be able
to navigateit, but to teach othershowto accessit and
to navigate it on different platforms, like a computer
and a mobile phone.

However, peer support specialists also encouraged digital peer
support specialiststo use ablend of both digital and nondigital
resources. For example, a participant stated, “I mail out the
material before the groups start so any time | get a new
participant, | make sure that they have the materia instead of
just doing the screen sharing.” Multiple peers support speciaists
also emphasized the skill of knowing when to shift to different
platforms or virtual exercises when interacting with service
users. A participant stated, “I think being able to pay enough
attention to know when the person on the other end is losing
interest and knowing, ‘ okay, maybe it’'s time to switch gears.’”
Lastly, multiple participants a so referred to the importance of
understanding technical troubleshooting. For example, a
participant stated, “the ability to handle technical difficulties if
they arise, and not panic” was essential for digital peer support
specialists.

Available Technologies

Thethird theme, available technol ogies, included the subtheme
of preference. The theme of available technol ogies constituted
11.6% (17/146) of the themes discussed in the focus groups.
Many peers emphasized how the preferred type of device or
digital platform may vary by mental health condition and age
group. The type of mental health condition may affect whether
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or not the service user wants to communicate with or without
a webcam and visual component. A participant stated the
following:

I know for just living with substance use disorder,
sometimes, the idea of a video chat can be very
triggering for some because during certain drug uses,
especially in the heavy forms of it, it's actually used
as a platform to connect with other people who are
using the same drug as you as a meansto sort of show
off and that was, | know when Zoom came around for
therapeutic services, therewere a lot of peoplein the
substance use community that are in recovery that
I’ ve spoken with that have definitely said that it'svery
hard for them to be on any kind of webcamming.

Many peer support speciaists also suggested technology
preference may differ by age group. Based on experience,
younger adults seemed to prefer communicating viatext, while
older adults preferred communicating via tablet; for example,
aparticipant stated, “many of the young adultsthat | work with
in our first episode psychosis program don’'t have a tolerance
or adesire to sit through a 1-hour video call like we're doing
now. They prefer texting.” Another added, “with older adults...a
tablet is the technology that is most preferable because of the
sizeof it”

Equity of Access

The fourth theme was equity of access and included the
subthemes accessing technol ogy, accessibility of platforms for
people with physical challenges, accessibility of platforms for
peoplewith environmental challenges, and cultural competence.
The theme of equity of access constituted 11.0% (16/146) of
the themes discussed in the focus groups. The ahility to connect
with service usersfrom different backgrounds and cultures was
cited as an essential ability for digital peer support specialists.
One participant mentioned the following:

W, | think that engagement is a cultural matter of
having cultural humility and understanding and
empathy for a person’sworldview. And being able to
meet a person where they are whether it'sin arural
situation, whether it'sin a homel ess situation, whether
it'sin an urban high rise, you know, there needs to
be away that the specialist can extend himor herself,
to make an effort to understand the environment out
of which a person served iscoming and wherethey're
at.
Participants encouraged digital peer support specialiststo gain
knowledge of technological resources for specia populations,
like rural service users, who may have difficulties accessing
technology. For example, a participant stated the following:

Having tools to be able to be proactive and kind of
have insight and awareness to meet the needs of
various populations in terms of location and access
and or maybe having, for example...knowledge of
different programsthat may offer certain phones, and
that kind of awareness to meet the needs of different
populations as well.
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Knowledge of platforms and devices that are accessible to
people with physical challenges was also encouraged:

There are like, automated, like voice-to-text
generatorsthat you can get that will provide subtitles
for people that have sensory issues. And that's
something that can make it accessiblefor peoplewho
might not otherwise be able to attend. So looking at
those sorts of accessibility optionsis something that’s
probably important or asking people who are going
to be attending whether they have any accessibility
needs and trying to work out a way to accommodate
them.

Many participants also encourage the continuation of digital
peer support because of its ability to reach marginalized
populations. A participant stated, “we need to maintain this
online stuff becauseit isaccessibleto so many people that would
probably not be accessing anything otherwise.”

Digital Communication Skills

Thefifth theme, digital communication skills, constituted 10.3%
(15/146) of the themes discussed in the focus groups. The
majority of participants cited effective communication as a
necessary component to digital peer support. With the lack of
body language and, at times, visual interaction, multiple peer
support specialists recommended that digital peer support
specialists rely on verba cues and engagement skills while
interacting with service usersvirtually:

Part of the biggest thing for usas peersistolisten...So
how do you do that without being able to convey
verbal cues?...l just have to use my verbal cues, and
then just kind of, you know, let him know, I’ m there.
I’mwith you. | understand, | hear you.

Participants cited strong group facilitation skills as a necessity
for digital communication. For example, a participant stated,
“it'sreally important to have good facilitation skills, especialy
if you're doing groups online, because it can be harder than in
person because people don’t always see the cues, they don’t
always notice the body language of other people.” Comfort with
digital platforms and devices was believed to facilitate digital
communication skills:

| think a peer support specialist needs to have a
comfort with whatever virtual platformthey areusing
to interact with the service user. And beyond that,
just needsto really extend himor herself in kind of a
whol ehearted way, to convey their concern, to convey
hope, to convey their experience to the service user.

Overall, peer support specialists suggested that, as with
in-person peer support, digital peer support should focus on the
building of relationships, no matter what digital deviceisbeing
used. For example, one participant said, “very simply,
engagement is about building relationship. If you don't build a
relationship you cannot engage. So it doesn’t matter if we're
talking smartphones, tablets, laptops, Webex, Zoom. It’s about
building arelationship.”
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Performance-Based Training

The sixth theme, performance-based training, constituted 8.9%
(13/146) of the themes discussed in the focus groups. Many
participants encouraged digital peer support specialiststo attend
adigital peer support course. A participant stated, “1 think the
digital peer support course would be really helpful.” Other peer
support specialists believed there should be agency or
state-specific trainings for digital peer support specialists.

In addition, it would be really cool if there was
ancther layer of training. So for a specific agency,
for example, if there were certain regulations that
were different...or [if therewere] certain requirements
or different kind of policies at the state level.

Some participants recommended agencies or supervisors give
feedback to peersbased on their digital peer support skills. One
participant believed “there should be a competency quiz so
maybe a quiz or checking back and having them be able to
repeat that information.” Practice digital conversations were
also recommended as atraining option for digital peer support
specidlists:

After completing the training what we do is we have
a fake call or fake message conversation where for
an hour the supervisor pretends to be in crisis and
reaches out and we have to provide ample support to
them and then they critique us on everything that we
said after the hour’s up and they tell us if we are
allowed to go on and do peer support provider.

Self-Care

The seventh theme, self-care, was an emerging theme that
constituted 8.9% (13/146) of the themes discussed in the focus
groups. Many participants recommended planning in times
throughout the day for self-care:

Scheduled blocks throughout the day that you're not

in a meeting so that 1) you can avoid fatigue and 2)

get other things done...That's part of the boundary

of self-care that we practice, putting in those blocks

of time so | don't have a meeting during that time

because | need to go for a walk, or | need to finish

my emails or areport or whatever it might be.
Some peer support specialists encouraged physical activity as
abreak from digital peer support. For example, “getting up for
awalk” or “physical activities have helped alot with my own
personal fatigue.” Participants also categorized the ability to
ask for help as an important aspect of self-care:

I think an essential ability is to that when you are
having those tough momentsto make sure that people
reach out for help, so that they don’t feel like they're
struggling on their own, and that they do get feedback
on some of those maybe tougher cases...Because |
think with peer support, you know, we talk about the
trauma informed, because it's a part of our lived
experience to share those pieces where it builds
connection, we might get retraumatized all over
again.
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Many participants referenced the ability to separate work from
personal life and the ability to set boundaries as essential skills
when providing digital peer support. A participant stated,
“having that maintenance of boundaries so you don’t wear
yourself out” Peer support specialists recommended the
formation of plans and set time periods for when service users
could and could not call. For example, one participant shared,
“come up with a plan to be able to have set time periods that
you can call, whether it be certain hours that you know that
person’s not going to be there to strictly making it within those
hours...just setting those agreements with them.” Participants
also encouraged digital peer support specialists to be mindful
of digital fatigue while setting boundaries with service users.
A participant stated, “just being mindful of when you are starting
to get that fatigue and being able to go, ‘okay, | need to take a
break.”

Monitoring Digital Peer Support and Addressing
Digital Crisis
The eighth theme, monitoring digital peer support and
addressing digital crisis, constituted 8.2% (12/146) of the themes
discussed in the focus groups. Transparency about the role of
adigital peer support specialist was encouraged while addressing
digita crisis:
Understanding one’srole as a peer support specialist,
versus a different kind of service provider. A peer
specialist is hot a person who is geared or trained to
respond to a full-fledged crisis. By nature, most peer
specialists, unless they're in an emergency response
setting, are not trained or oriented to respondto crisis
situation.

However, multiple participants encouraged the formation of
trainings around digital crisis intervention. For example, one
participant said, “if not atraining, even just aconversation about
how to respond to someonethat isin crisisvirtually...so | think
that's a really important discussion that needs to be had and
maybe training that needs to be developed.” Peer support
specialists questioned how they could better support service
users, virtually, whilein acrisis. A participant stated, “It'svery
easy to sit with someone and make them feel not alone, but how
can we make them feel not alone, when they can click a button
and cut us off?’

Peer Support Competencies

The ninth theme consisted of peer support competencies and
included the subtheme self-determination. The theme of peer
support competencies constituted 5.5% (8/146) of the themes
discussed in the focus groups. The magjority of participants
believed that peer support competencies were essentia to digital
success. A participant stated, “I think still an essential ability
is redly the fundamentals of peer support.” Empathy,
engagement, mutuality, sharing lived experiences, and the
cultivation of hope were some of the competencies mentioned
that peers believed wereimportant to both in-person and digital
peer support. For example, a participant said, “the ability to
cultivate hope, to communicate, to partner with, to enhance
self-determination, areall thingsthat feel, to me, very important,
aswell as abilities.” The majority of participants believed that
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the peer support competencies devel oped by SAMHSA aligned
with those of digital peer support. A participant stated,
“relationship focused, trauma informed: all of this should
definitely align with digital peer support.”

Health Literacy

The last theme, hedlth literacy, was an emerging theme that
constituted 1.4% (2/146) of the themes discussed in the focus
groups. Many partici pants emphasi zed the importance of health
literacy in digital peer support. One participant encouraged the
use of a*“checklist” as a mechanism of checking “basic digital
health literacy.” Communication with, and extracting
information from, members of the medical field was cited asa
challenge for peers. For example, one participant shared,
“[COVID-19] has definitely made it hard to get information
that |1 need from doctors to deal with my members...trying to
get the doctors to connect with me at the same time is awork
in progress” Some participants believed more knowledge
around digital peer support may help with peer-to-doctor
communication during COVID-19. A participant stated, “| feel
asif that with digital and the more knowledge we have and the
more educational stuff we can put out with the doctors and also
in our members, it will definitely help during this time at
CcoviID’

Discussion

Principal Findings

The purpose of this study was to introduce the coproduction of
core competenciesfor digital peer support speciaiststo promote
the consistency and standardization of best practices. The
following themes emerged from the four focus groups with 59
participants: (1) protecting the rights of service users, (2)
technical knowledge and skills in the practice of digital peer
support, (3) available technologies, (4) equity of access, (5)
digital communication skills, (6) performance-based training,
(7) self-care, (8) monitoring digital peer support and addressing
digital crisis, (9) peer support competencies, and (10) health
literacy (emerging). The established competencies may act as
aguidefor training and skill development to be integrated into
state peer support specialist competencies and enhanced
established competencies endorsed by SAMHSA.

Peer support specialistsareincreasingly using mobile and online
technologiesto deliver peer support [19]. While SAMHSA has
developed core competencies for in-person peer support, peer
support’srapid transition to digital forms during the COVID-19
pandemic requires the expansion and redefinition of skills and
abilities for peer support specialists who are now offering
services and support online and through digital platforms. For
example, participants in the focus groups recommended that
digital peer support specialists require knowledge about digital
platformsand devices and on cybersecurity and privacy. Digital
peer support specialists need specific skills and abilities to
communicate effectively with service usersviatechnology while
still maintaining boundaries between work and personal life.
Based on the themes that emerged from the focus groups, the
authors make a number of recommendations, as discussed in
the following sections.
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Ensure Equity in Digital Peer Support Delivery

Technological advances can lead to health care disparities for
underresourced populations. It is important for those who
develop digital health technol ogiesto understand the challenges
faced by disadvantaged populations, including older adults;
peoplewho have mobility or cognitive challenges; lesbian, gay,
bisexual, and transgender people; justice-involved people; and
Native American groups. Interventions designed with
community-engagement methods may be better equipped to
addressinequities, health disparities, and linguistic and cultural
considerations. The decision to meet people where they are
individually, culturally, and digitally can benefit the
implementation of digital interventions and help to achieve
health equity [27]. Digital peer support specialists need to be
aware of mental health service users' biopsychosocial needs
and leverage technology tools that can enhance service and
resource delivery. For example, digital peer support specialists
should communicate using large font when communicating with
older adults due to common impairments in vision and should
include closed captioning while communicating with adults
who are hard of hearing. Digital communication skills also
include peer support specialists ability to adapt their
background setting to the needs of the service user. Digital peer
support specialists should communicatein awell-lit setting with
low background noises to ensure that service users can
correspond comfortably.

Under stand Available Technologies and Analytical
Techniques

Technology isfrequently changing. Being fluent and up to date
in technology literacy may facilitate a peer support specialists
capacity to educate service users on the dynamics of digital
technologies. Research, to date, indicates that peer support
specialists and service users are commonly not informed of
benefits and disadvantages of using specific technologies and
their respective analytical techniques. Thus, some technologies
and respective analytical strategies may not be aligned with
peer support specialists’ valuesand practice principles[17]. For
example, research indicates that individuals, including peer
support specialists and service users that have a unique
social-cultural history with the mental health system, may not
perceive achatbot as ethical. Chatbots constitute a software that
allows for online text with an artificial (ie, honhuman) agent.
With mastery of technology literacy, digital peer support
specialists could adhere to the technological preferences (eg, if
they prefer a certain digital platform) and accessibility (eg, if
service users do not have financial access to certain digital
devices) of service users. Peer support specialists would have
the skill to use clear, understandable, and value- and
judgement-free language, and would have the tools to discuss
technologies and to support themselves and service users in
making informed decisions in engaging with technologies.

Preventing Digital Fatigue Through Separating Work
and Personal Life

Unlike in-person peer support, digital peer support can be
offered anytime and anywhere. Asaresult, digital peer support
may lead to more frequent and more casual interactions and
behaviors. Separating work from personal life isimportant for
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avoiding digital fatigue. “Digital fatigue” is defined as a state
of mental exhaustion and reduced motivation and concentration
due to the overuse of digital devices and platforms [28].
Digitalization of the workplace has been cited as a common
reason for adecrease in energy levels[28]. During COVID-19,
the majority of business activities have been performed through
digital platforms[29]. Separating work and personal lifeisalso
important for avoiding potential boundary issues that could
occur in asynchronous communications. For example, providing
feedback during nonbusiness hours could lead service users to
expect nearly instantaneous feedback. Service users unimpeded
access to digital peer support specialists could potentially lead
to digital fatigue, exhaustion, and increased burnout rates.
Similar to other fields of study, it isimportant for digital peer
support specialists to maintain normal hours and locations,
ensure timely and consistent feedback, and ensure private,
consistent, and professional meetings (eg, do not smoke
cigarettes during amesting). A supportive management structure
may be important for facilitating self-care. A supportive
management structure offers ongoing support, is nonpunitive,
and has been shown to be effective with peer support specialists

[1].
Sdlf-Determination 1s Key to Engagement

Supporting servicesusers preferencesfor availabletechnologies
has the potential to promote engagement in digital peer support
services. Self-determination theory represents a general theory
of human motivation that explicitly identifies autonomy as a
human need that, when supported, facilitates more autonomous
forms of motivation [30]. Promoting service users autonomy,
then, might promote better mental and physical health
management. Service userswith greater autonomy orientations
might also be more motivated to make positive health-related
behavior changes [30]. Shared decision making in research
allows for greater persona autonomy and takes into account
the extent to which service users want to be involved in the
decision-making process [31]. Shared decision making in
research proposesthat individual preferences—what mattersto
service users and families—should play a major role in
determining health care decisions [31]. The mgority of peer
support services are offered through videoconference-based
services, smartphone services, and social media, followed by
burgeoning services offered through virtua reality and video
games. Peer support organi zations are devel oping multiple ways
for people to connect based on preference.

Protecting the Rights of Service Users

Complying with privacy laws, such as the Health Insurance
Portability and Accountability Act (HIPAA) Privacy Rule,
protects individuals persona health information and sets
boundaries on the use and release of health records [32]. It
establishes the appropriate safeguards that health care providers
and others must adhere to in order to protect the privacy of
health information, and it sets standards for HIPAA-compliant
software and products[32]. Communication through, and storing
information in, HIPAA-compliant devices ensuresthe protection
of electronic health information [33]. Storing information,
records, and devices in a secure location and using trusted
networks increases cybersecurity measures and helps provide
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aprivate, consistent, and professional setting [33]. International
privacy laws include Australia’s Privacy Law, the European
Union’'s Genera Data Protection Regulation, Canada’s Personal
Information Protection and Electronic Documents Act, and
Singapore’'s Personal Data Protection Act. Like HIPAA, these
privacy laws safeguard personal dataand provide guidelineson
security storage and informed consent [34]. Understanding
cybersecurity and how to secure one's phone, laptop, remote
desktop, and data storage is important to digital peer support
specialists’ ability to ensure privacy and confidentiality for their
service users. Understanding where information isbeing stored,
for example, oniCloud, isalso important to digital peer support
specialists' ability to protect service users' data. Digital peer
support specialists can potentially increase cybersecurity
measures by securing all devices, checking that VVPNs (virtual
private networks) and firewalls have necessary updates,
uploading the most recent security patches, using strong
passwords, implementing multifactor authentication, and only
accessing trusted networks or cloud services—not free hotspots
[35]. Digital peer support specialists are required to obtain
informed consent from service users and to conduct meetings
in a confidential setting. Digital peer support specialists must
keep information discussed confidential, yet mandated reporting
is required when abuse is observed or suspected. Digital peer
support specialists need the capacity to inform service users of
their rights and of what data are collected by technologies at
the time of service. For example, messaging on Facebook
Messenger falls under the category of “nonpublic-facing”
communication inthe US Officefor Civil Rights, meaning that
only intended parties are allowed to participate in
communication. However, health information provided on
Facebook’s chat platform is unprotected under HIPAA [36].
Health information provided through Facebook may be regul ated
under Facebook’s privacy policy, but it is not subject to HIPAA
standards [36].

Technical Knowledge and Skillsin the Practice of
Digital Peer Support

Lastly, as an overarching recommendation, peer support
specialists are encouraged to ensure competence in the digital
peer support servicesthey provide. Thisincludes acquiring the
skills and knowledge necessary to comfortably use the
technologies being used. For example, digital peer support
specialists should have the ability to navigate videoconferencing
software and have basic knowledge on devices like computers
and tablets. Technical knowledge and skills could potentially
equip digital peer support speciaists with the ability adapt to
technical difficulties, such ascommunicating with service users
who have apoor datasignal. At aminimum, thisshould include
consultation with information technology professionals, web
design developers, and expert digital peer support speciaists
inthefield. Practicing with different digital platformsor devices
and seeking feedback is important for skill development.
However, having advanced expertise in technology skills and
troubleshooting may not be the role of peer support specialists.
As such, having a dedicated person on-site, in person, or
virtually, who understands the philosophy, values, and practices
of peer support specialists, could facilitate advanced
troubleshooting. That individual could be a peer or a nonpeer.
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Ongoing consultation with experts in the field of digital peer
support will be important for peer support specialists who are
new to digital peer support. All peer support speciaists are
encouraged to seek continuing education and ongoing

Collins-Pisano et al

consultation from their supervisors and others regarding any
work and personal life issues that arise at any point. In Table
3, we outline recommendations for digital peer support
competencies and provide some examples of support efforts.

Table 3. Authors' recommendations for digital peer support competencies based on focus group analysis.

Authors' recommendationsfor digital peer support compe-
tencies

Examples of digital peer support efforts to enhance best practices

Ensure equity in digital peer support delivery

Understand avail able technol ogies and analytical techniques
Prevent digital fatigue through separating work and person-
a life

Self-determination is key to engagement

Protect the rights of service users

Technical knowledge and skillsin the practice of digital
peer support

Interventions should be designed using community-engagement methods to addressin-
equities, health disparities, and linguistic and cultural considerations.

Gaining technology literacy isimportant to digital peer support speciaists’ ability to adhere
to and use technologies that best fit the preferences and accessibility of service users.

Digital peer support specialists should maintain normal hours and locations and ensure
timely and consistent feedback to maintain boundaries and prevent exhaustion.

Supporting service users' technology preferences has the potential to promote engagement
in digital peer support services.

Complying with privacy laws, such as HIPAAZ, can help protect service users’ personal
health information and ensure the secure storage of records and safe communication.

Practicing with different digital platformsor devices and seeking feedback on skill devel-
opment can help digital peer support specialiststo acquire the skills necessary to comfort-

ably use technologies used in digital peer support.

8HIPAA: Health Insurance Portability and Accountability Act.

Limitations

This study isnot without limitations. First, there are potentially
other competencies that have not been identified. Second, the
sample lacked diversity based on racial and ethnic background
and age. Future studies should consider the inclusion of
disadvantaged populations, such as Hispanic, Latinx, and
LGBTQIA (lesbian,  gay, bisexual,  transgender,
gueer/questioning, intersex, and asexual/aromantic/agender)
populations. Third, as technology changes, so will these
competencies. Fourth, the findings cannot be generalized to all
digital peer support specialists, asthe participants were selected
from onelistserv, which may have biased the results. |n addition,
it is unknown if there was international saturation. However,
as the purpose of this study was to introduce the devel opment
of digital peer support competencies, future research could
consider saturation of qualitative inquiry with an international
sample. Fifth, the data could not be stratified by the role of the
participant, and the data could not be stratified by volunteer-run
servicesversus paid professional services. Sixth, the percentage
of participants that completed atraining in digital peer support
isunknown and could have potentially biased the data. Seventh,
the interview guide was not pretested, asit was devel oped with
end users as partners. Further, we used an iterative process to
modify the guide based on the focus groups. Eighth, focus group
participants were not asked whether they were paid or volunteer
peer support specialists, which may have introduced variation
in the themes. Ninth, peer support has been around in some
form for centuries. Note, the interest from the research
community ismore recent (ie, beginning with the seminal paper
by Solomon [2]), and the interest from the health care field is
very recent. Thus, some instances of cited references may not
be referring to the more current use of peer support. Last, there
may be certain functions of peer support that are not appropriate
for technology. As such, exploring digital formats versus

https://mental.jmir.org/2021/12/€30221

nondigital formats could explain which technologies are well
suited for individuals. Future research looking at theintegration
of digital peer support competencieswithin digital peer support
supervision is needed.

Conclusions

Introducing the definition of digital peer support competencies
is the first step to creating a standardization of best practices.
Core competenciesidentify the skillsand abilitiesthat al digital
peer support specialists need in order to provide support to
people recovering from a mental health or substance use
condition. These competencies may create consistency among
digital peer support programs and could be used to develop
potential reimbursement models. The COVID-19 pandemic has
resulted in a rapid expansion of digital peer support services.
The identification and definition of abilities that peer support
specidistswill need in order to offer services and support online
and through digital platformswill be used to guide the training
and practice of digital peer support. The core competencies
listed establish how skillsand values can be applied and verified
through practice. Future research should work to verify and
build off of the digital peer support competencies defined in
this study.

Asthis study istheinitia first step toward the development of
digital peer support competencies, these competencies can be
used as a starting point for organizations (eg, hospitals and
community mental health centers) and businesses (eg, peer-led
or coproduced telehealth commercia start-ups). The authors
recommend the collective review of these competencies with
peer support speciaists, patients, caregivers, family members
of people with menta hedth challenges, clinicians,
administrators, and policy makers to determine the value of
integrating each competency into their system of care. Policy
makers may consider collective review and determination of
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the value of the inclusion of these initial competencies as part
of (1) private and public health insurance, (2) peer support
accreditation standards (eg, CARF [Commission on
Accreditation of Rehabilitation Facilities] International and the
Joint Commission), or (3) enhancementsto SAMHSA'sexisting

Collins-Pisano et al

competencies. As geographic regions and needs of systems of
care and service users differ, organizations and businesses can
select amilieu of competencies as a starting point and consider
theintegration of each competency based on their specific needs.
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Abstract

Background: Stressisone of the most common reasons for sick leave. Web-based interventions have the potential to reach an
unlimited number of users at a low cost and have been shown to be effective in addressing severa health-related problems.
Handling stress on an individual level is related to behavior change. To support behavioral changes in stress management, My
Stress Control (MSC) was developed. The development of MSC was based on several health psychology theories and models;
however, central in the development were Social Cognitive Theory, Theory of Reasoned Action, Theory of Planned Behavior,
Transactional Theory of Stress and Coping, and the Transtheoretical Model and Stages of Change. MSC is a fully automated
program. The program is tailored to the user’s specific needs for stress management and behavior change.

Objective: Inthisstudy, we aim to conduct a randomized controlled trial to evaluate the extent to which M SC affects perceived
stress in persons experiencing work-related stress.

Methods: Thiswas arandomized controlled trial with 2 arms. Study participants were recruited by visiting the worksites and
workplace meetings. Participantswere assigned to the intervention or wait-list group. Web-based questionnaireswere used before
and after the intervention to collect data. Perceived stress measured using the Perceived Stress Scale-14 was the primary outcome
measurement. Analyses were conducted for both between-group and within-group changes.

Results: A total of 92 participants were included in this study: 48 (52%) in the intervention group and 44 (48%) in the wait-list
group. Overall, 25% (12/48) of participants in the intervention group and 43% (19/44) of participants in the wait-list group
completed the postintervention assessment. There were no significant effects on perceived stress between the intervention and
wait-list groups or within the groups. A small effect size (Cohen d=0.25) was found when comparing mean change over time on
the primary outcome measure between the intervention and wait-list groups. In addition, a small effect size was found between
pre- and postintervention assessments within the intervention group (Cohen d=0.38) aswell aswithin the wait-list group (Cohen
d=0.25).

Conclusions: Theeffect of MSC on perceived stress remains uncertain. As adherence was|ow in theintervention group, elements
or features that facilitate adherence and engagement must be further developed before firmer conclusions regarding the effect of
MSC can be made.

Trial Registration: ClinicalTrials.gov NCT03077568; https://clinicaltrials.gov/ct2/show/NCT03077568

(IMIR Ment Health 2021;8(12):€17314) doi:10.2196/17314
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Introduction

Background

The landscape of the work environment in Western countries
is changing [1]. Traditiona industries with work tasks
demanding lower education levels are declining, whereaswork
with higher demands on education, creativity, and analytic
competence is increasing. This change leads to a necessity for
higher-skilled employees who are able to perform qualified
work with higher demands on education and analytic
competence[2]. These changes might contributeto stressbeing
one of the main reasons for sick leave in many countries,
including Sweden [3]. It has been estimated that one-fourth of
the workers in Europe are at risk of developing stress-related
problems [4]. In this study, stressis defined as “...a particular
relationship between the person and the environment that is
appraised by the person as taxing or exceeding his or her
resources and endangering his or her well-being” [5].

Encouraging health-related behavior change using the internet
providesthe opportunity to reach out to atheoretically unlimited
number of users at a lower cost than face-to-face or partly
web-based solutions [6], and several web-based interventions
supporting changes in different health-related behaviors have
been shown to be effective [7-9]. Stress management
interventions have been shown to be effectivein different target
groups[10-12]. Although the weaknesses of existing web-based
programs for stress management have been identified, they are
not often tailored or interactive and do not build on a solid
theoretical framework [13].

Adherence to web applicationsfor the management of different
health-related behaviors for groups with and without various
diagnosesis often low, with an average adherence of 50% [14];
this may be the result of low-grade tailoring and interactivity
and program design issues. A similar pattern was observed with
web-based stress management programs. A study on a
web-based stress management program had a dropout rate of
40% in the intervention group [15], whereas programs with
some type of coach have lower dropout rates[14,16]. Onetype
of coach presented in an earlier study was an e-coach, providing
written text within 48 hours of module completion [16].
However, this is resource demanding, and the study reported
that the e-coach spent approximately 30 minutesfor each person
and module completion [16].

To address stress in the working population and issues related
to adherenceto self-management, the web application My Stress
Control (MSC) [17] was devel oped and evaluated in afeasibility
study [18]. MSC is a fully automated, interactive program
tailored to the user’s individual needs for stress management
based on Social Cognitive Theory (SCT), Theory of Reasoned
Action, Theory of Planned Behavior, Transactional Theory of
Stress and Coping, and the Transtheoretical Model and Stages
of Change [17]. It was developed for persons with perceived
stress who are not on sick leave and thus is used as a stress
prevention intervention. The development was based on
evidence within multiple fields and based on a solid theoretical
framework [17] (Methods section).

https://mental.jmir.org/2021/12/€17314
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Objective

The hypothesis was that the newly developed web-based,
self-management program built on asolid theoretical frameand
incorporating evidence from multiple fields would decrease
perceived stress compared with await-list group. Thus, theaim
of this randomized controlled trial (RCT) is to evaluate the
extent to which aweb-based, self-management program, MSC,
affected perceived stressfor persons experiencing work-rel ated
stress.

Methods

The CONSORT-EHEALTH (Consolidated Standards of
Reporting Trials of Electronic and Mobile Health Applications
and Online Telehealth) guidelines [19] were used for reporting
this study (Multimedia Appendix 1).

Design

This study was conducted as an RCT. After recruitment and
signing informed consent formsin paper format, the participants
were assigned randomly to 1 of 2 conditions. self-help stress
management using the newly developed web application MSC
or the wait-list control. Blinding was not applied in this study.
Both participants in the intervention group and the wait-list
group knew what group they were assigned to.

Sample Size

Power for estimation of sample size was calculated using a
study comparing acceptance and commitment therapy with a
wait-list group and a primary outcome of perceived stress [20]
measured with the Perceived Stress Scale, 14-item (PSS-14)
[21]. The characteristics of the participantsin both studieswere
expected to be similar, as both were performed in the same
country. Inastudy by Brinkborg et al [20], the participantswere
divided into 2 groups: one group with lower stress and the other
reporting higher stresslevels[20]. The power for this study was
calculated using the outcome scores from the group in the
Brinkborg et al [20] study that at inclusion had stress scores
<25 on the PSS-14. The estimated effect size was calculated
for the expected changesin PSS-14 scores. An estimated effect
size of 0.40 with power equal to 0.80 and a significance level
of 0.05 gave an estimated sample size of 98 individualsin each
group. With an estimated dropout rate of 20%, each group was
estimated to require 118 persons for atotal sample size of 236
individuals. A total of 244 personsreturned theinformed consent
and were allocated to either the intervention or wait-list group.
Thus, a number over the target sample size was recruited
because it was expected that some of these persons would be
excluded by MSC because of high scores on the Hospital
Anxiety and Depression Scale (HADS) or low scoreson PSS-14.
Unfortunately, during the intervention, more persons than
expected were excluded or dropped out of the study, and the
sample size was not as large as expected. In the intervention
group, 60% (29/48) of persons were excluded, and in the
wait-list group, 86% (38/44) were excluded because of PSS or
HADS scores. Overal, 52% (48/92) of persons in the
intervention group and 48% (44/92) of persons in the wait-list
group answered the preassessment. For the final assessment,
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25% (12/48) of persons in the intervention group and 43%
(19/44) of personsin the wait-list group answered.

Thisstudy wasregistered at Clinical Trials.gov (NCT03077568),
with a sample size of 95. This was a miscalculation where 3
persons excluded because of HADS were included in that
number. These individuals did not have access to MSC and
weretherefore correctly excluded from the analysisin the study.

Recruitment

Participants were recruited by the first author visiting different
work sites and workplace meetings at some of the largest work
sites in the region. Employers with a larger number of staff
required fewer contacts with executives and gatekeepers. All
participants had access to a computer or tablet and internet
connection, and most of them both at work and at home. The
first author visited 28 different work sites, some of them twice,
representing the private sector, municipality, and county council.

Eklund et al

Multimedia Appendix 2 shows the demographic characteristics
of the participants. Eligible personswereinformed both verbally
and by an information letter about the study and inclusion and
exclusion criteria. Theinclusion criteriawere aperceived stress
score, measured with the PSS-14 [21], of 17 or higher [20];
being employed; being aged 18 to 65 years; able to speak and
understand the Swedish language; and consenting to participate
in the study. Exclusion criteria were being currently on sick
leave or scoring 11 or more on either of the subscales of the
HADS[22]. Personswho perceived themsel ves as stressed were
encouraged to sign up for the study, return the signed informed
consent form, and provide an email address for further
communication. The enrollment and flow of participants are
shown in Figure 1. All correspondence with the participants
was through email with the first author. Recruitment for this
study started during autumn 2016. The participants had access
to MSC from December 2016 to May 2017. Follow-up measures
were conducted on an ongoing basis.

Figure 1. Flowchart of enrollment, randomization, and exclusion. HADS: Hospital Anxiety and Depression Scale; I TT: intention-to-treat; PSS: Perceived

Stress Scale.
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Randomization

To have persons from the same work site in both groups
(intervention and wait-list groups), randomi zation was conducted
by randomizing the participants from each work site to either
the intervention or wait-list group in blocks of 6 persons. We
chose blocks of 6 personsto be more certain that we would have
an equal number of participantsin both groups; we asoincluded
participants from work sites where few persons consented to
participate. Randomization was conducted using a web-based
randomizer [23] with a set of equal figures of ones and twosin
a 6-number set, meaning that each set contained 3 ones
(randomi zed to theintervention group) and 3 twos (randomized
to the wait-list group). The first author performed the
randomization procedure. See Multimedia Appendix 2 for
demographic data, descriptive statistics for primary outcome
measures, and secondary outcomes at baselinefor al participants
completing the first assessment.

Intervention

The intervention group received access to the web-based
program for self-management of stress, MSC [17,18], after a
baseline assessment. MSC tailors to each user in 2 main ways:
by recommending different stress management strategies
depending on stress-related problems experienced by each
unique user (using a functional behavioral analysis) and by
assessing the stage of change [24,25]. The web application is
fully automated and does not provide the user with any contact
with atherapist or coach. Informationin the programisdelivered
astext, film, and audio recordings. Feedback is provided using
tablesand charts of how stresslevelsand stress-rel ated problems
and symptoms are changed during the course of the program.
The theoretical framework for the program includes SCT [26],
Theory of Reasoned Action, Theory of Planned Behavior [27],
Transactional Theory of Stress and Coping [28], and the
Transtheoretical Model and Stages of Change [29]. SCT isthe
overarching theory of MSC and links the individual, behavior,
and environment in areciprocal manner. Furthermore, it isthe
basis for the psychoeducational module and the functional
behavioral analysis where the user is educated about how the
individual’s resources and environmental factors and behavior
interact. M SC is also designed to support self-efficacy, acentral
concept in SCT, for coping with stressful situations. In Theory
of Reasoned Action and Theory of Planned Behavior, identifying
key behavioral beliefs and controlling these beliefs as
determinants of behavioral intention is central [27]. This is
integrated in MSC by components designed to increase
perceived control over new behaviors. All modules, including
stress management strategies, start with a film in which
behavioral beliefs are addressed. Finally, the Transactional
Theory of Stress and Coping includes the central concepts of
primary and secondary appraisal and coping and influenced
both the design of MSC as a program aiming at affecting both
primary and secondary appraisal as well as coping and has
influenced both theinformation throughout the program aswell
as the included stress management strategies.
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Feedback in MSC is both ipsative and normative. Tailoring
according to stages of change as well as recommended stress
management strategies can be seen as a type of normative
feedback. Normative feedback is also provided depending on
the number of log-ins and also regarding examples the users
receive on how to solve some of the assignments related to
specific stress management strategies after completing them.
The feedback the users of M SC receive after completion of each
stress management strategy module is ipsative, and the users
can follow their changesin stress-related symptomsin atable.

Screening is conducted when the userslog in for the first time.
Theusersare screened for stresslevelsusing the PSS-14 [21,30]
and for depression and anxiety with the HADS [22,31]. Stress
scores <17 on the PSS-14 or 211 on one or both subscales of
the HADS deny the user access to the program. To reach the
intended persons, a cutoff score is used so that the users will
reach a minimum stress level. The cutoff score on the PSS-14
was based on a study in which a stressed sample was divided
into 2 groups of lower and higher stress levels[20]. The cutoff
score of 17 in this study was based on the mean PSS-14 of the
lower stress group minus one SD. This cutoff score was
considered acceptable in a previous interview study [32].

The MSC consists of 12 modules. All users must go through
the first 2 modules: introduction to the program (including
navigation and origin of the program) and psychoeducation
(with information on what stress is, symptoms of stress, and
how to lower stress). In the psychoeducation module, the
specific needs of users for stress management were assessed.
These individual needs are the basis for tailoring. The
psychoeducation module prompts the user to conduct a
functional behavioral analysis using an
Antecedent-Behavior-Conseguence model. An ambivalence
module appears for those who are not ready to start a
recommended stress management modulein the program. There
are 7 modules for stress management strategies (assertiveness
training, relaxation, pleasant activity scheduling, time
management, cognitive restructuring, techniques and advicefor
better sleep, and support for becoming physically active) and
one module for maintenance of behavior. Users are
recommended one stress management strategy at a minimum
or al are recommended if relevant according to the tailoring.
Most assignments in the modules are designed for working
within 1 week, although the users are free to choose to work
faster or stay with an assignment longer. See Figure 2 for an
example from the relaxation module. In the final module,
techniques for supporting maintenance and planning for future
stress management training are provided. Techniquesto support
behavior change are integrated into every module. Prompting
intention to change, self-monitoring, goal setting, re-evaluation
of goals, and feedback on performance arethe central techniques
in the program [17,18,33]. See Multimedia Appendix 3 for the
screen capture of the M SC. Thisintervention has been described
elsewhere [17]. See Figure 2 for an exemplary run-through.
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Figure2. Overview of the flow through the program, content of each step and with a more detailed example from the relaxation module. ABC-model:
Antecedent-Behavior-Consegquence model; HADS: Hospital Anxiety and Depression Scale; PSS-14: Perceived Stress Scale, 14-item.

1. Screening with
PSS-14 and HADS
before first log-in

2. Introduction Film: How to navigate

.

Film: Introduction to the program

/‘

3. Psychoeducation Film: What is stress

~

Example from the relaxation module
|. Short presentation of relaxation
1. Assessing readiness for change

and tailoring Film and assignments: The ABC-model
Tailoring assessments
\-
Assertiveness training
4. Stress Relaxation
management Pleasant activity scheduling

Time-management
Cognitive restructuring

strategy modules

|
|
|

Techniques and advice for better sleep
\Su pport for becoming physically active

1. Film: relaxation

IV. Relaxation mantra

V. Planning for relaxation

VI. Goal setting for relaxation
VII. Long relaxation

5. Maintenance

Procedure

The participants received user names, passwords, and links to
the questionnaires and the MSC at a preferred email address
provided in the consent form. Only study participants had access
to the program, and only as study participants, the program
could be accessed. All questionnaires were converted to a
web-based format and looked as similar as possible to the
original version. The questionnaires were connected to the user
names for the web application. All users had personal log-in,
not connected to their name or work site, connected to the email
provided. Most participants chose their work-connected email
addresses. Information on security using the platform was
provided, and participants were told that all communication to
and from the web application was encrypted using the Secure
Sockets Layer protocol. In addition, | P addressesfrom multiple
failed log-insweretemporally banned. Backup procedureswere
performed regularly to avoid the loss of user data. The study
participants were informed about the security of web-based
applications.
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VIIl. Self-test long relaxation
IX. Short relaxation

X. Self-test short relaxation
XI. Quick relaxation

XIl. Self-test quick relaxation

XIll. Applied relaxation

Outcome M easures

/

Primary Measures

The primary dependent measure was the Swedish version of
the PSS-14 [21,30]. The PSS-14 assesses the frequency of
stress-related thoughts and feelings using 14 items. Responses
are given on a 5-point scale, ranging from never to very often.
In 7 of the items, the response very often indicates high stress,
whereasin the other half, the responses are reversed. Responses
are summed to atotal score ranging from 0 to 56, with high
scoresindicating high stress. PSS-14 was used both at baseline
and postintervention assessments. The Swedish version [34]
and the original English version [21] of the PSS-14 have shown
good psychometric attributes. The Cronbach a was .75 at
baseline assessment in this study.

Secondary Measures

The 26-item Coping Self-Efficacy Scale measures one's
perceived self-efficacy with coping behaviors when faced with
challengesinlife[35]. This scale hasdemonstrated good validity
and reliability [35]. The items concern beliefs in performing
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behaviors important to adaptive coping scored on an 11-point
scale, where 0 means cannot do at all and 10 means being
certain that one can do. Items are summed to obtain a total
score between 0 and 260. High scoresindicate high self-efficacy
in coping with stress. The Coping Self-Efficacy Scale was used
both at baseline and postintervention assessments.

The General Nordic Questionnaire for Psychological and Social
Factors at Work (QPS) measures psychological and socia
factors at work [36] and has shown good validity and reliability
[37]. In this study, the short form, QPS Nordic 34+, was used
[36]. It contains 37 items divided into 23 subscales and single
items. All items are scored on a5-point Likert scale. The mean
of each subscale is calculated. The QPS Nordic 34+
guestionnaire was used for both the basdine and
postintervention assessments.

The shortened version of the Utrecht Work Engagement Scale
[38] is a 9-item scale with 3 subscales measuring a person’s
engagement in his or her work. All items are scored on a
seven-point Likert scale (0-6). The Utrecht Work Engagement
Scaleyields 3 subscales (vigor, dedication, and absor ption) and
atotal score. The mean for each subscale and the mean of the
total scale are calculated. Each subscale consisted of 3 items.
High scoresindicate high work engagement, which is negatively
related to burnout. This questionnaire was used at both baseline
and postintervention assessments. The scale has shown
acceptable psychometric properties [38], and the Swedish
version has shown good reliability [39].

The situational version of the Brief Coping Orientation to
Problems Experienced I nventory (COPE) [40] isa28-item scale
with afour-point response scal e that measures coping strategies
in stressful situations. It has shown good reliability [41] and
validity [42,43]. Each item ranges from never to very often and
measures 14 different coping strategies. A confirmatory factor
analysis [44] led to the conversion of the original 14 subscales
into 6 subscales (used in this study): self-distraction (scoring
2-8), problem-focused coping (scoring 4-16), avoidant coping
(scoring 6-24), socialy supported coping (scoring 6-24),
emotion-focused coping (scoring 8-32), and self-blame (scoring
2-8) [44]. In addition, two 4-item emotional approach coping
scales were embedded in the Brief COPE [45]. The items for
each subscal e are summed, except for the 2 |ast subscal es about
coping through emotional processing and emotional expression,
wherethe means of theitemsare calculated. The range of scores
on the last 2 subscales ranged from 1 to 4. This questionnaire
was used at both baseline and postintervention assessments.

The Motivation for Change Questionnaire (MCQ) [46-48]
measures motivation for changein lifeand work situations. The
MCQ showed good reliability [46] and validity [47] in the
development samples. The MCQ contains 48 items forming 7
subscales related to life situations and 6 subscales related to
work situations. The subscalesrelated to life Situations are socia
support inlife, control inlife, mastery inlife, challengesinlife,
values, self-efficacy, and self-confidence. The subscalesrelated
to work situations are coworker support, supervisory support,
challengesin work, job contral, interactions, and goals. Owing
to technical errors, the subscale interaction was omitted in this
study. Responses are given on a 4-point scale, ranging from

https://mental.jmir.org/2021/12/€17314

Eklund et al

never to very often. The scoring is reversed for 5 items. The
median of each subscaleis calculated. High scoresindicate high
motivation [48]. The MCQ was used to study whether
motivation to change could predict adherence to MSC and was
used at baseline assessment.

Internal consistency was calculated for the measures at the
preassessment, both for total scales and subscales for the
secondary outcomes, with the Cronbach a or Spearman-Brown
coefficient as applicable. The reliability was 0.7 or higher for
all total scales and subscales save for 3 subscales of the Brief
COPE (sdf-distraction: 0.4; avoidant coping: 0.5; and
emotion-focused coping: 0.6), 7 of the subscales of the MCQ
(contral inlife: 0.3; mastery inlife: 0.6; challengesin life: 0.4;
values: 0.4; self-efficacy: 0.6; job control: 0.3; and goals: 0.5),
and 5 of the subscales of the QPS (positive challenges at work:
0.6; control over decisions: 0.2; innovative climate: 0.6;
inequality: 0.4; and work satisfaction: 0.6).

Procedurefor Data Collection

The exclusion and inclusion criteria were measured using the
PSS-14 and HADS after randomi zation. Demographic datawere
collected together with baseline assessments after randomization.
Thisprocedure was chosen because the PSS-14 and HADS were
built into the screening section after opening the program for
the first time. The postintervention assessment was sent out 4
months after the initial log-in. Reminders were sent out 2 and
4 weeks after each time point, including the baseline. The
wait-list group received the assessments at the corresponding
time points as the intervention group from the same work site.
All data were collected in aweb-based format.

Wait List

The personsin the wait-list group received questionnaires on 2
occasions. Thefirst occasion coincided with the preintervention
assessment for the intervention group, and the second occasion
was 2 months after thefirst assessment. The 2-month follow-up
was decided, asthistime point was estimated to be the shortest
time frame for completing the intervention in the intervention
group. After the second assessment, the wait-list group received
accessto MSC.

Statistical Analysis

Analyseswere performed using SPSS 24 [49]. Thesignificance
level was set at P<.05. Student t tests (2-tailed) were used for
differences between and within intervention and wait-list groups
on the PSS-14 and demographic data. Chi-sguare and Fisher
exact testswere used to detect differences between the 2 groups
on categorical demographic data. Demographic data were
presented using descriptive statistics. Comparisons  of
demographic data and outcome measures were conducted
between dropouts and completers of the 2 assessments in the
intervention and wait-list groups using the Student t test,
chi-squaretest, or Fisher exact test. Effect sizeswere calculated
by adjusting the cal culation using the pooled SD (Cohend) [50].

For secondary outcome measures, Wilcoxon signed rank tests
were used to cal cul ate within-group changes, and Mann-Whitney
U testswere used for between-group differences at baseline and
for between-group changes at the postintervention assessment.
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Mann-Whitney U tests were also used for dropout analysis for
secondary outcomes for differences between completers and
dropouts.

The primary and secondary outcome analyses were conducted
according to the intention-to-treat. The data for the primary
outcome, PSS-14, were normally distributed without any
outliers.

Participantswho completed 2 rounds of assessment were defined
as completers. Dropouts were defined as participants who
completed the first assessment only.

Compliance With Ethical Standards

All  procedures performed in studies involving human
participants were conducted in accordance with the ethical
standards of the institutional and national research committee
and with the 1964 Helsinki declaration and itslater amendments
or comparabl e ethical standards. Informed consent was obtained
from all participants included in the study. The ethica
application of Dnr 2015/555 was approved on January 20, 2016,
by the Regiona Ethica Review Board in Uppsala County,
Sweden. An amendment application was approved for thisstudy
on December 16, 2016.

Results

Effectsof MSC

For the primary outcome, the PSS-14, there were no significant
differences between the intervention (mean 3.1, SD 7.66) and
the wait-list group (mean 1.42, SD 6.16) in mean change from
baseline to postintervention assessment. A small effect sizewas
detected for the between-group mean change (Cohen d=0.25).
Therewere no significant within-group differencesin either the
intervention group from preassessment (mean 24.25, SD 4.67)
to postassessment (mean 21.17, SD 10.54) or in the wait-list
group from preassessment (mean 24.26, SD 6.26) to
postassessment (mean 22.84, SD 5.24) on PSS-14. Small
within-group effect sizes were observed (Cohen d=0.38) in the
intervention group and the wait-list group (Cohen d=0.25).

There were differences between the intervention and wait-list
groups in two secondary outcomes: the subscale of coping
through emotional processing (Z=-2.3; P=.02) from the Brief
COPE and predictability (U=46.5; P=.03) from the QPS.

There were significant within-group changesfor the compl eters
in the intervention group on 2 secondary outcome measures.
The subscale of self-blame from the Brief COPE was
significantly lower in the intervention group at the
postintervention assessment (Z=2.06; P=.04). In addition, in
the intervention group, there were significant within-group
differences in the 2 subscales from the QPS, showing higher
role conflicts (Z=2.06; P=.04) and lower stress (Z=2.43; P=.02)
at the postintervention assessment. Role conflict was reported
to be significantly higher in the wait-list group from pre- to
postintervention assessment (Z=2.39; P=.02), and there were
more problematic situations with social interaction (Z=-2.12;
P=.03). Multimedia Appendix 4 shows the medians and ranges
of the pre- and postintervention scores for completers in the
intervention and wait-list groups.
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Dropout Analysis

There were no differences in demographic data between the
completers and dropouts in the intervention group. See
Multimedia Appendix 5 for medians and ranges of the
preintervention assessment for dropouts in the intervention
group and dropoutsin thewait-list group. Inthewait-list group,
there was a significant difference between completers and
dropouts regarding the sector in which the participants were
employed. Personsin the private sector had the highest dropout
rate (100%).

There was a significant difference in perceived stress, the
PSS-14, between the completers (mean 24.25, SD 4.67) and
dropouts (mean 27.69, SD 5.25) in the intervention group
(t=—-2.0; P=.049). Self-efficacy, measured with a subscale of
the MCQ, was significantly higher in the intervention group
than the dropouts in the intervention group (U=110.5; P=.02).
For the QPS, support from colleagues was significantly higher
in the intervention group than for dropouts in the intervention
group (U=97.5; P=.02), and the completers had a better
perceived social climate (U=108.5; P=.049) and teamwork
(U=68.5; P=.002). On the Brief COPE, the intervention group
reported significantly higher use of coping through emotional
processing (U=77.5; P=.01) compared with the dropouts.

In the wait-list group, the subscales of vigor (U=65; P<.001),
dedication (U=95; P=.01), and absorption (U=74.5; P<.001)
and the total score on the Utrecht Work Engagement Scale
(U=67; P<.001) wereal significantly higher in completersthan
the dropoutsin thewait-list group. On the QPS, roleclarity was
significantly higher in completers than the dropouts in the
wait-list group (U=98; P=.03), as was predictability (U=87;
P=.01), experience of mastery (U=99.5; P=.02), social climate
(U=100; P=.03), innovative climate (U=98; P=.02), teamwork
(U=78; P=.004), and work satisfaction (U=85.5; P=.01). There
was al so significantly lower role conflict in completersthan the
dropouts in the wait-list group (U=31; P<.001).

Discussion

Principal Findings

In this study, a web-based self-management program for stress
management named M SC was eval uated for its effect on users
perceived stress, coping self-efficacy, work engagement, coping
strategies, and psychosocial factors at work compared with a
wait-list group. The main results showed that there were no
significant differences in the outcome measures between the
wait-list group and the intervention group in the primary
outcome (perceived stress). However, a small effect size was
found for perceived stress both between the intervention and
wait-list groups and within the intervention group as well as
within the wait-list group.

Comparison With Prior Work

A meta-analysis of stress management interventions in
occupational settings showed that the interventions, on average,
had a medium to large effect on stress [51]. However, most of
the interventions in the meta-analysis were face-to-face or
relaxation interventions using audio tapes. For web-based stress
management, one study showed alarge effect size[16], but that
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intervention included feedback from an e-coach, aperson giving
written feedback and sending reminders, thereby placing a
greater demand on resources than MSC. Few resources are
necessary to administer and deliver MSC because it is a fully
automated program. A program demanding few resourceswith
asmall effect size could be considered important and could still
be worth investigating with MSC in a larger study. A stress
management program that demands fewer resources focused
on stress-preventive actions in persons not on sick leave is
valuable for preventing stress-related ill health. A score of 25
or higher on the PSS-14 has been used as a cutoff for high stress
levels[20]. In this study, the median for perceived stressin the
intervention group was 24 at preassessment and 19.5 at
postassessment. In a previous population study, the average
stress level was 17 in the PSS-14 [30]. Thus, our participants
decreased their stress level to near the population level of 17,
asseenin an earlier study [30], and our study participants may
have reached their potential for change. This factor may have
contributed to the nonsignificant differences between groups.
Thus, difficulties in finding significant changes were expected
because this application was developed for health promotion,
and the study participants were not expected to have very high
levels of stress at baseline.

Thewait-list group reported higher role conflict postintervention
assessments. To have yet another task to complete, such as an
extensive battery of questionnaires, additional personsto satisfy
(the researchers) could lead to feelings of conflicting roles.
Nevertheless, there was a small effect size on perceived stress
in the wait-list group over time. Effects in the wait-list group
have also been reported in other studies [16]. This effect could
depend on how a person in an ongoing study becomes aware
of, in this case, his or her stressrelated problems and
automatically startsto handle them and changestheir behavior.
Filling in the questionnaires could be considered
self-monitoring, which is known as a strong technique for
creating behavior change [33]. However, the effect in the
wait-list group could also depend on contamination between
the intervention group and the wait-list group because the
participants from the same workplace were included in both
groups.

It could be considered controversial to launch a program for
individual stress management because work-related stress is
often described as deriving from organizational features[1,52]
and demands [4] at work. Putting a lot of focus on individual
responsibility to, on his or her own, handle stress that might
have been caused by work conditions could make theindividuals
feel that the stressis their responsibility. Nevertheless, the fact
that self-blame was significantly lower at postintervention
assessment in the intervention group indicates that the goal of
educating the participants on stress, the causes of stress, and
therole that both environmental and individual factors havein
stress management was successful and even contributed to lower
self-blame.

Only 25% (12/48) of the intervention group completed the
postintervention assessment. Adherence in this study was thus
low compared with that in earlier studies [14]. The low
adherence could be associated with the technical issuesahandful
of early participants encountered, the high number of
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guestionnaires used, and the program was perceived as
extensive. The technical issues, which led to irritation among
the early participants, may also have contributed to the higher
dropout rate in the intervention group compared with the
wait-list group. Although the feasibility of M SC was evaluated
in our previous studies [18,32], and the MSC was further
developed to be less extensive, it may still have been too
extensive and perceived astoo complicated for the participants
to feel motivated to useit. The results from previous studies on
MSC aso influenced how the program was presented to
potential study participants so the study participantswould have
realistic expectations about the program in terms of the time
required to use it. As mentioned previously, access to a coach
or therapist has been shown to support adherence [14,16], but
it can a'so hinder the distribution of aweb application because
real-life support requires more resources than afully automated
program such as MSC. Providing an e-coach is resource
demanding, and one study reported that the e-coach spent
approximately 30 minutes for each person and module
completion[16]. The fully automated nature of MSC may have
contributed to the low study adherence, even if tailored but
automated feedback was provided. Adherence to MSC may
benefit from having somekind of e-coach giving individualized
feedback and prompting the participants to adhere to the
program and assignments. In MSC, a problem-solving model
for identifying social support to identify personswho could, for
example, beinvolved as a coach, wasintegrated into one of the
final modules of the MSC to support better adherence to the
recommended assignments. The problem-solving module may
work earlier in the program. A weakness of this study was that
use and adherence to assignments were not monitored and the
dose the study participantsreceived was not known. The choice
not to monitor was due to the tailoring, that the study
participants were free to choose parts other than the
recommended and work at their own pace.

In future trials of MSC, the number of log-ins and use of the
different functionsin M SC should be more carefully monitored
to understand how the users use MSC. In the administrations
tool of MSC, the userswerefollowed regarding how many times
they logged in but not for how long they used the app, which
means that they could have been logged in for several days
without logging out. In future studies of MSC, the administration
tool needs to have more detailed information and tracking
possibilities regarding traffic and use (eg, time spent on each
assignment) and the functions that were used the most.

The dropout analysis revealed some significant differences
between completers and dropouts in both the intervention and
wait-list groups. In the intervention group, completershad higher
self-efficacy, higher support from colleagues, better social
climate, and scored higher on teamwork, whereas dropouts had
significantly higher stress at baseline. These differences may
indicate that the completers perceived having resources, both
external and internal, to work with their own stress management
using M SC. Exposureto psychosocial risk factorsat work, such
aslow coworker support, has been associated with stress-related
health problems[53]. Thefindingsin this study imply that those
with the most to gain in preventing stress-related ill health
dropped out to a greater extent. Thus, a stress management
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program such as M SC can never be seen as an absol ute solution
to work-related stress, and psychosocial risk factors for stress
must also be handled at an organizational level [54]. A focus
on heightening self-efficacy [55] has been associated with
reduced absences from illness in coping-related interventions
in an occupational setting [56,57]. Thus, self-efficacy could be
considered an important resource for maintaining health when
exposed to stress. MSC is developed based on evidence to
strengthen self-efficacy [58], but it seems important to find
ways for those with low self-efficacy to engage in the
intervention. Completers also reported higher use of coping
through emotional processing, indicating that they may have
been more prone to take time to reflect on their own situation.
Coping through emotional processing has been identified asan
adaptive coping strategy [59]. Indications that MSC evokes
self-reflective processes were also found in our previous study
evaluating the feasibility of an earlier version of MSC [32].

The dropouts from the wait-list group could be considered
similar to the dropouts from the intervention group in that they
reported more exposureto psychosocial situationsat work. They
reported a lower innovative and socia climate at work, scored
lower on teamwork, reported lower work satisfaction, role
clarity, predictability, and lower experience of mastery. This
similarity could guide researchers in environmental
circumstances at work that hinder participation when perceiving
oneself as stressed but might also depend on how people with
fewer internal and external resources do not prioritize
completing the multiple questionnaires, which was an issue
identified in an earlier study [32].

The amount of time required to complete the study
guestionnaires negatively affected adherence to the program.
In this study, several closely related domains of stress and
factors at work were studied, and data were collected with a
relatively high number of items. However, work-related stress
is complex; the causes of developing stress-related ill health
are multifactorial, and the experience of the consequences of
stressisvaried. Therationale for using multiple questionnaires
was to capture the multifactorial aspects of stress in a
work-related context. This choice was also arelevant choicein
light of the difficulties in operationalizing work-related stress.
The second round of measurements may have been abarrier for
adherence, and more persons might have used the program than
those who answered the second round of measures. In future
trials, the possibility of asking for reasons for dropouts should
be investigated. Nevertheless, this is an ethical dilemma that
needs to be further investigated because the study participants
were informed that they could drop out from the study at any
point without giving reasons.

The behavior change model for internet interventions describes
thefactors affecting behavior changein web-based interventions.
According to the model, adherence is affected by the
characteristics of the user and the program, degree of support,
and environmental factors[60]. All possible characteristicsand
needs of the users intended for MSC may not have been
considered when developing the MSC. For example, the
program needsto support usersin prioritizing self-management.
To handle difficulties in prioritizing self-management, there is
a time management module in MSC [17]. This module could
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have been integrated partly in the psychoeducation module to
help study participants prioritize their own stress-related
problems at an early stage. It is also possible that MSC needs
to be simpler in both content and technology. Furthermore,
reminders have been shown to be an important characteristic
of aprogram that facilitates adherence [61], but few web-based
interventions use them [14], which could depend on the related
costs for an SMS or technical difficulties such as deciding the
best time to send reminders. A function for sending out
reminders should be further developed to facilitate adherence
to MSC.

One of the strengths of this study was the RCT design, even if
a weakness was the lack of blinding in this study. In an RCT
with aproper randomization procedure, it is possible to control
for factors that might influence the results, in addition to the
intervention. In addition, earlier research has shown that it isa
strength [62] to build programs such as MSC on theory. The
content of the program and causalities between its concepts can
be motivated, validated, and understood by theories. In addition,
integrating several scientific fields in program development
could contribute to amore holistic program in terms of content
and presentation.

The randomization procedurein blocks of 6 personswas chosen
to increase the chance for persons from the same work sitesto
be randomized to both groups. This randomization was desired
to minimizetherisk of other work-site-related incidentsto bias
the results. This procedure can be considered a risk factor for
contamination [63]. Having persons from the same work site
in both groups could have contributed to the small positive
effect size in the wait-list group because of contamination.
However, baseline data showed that randomization was
successful. The randomization was conducted before screening
for depression and anxiety aswell as before they completed the
baseline. Thismight have had a negative effect on study attrition
and could be alimitation of thisstudy. Thisstrategy was chosen
because the application (MSC) was developed to screen for
depression and anxiety, as well as for perceived stress levels,
and was designed to be as close as possible to how MSC is
planned to be distributed in the future, except for theintegrated
measurementsfor primary and secondary outcomesfor the study
purpose.

At baseline, no significant difference between the intervention
group and wait-list groups was detected regarding the work
sector (private, municipality, and county council; Multimedia
Appendix 2).

In addition, the small sample sizeisalimitation that could have
caused the nonsignificant effects, thus increasing the risk of
typell error. The sample size was insufficient to provide power
for this study. Although one additional work site was included
after the start of the study, theincluded work siteswere depleted.
Although ad hoc, the expected dropout rate has been estimated
to be 50% instead of 20%, which is in line with the average
dropout from web-based applications for behavior change and
self-management of different health-related conditions [14].
Nevertheless, a focus on features that facilitate adherence was
hypothesized to increase adherence to MSC compared with
earlier web-based stress management programs, which was not
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enough to facilitate adherence to MSC. Nonetheless,
nonsignificant results in a small sample can still produce a
relevant effect size. Thus, MSC should be further studied for
its effect on perceived stress, but with a focus on support
adherence in the indented group.

Gamification has been used in several studiestoimprove mental
health and well-being [64]. In asystematic review, the argument
for gamification in the included papers was to promote
engagement and enhance an intervention’sintended effect [64].
The authors of the systematic review aso identified common
gamification elements such aslevelsor progress feedback, points
or scoring, rewards or prizes, narrative or theme, personalization,
customization, artificial assistance, unlockable content, social
cooperation, exploratory or open-world approach, artificial
challenge, and randomness [64]. Even if MSC have some of
these functions, for example, levels or progress feedback,
personalization, and unlockable content, it may be useful in
subsequent iterations of the intervention to have more engaging
mechanisms built in the application. Gamification may have a
positive effect on how participants experience the intervention
by increasing cognitive engagement and the combination of
cognitive and affective engagement [65].

There was a significant difference in dropouts between the
different sectors. This difference could be associated with the
postintervention assessment and reminders that were sent out
during a summer vacation period to the persons employed in
the private sector. The timing of starting an intervention and
planning the postintervention assessment must be considered
in future studies.

Approximately 30% (244/720) of the eligible participants
provided informed consent. This percentage includes both
included and excluded persons. On the basis of this percentage,
issues with selection bias must be considered. Consequently,
the external validity of the results is limited to persons with
perceived stress who are willing to find solutions on an
individual level. Participants in the intervention group who
reported higher general self-efficacy at baseline were more
likely to complete the 2 rounds of assessments. This finding
could indicate that the program suits persons who believe they
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have resourcesto handle stressat anindividual level. In addition,
the participantsin this study were mostly women, which must
be considered when generalizing the results.

When analyzing with intention-to-treat, there is arisk of type
Il errors [66], but intention-to-treat was chosen instead of per
protocol because we did not study the extent to which
participants took part in and adhered to the assignments.

The procedure for introducing and using M SC in this study was
designed to, as far as possible, resemble how it would be done
if MSC was a commercial product except the baseline and
postassessment.

Conclusions

It is still uncertain what effect MSC may have on perceived
stress, but the effect size regarding the primary outcome
indicates that it could be worthwhile to develop and evaluate
MSC further. The result must be interpreted with caution
because of the high dropout rate, which may have biased the
results. As the focus of this study was to prevent stress levels
that could lead to sick leave, the parti cipants were not expected
to have very high initia stress levels. Consequently, the
participants’ potential to decreasetheir stress scores might have
been rather limited, which probably contributed to the small
effect size and nonsignificant results. Moreover, the power in
this study was too low to ensure significant differences. MSC
could, after further development and evaluation, be an
alternative or complement to face-to-face interventions, as stress
management could be valuable for decreasing stress on alarge
scale in the workforce, but further studies that focus on
facilitating adherence are required. In addition, further studies
should focus on determining the effective elements of the
program to condense the program. Condensing the program
may, in turn, contribute to higher adherence rates. Furthermore,
thelength of thetest battery in the study may have been aheavy
burden to the participants, and the study may have reduced the
length of the tests and thus might have contributed to the low
adherence. Finally, the technical issues encountered may have
been prevented by more extensive beta testing with the target
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CONSORT-EHEALTH (Consolidated Standards of Reporting Trials of Electronic and Mobile Health Applications and Online

Telehealth) checklist.
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Demographic data, descriptive statistics for primary outcome measures, and secondary outcomes at baseline for all participants
completing the first assessment.

[PDF File (Adobe PDF File), 139 KB - mental_v8i12e17314_app2.pdf ]

Multimedia Appendix 3

Screen capture video of My Stress Control (MSC) showing log-in, screening for depression, anxiety and stress levels, film
regarding navigation of MSC, introduction to M SC, Antecedent-Behavior-Consequence model, and time management module.
[ZIP File (Zip Archive), 209415 KB - mental_v8i12e17314 app3.zip |

Multimedia Appendix 4
Pre- and postintervention assessment for completers in the intervention group and completers in the wait-list group.
[PDE File (Adobe PDF File), 110 KB - mental_v8i12e17314 app4.pdf |

Multimedia Appendix 5
Medians and ranges in the pre- and postintervention assessments for dropouts in the intervention group and dropouts in the
wait-list group.

[PDE File (Adobe PDF File), 64 KB - mental_v8i12e17314_app5.pdf |
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Abstract

Background: Postpartum depression (PPD) is a severe mental disorder that often results in poor maternal-infant attachment
and negatively impacts infant development. Universal screening has recently been recommended to identify women at risk, but
the optimal screening time during pregnancy has not been defined so far. Thus, web-based technologies with widespread use
among women of childbearing age create new opportunities to detect pregnancies with a high risk for adverse mental health
outcomes at an early stage.

Objective: The aim of this study wasto stratify the risk for PPD and to determine the optimal screening time during pregnancy
by using aweb-based screening tool collecting el ectronic patient-reported outcomes (ePROs) asthe basisfor ascreening agorithm.

Methods: Intotal, 214 women were repeatedly tested for depressive symptoms 5 times during and 3 times after pregnancy by
using the Edinburgh Postnatal Depression Scale (EPDS), accessible on aweb-based pregnancy platform, devel oped by the authors
of this study. For each prenatal assessment, the area under the curve (AUC), sensitivity, specificity, and predictive values for
PPD were calculated. Multivariate logistic regression analyses were applied to identify further potential predictors, such as age,
education, parity, relationship quality, and anxiety, to increase predictive accuracy.

Results: Digitaly collected datafrom 214 pregnant women were analyzed. The predictive accuracy of depressive symptoms 3
and 6 months postpartum was reasonable to good regarding the screening in the second (AUC=0.85) and third (AUC=0.75)
trimester. The multivariate logistic regression analyses resulted in an excellent AUC of 0.93 at 3 months and agood AUC of 0.87
at 6 months postpartum.

Conclusions: The best predictive accuracy for PPD has been shown for screening between the 24th and the 28th gestational
week (GW) and seemsto be beneficial for identifying women at risk. In combination with the aforementioned predictive factors,
the discriminatory power improved, particularly at 3 months postpartum. Screening for depression during pregnancy, combined
with the women’s personal risk profile, can be used as a starting point for developing a digital screening algorithm. Thereby,
web-based assessment tools constitute feasible, efficient, and cost-effective approaches. Thus, they seem to be beneficia in
detecting high-risk pregnancies in order to improve maternal and infant birth outcomes in the long term.

(IMIR Ment Health 2021;8(12):€26665) doi:10.2196/26665
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Introduction

The perinatal period represents a period in life where women
turn to digital resources, particularly in the field of medical
health care [1]. The growing supply of e and mHealth
technologies and the increasing desire to access and monitor
health data generate the need for an empirical proof as
intervention and information tools [2-4].

Vice versa, the assessment of patient-reported outcomes (PROS)
in pregnancy has been shown to be a highly valid method for
data acquisition [5]. Characteristics of female m- and eHealth
seekers during pregnancy encompass a younger age, a lower
self-rated health status, being pregnant for the first time, and
being easily influenced by online sourcesin termsof pregnancy
[6]. Furthermore, current research has shown that especially
women with a higher risk of depression and anxiety disorders
use pregnancy apps more extensively [7].

According to the literature, especially pregnant women show
increased vulnerability for the onset or relapse of a manifest
depressive disorder during the perinatal period, as pregnancy
and childbirth represent 2 major eventsin awoman’slife, along
with substantial changes in their responsibilities [8-10]. The
prevalence of postpartum depression (PPD) varies depending
on study type, measurement, time of assessment, and nationality
from 10% to 15% during the first year after childbirth [11-15].
According to the International Satistical Classification of
Diseases and Related Health Problems, Tenth Revision
(ICD-10), and the Diagnostic and Satistical Manual of Mental
Disorders, Fifth Edition (DSM-5), diagnostic criteria, PPD is
diagnosed if symptoms such as sadness, anhedonia, disturbance
in appetite or deep, fatigue, psychomotor symptoms,
worthlessness/guilt, attention deficits, and suicidality persist
for at least 2 weeks with a peripartum onset [16,17].

Regarding thefirst days postpartum, PPD must be distinguished
from baby blues. While PPD occurs within the first year
postpartum, baby blues affects 50%-85% of mothersduring the
first 10 days postpartum but usually ameliorateswithin 2 weeks
[18]. Baby blues is characterized by transient mood swings,
tearfulness, and mild depressive symptoms [19,20].

Prior research identified risk factors for PPD, such as a history
of mental disorders, stressful life events, limited socia support,
low socioeconomic background, and especially depression and
anxiety, that have been reported to be the strongest predictors
for adverse mental health outcomes in the postpartum period
[21-25].

Suffering from PPD not only constitutes a burden for the
mothers and fam ilies but aso has a high impact on early
mother-child interaction and parenting [26,27]. The long-term
effectsfor the child include impaired mother-child bonding [28]
and cognitive, emotional, and behavioral problems[29,30].

However, PPD often remains undetected and thus untreated as
women who suffer from depressive disorders are sometimes
unable to evaluate their emotions and reluctant to seek support
and help on their own [31,32]. Even though early identification
and support for mothers at risk are crucial to prevent PPD, only
20% of affected women are detected in the perinatal period and
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around 10% of those women receive adequate treatment and
support [10,33].

According to the current literature, the most commonly used
screening tool for perinatal depression isthe Edinburgh Postnatal
Depression Scale (EPDS) [34]. This self-report questionnaire
contains 10 items measuring depressive symptom severity during
the past week and has been validated for antenatal and postnatal
application [35]. In fast-paced clinical settings, it has been
shown to be practicable, takesless than 5 minutesto complete,
and is highly accepted by women with and without depression
alike[36,37].

Current evidence suggests that there is an overall benefit of
perinatal depression screening [38]. The American College of
Obstetriciansand Gynecol ogists (ACOG) recommends perinatal
screening for depressive symptoms at least once during
pregnancy and after childbirth [39]. However, no optimal
screening time and routine have been established in obstetrical
caresofar. Thereisstill uncertainty about which screening tool
providesthe best predictive accuracy and how often and at what
time point it should be applied [40,41].

Thus, web-based pregnancy tools provide new opportunities
for real-time dataacquisition, including the feasibility to capture
symptom deterioration and upcoming adverse events[6,42,43].
Growing mHealth technol ogies can be used for prevention and
intervention of depressive disorders at an early stage and may
even reduce barriers to seeking psychotherapeutic support
[44-51]. The feasibility and acceptability of web-based
depression screening by means of the EPDS have been shown
in the previous literature. In comparison to conventional
paper-based methods, pati ents perceived web-based technologies
as more convenient, discrete, and favorable [52].

Only few studies have assessed whether PPD can be reliably
predicted during pregnancy by using the EPDS. The overall
results show high negative predictive values and specificity but
low positive predictive values and sensitivity with areasonable
discriminatory power [53]. Although Lau et a [54] first
described a strong correlation among depressive symptoms in
the second trimester and up to 6 weeks postpartum, Meijer et
al [53] and Venkatesh et a [55] assumed that predictive
accuracy is limited but that it can be improved by adding the
history of depression. Both recommend a cut-off threshold of
>5 for initial screening, followed by clinical diagnostics if
positive.

Theaim of thisstudy wasto longitudinally monitor EPDS scores
by monthly assessments during the second and third trimester
of pregnancy as well as 1 week, 3 months, and 6 months
postnatally. By using thislongitudinal approach, thiswork aimed
to find the best screening time during pregnancy, with the
highest predictive accuracy for PPD, based on the use of a
web-based pregnancy tracking tool. In the next step, we aimed
to refine the discriminatory power by including the women’s
personal risk profiles, such as prenatal maternal anxiety or
depressive symptoms, age, education, parity, or relationship
quality. The absence of a standardized, widely accepted
screening program in routine prenatal care underlines the need
for testing the feasibility and validity of web-based data
acquisition methods.
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Methods

Participants and Study Design

This prospective bicentric study based on electronic
patient-reported outcome (ePRO) questionnaires was conducted
between October 2016 and September 2018 in the maternity
departments of the University Hospitals Heidelberg and
Tuebingen, Germany. Intotal, 214 pregnant women participated
in the study. Inclusion criteria for recruitment were maternal
age >18 years, sufficient knowledge of the German language,
adequate internet access, and a singleton pregnancy between
the 20th and the 27th gestational week (GW). Exclusion criteria
encompassed a multiple pregnancy and known fetal anomalies
and malformations. After participants provided their written
consent to participate in the study, they completed the first set
of web-based questionnaires on a tablet device on-site after
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registration with pseudo-anonymous user credentials on a
self-devel oped platform called Patient-infor miert-interaktiv-Ar zt
(patient-informs-interactively-physician [PiiA]; see Figure 1).
At the time of enrollment, trained clinical staff provided
participants assistance. Furthermore, an online tutorial was
provided on the platform explaining the technical use. Further
data acquisition was supposed to take place in the participants
domestic environment on their preferred device. The participants
received web-based assessments at 8 time points: every 4 weeks
during pregnancy (Prael=20th, Prae2=24th, Prae3=28th,
Prae4=32nd, and Prae5=36th GW) up to 6 months postpartum
(Postl=7 days, Post2=3 months, and Post3=6 months
postpartum). In addition, 2 days prior to the scheduled
assessment as well as 3 and 5 days afterward, the participants
received an email reminder from the study team to complete
the web-based questionnaires. Furthermore, sociodemographic
and health-related data were obtained by means of ePROs.

Figure 1. Screenshot of the PiiA platform. PiiA: Patient-informiert-interaktiv-Arzt.

2 = = -

In den letzten sieben Tagen konnte ich lachen und das Leben von der sonnigen Seite

sehen

In den letzten sieben Tagen konnte ich mich so richtig auf etwas freuen

To monitor maternal symptoms of depression and anxiety during
the entire antenatal and postnatal period, the EPDSwas applied
at every time point, whereas the State-Trait Anxiety Inventory
(STAI) was applied twice, at the 24th and the 32nd GW. The
participants’ datawere stored pseudo-anonymized and securely
on alocal storage device.

Ethics

Ethics approval was obtained from the ethics committee at
Heidelberg University (project no. S158/2016).

Instruments

Edinburgh Postnatal Depression Scale

The EPDS [34] is a widely used screening tool validated for
assessing pre- and postpartum symptoms of depression [35,56].
The 10-item self-report questionnaire measures depressive
symptoms during the past 7 days. Every question isscored from
0 (no depressive symptoms) to 3 (severe depressive symptoms);
thus, the total score varies between 0 and 30. Higher scores
indicate a higher risk of minor or major depression. The
recommended cut-off scoreis=10 points, which predicts minor
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depression and has shown good sensitivity and specificity of
0.96 and 1, respectively [57].

State-Trait Anxiety | nventory

The STAI [58] isused to assess anxiety asatemporary condition
(State-Trait Anxiety Inventory, state scale [STAI-S]) aswell as
general anxiety asapersonal trait (State-Trait Anxiety Inventory,
trait scale [STAI-T]). In this study, the German versions of the
STAI-T as well as the STAI-S were administered [59]. The
questionnaire contains 20 items measured on a 4-point Likert
scale from 1 (low) to 4 (high). Total scoresvary from 20 to 80.
In previous studies, the STAI has shown good discriminatory
and predictive validity in perinatal populations [60]. The
recommended cut-off score of >40 reached a sensitivity of
80.95%, aspecificity of 79.75%, and apositive predictive value
of 51.5% [61].

Questionnaire on Relationship Quality

The questionnaire on relationship quality
(Partnerschaftsfragebogen [PFB]) [62,63] was applied to assess
the participants’ self-rated relationship quality and satisfaction
with their partners. The questionnaire encompasses 3 scales.
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(1) tenderness, (2) communication, and (3) conflict behavior.
Each subscale contains 10 items measured on a 4-point Likert
scale. While higher scores on the conflict behavior scaleindicate
less satisfaction, higher scores on the tenderness and
communication scalesindicate a higher relationship quality. In
arepresentative study conducted on a German population, good
to very good reliability was achieved for al 3 subscales (conflict
behavior: 0=.88; tenderness. a=.91;, communication: a=.85;
total scale: a=.93) [64].

Statistical Analyses

Descriptive statistics, including mean scores, absolute and
relative frequencies, and standard deviations, were used to
analyze demographic variables of the entire study sample. The
prevalence of antenatal and postnatal depressive symptoms
(EPDS = 10) was calculated at each point of assessment. To
evaluate the discriminatory power of the EPDS, we constructed
receiver-operating characteristic (ROC) curves for each of the
relevant assessment times (5 antenatal assessmentsvs 3 postnatal
assessments) by plotting sensitivity against 1-specificity for all
possible cut-off values. Afterward, the respective area under
the curve (AUC) was calculated for each ROC curve. A high
AUC indicates agood sel ection of women with PPD symptoms
asdistinguished from those without. A widely used classification
of the AUC is as follows: <0.50: useless (worse than a coin
flip); 0.50-0.70: poor; 0.70-0.80: reasonable; 0.80-0.90: good,;
and >0.90: excellent [65]. Moreover, specificity, sensitivity,
and positive and negative predictive values for specific cut-offs
of the EPDS were calculated.
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The predictive value of the EPDS was investigated by using
multivariate logistic regression models. Here, the models were
adjusted for thefollowing factors[21-23]: age (inyears), EPDS
score at the best predictive time point of assessment during
pregnancy, educational level, parity (previous births), general
anxiety (STAI), and partnership quality (PFB). The models
were described by oddsratios (ORs, 95% Cl), P values, and the
AUC compared to the AUC based on the respective best EPDS
score.

P values were set at <.05. All analyses were performed using
the statistics software R [66] based on the packages pROC [67]
and PRROC [68].

Results

Sociodemogr aphic and Birth-Specific Characteristics

In total, 214 women aged 22-44 years (mean age 33.5 years)
completed the self-report questionnaires provided on the
web-based pregnancy platform PiiA and were included in the
analyses. The magjority of the participants were married or in a
relationship and well educated with a higher socioeconomic
status. More than half of the women already had at least 1 child
and were working part-time during pregnancy. About 14% of
the children were born prematurely, and 48.6% were delivered
vaginally without complications. Table 1 shows the
sociodemographic data and further sample characteristics in
detail.

JMIR Ment Health 2021 | vol. 8 | iss. 12 |e26665 | p.201
(page number not for citation purposes)


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

JMIR MENTAL HEALTH Halidenteufel et al

Table 1. Distribution of sociodemographic and birth-specific variables (N=214).

Characteristic Mean, n (%)

Relationship status

Married 154 (72.0)
In arelationship 52 (24.3)
Without a partner 5(2.3)
Missing data 3149
Parity
0 85(39.7)
1+ 124 (57.9)
Missing data 5(2.3)
Graduation
No degree 7(3.3)
General or intermediate degree 74 (34.6)
Advanced technical certificate 25(11.7)
A level 101 (47.2)
Other 4(1.9)
Missing data 3(14)
Employment of participantsat time of recruitment
Full-time 3(14)
Part-time 171(79.9)
Unemployed 29 (13.6)
Missing data 11(5.2)

Monthly family income

<€1000 (<US $1130.01) 20 (9.4)
€1000-€2000 (US $1130.01-$2260.03) 60 (28.0)
€2000-€3000 (US $2260.03-$3390.04) 41 (19.2)
>€3000 (>US $3390.04) 84 (39.3)
Missing data 9(4.2)

GW?2 of delivery

<38th GW 30 (14.0)
>38th GW 162 (75.7)
Missing data 22(10.3)

Mode of delivery
Vagina delivery 104 (48.6)
Planned cesarean section 34 (15.9)
Unplanned cesarean section 47 (22.0)
Forceps delivery or vacuum extraction 18(8.4)
Missing data 11(5.2)

3GW: gestational week.
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Prevalence of Depressive Symptoms Pre- and
Postnatally

During pregnancy, areasonable number of women in our study
samplewereat risk for adepressive episode (EPDS = 10): 12.6%
(22/175) at the 20th GW, 25% (48/192) at the 24th GW, 18.2%
(36/198) at the 28th GW, 13.2% (27/205) at the 32nd GW, and
18.3% (33/180) at the 36th GW. After childbirth, 18.5%
(34/184) of the women showed an increased risk for PPD 7 days
postpartum, 9.6% (13/136) at 3 months postpartum, and 13.2%
(18/136) at 6 months postpartum.

Predictive Value of PPD Symptoms

Table 2 presentsthe results of ROC analysis. The best predictive
values according to the risk of PPD symptoms 7 days
postpartum (Post1) are shown in the 32nd GW (Praed). The
AUC was reasonable (0.76), and the specificity and negative
predictive value for a cut-off of 10 were high at 93.0% and
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87.1%, respectively, while the sensitivity and positive predictive
values were moderate at 60.8% and 85.1%, respectively.
Regarding depressive symptoms 3 months postpartum (Post2),
the AUC had good predictive accuracies in the 24th (Prae2;
AUC=0.85) and 28th (Prae3; AUC=0.84) GW, showing once
again high specificity (80.4% vs 84.5%) and negative predictive
values (98.0% vs 96.0%) and lower sensitivity (83.3% vs 64.3%)
and positive predictive values (27.0% vs 36.0%).Regarding the
last measurement 6 months postpartum (Post3), the best
predictive accuracy was found in the 28th GW (Prae3), with a
reasonable AUC of 0.75, high specificity (84.5%), high negative
predictive value (93.9%), moderate sensitivity of 60.0% and
low positive predictive value of 34.0%.

Thehighest AUC va uesfor the respective postnatal assessments
are presented in Figure 2. The dots indicate the EPDS cut-off
value of 10.

Table 2. Areaunder the curve for prediction of postpartum depression (EPDS%10) by means of depressive symptoms assessed during pregnancy.

PPDP AUCE at 20th GW* AUC at 24th GW AUC at 28th GW AUC at 32nd GW AUC at 36th GW
7 days 0.73 0.69 0.64 0.76€ 0.76
3 months 0.79 0.85¢© 084¢ 0.74 0.79
6 months 0.70 0.74 0.75°€ 0.72 0.70

3EPDS: Edinburgh Postnatal Depression Scale.
bppD: postpartum depression.

CAUC: area under the curve.

dGW: gestational week.

€All valuesin italics are significant.

Figure 2. Highest AUC values for each postnatal assessment and the respective prenatal assessment including sensitivity and specificity. AUC: area
under the curve; circle, cross, and triangle: respective optimal cut-off points (according to the Youden index); GW: gestational week; PPD: postpartum

depression (at 7 days, 3 months, and 6 months postpartum).
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Detecting Predictorsfor Postnatal Depression

Multivariate logistic regression analysesrevealed that postnatal
symptoms of depression (assessed at 7 days postpartum) were
significantly predicted by the depression scores during
pregnancy (assessed at the 32nd GW, P<.001). Depressive
symptoms 3 months postpartum were al so predicted by prenatal
depressive symptoms (assessed at the 24th GW, P=.02).
Furthermore, the factor parity showed a significant influence
(P=.049).

In the regression model regarding the time point at 6 months
postpartum, the depression score during pregnancy at the 28th
GW showed a highly significant impact (P=.001). Thevariable

Haldenteufe et al

trait anxiety (STAI-T), assessed at 24 and 28 weeks prenatally,
showed a tendency (P=.12) to increase but did not become
statistically significant. Furthermore, in the multivariate models
for PPD, the AUCs could be even improved by including the
aforementioned factors compared to the univariate models. At
3 months postpartum, an excellent AUC of 0.93 in the
multivariate model versus 0.85 in the univariate model was
found. At 6 months postpartum, we found an AUC of 0.87 in
the multivariate model versus 0.75 in the univariate model.
Hence, theresults of the multivariatelogistic regression models
show the best predictive accuracy for PPD for screening between
the 24th and the 28 GW and are displayed in Table 3.

Table 3. Uni- and multivariate logistic regression models for the potential confounders age, prenatal depression, state and trait anxiety, education,
parity, and partnership quality at 1 week, 3 months, and 6 months postpartum.

Variable PPD?7 days PPD 3 months PPD 6 months
OR® (95% C) Pvaue  OR(95%Cl) Pvaue  OR(95%Cl) P value

Age 0.97 (0.87-1.08) 62 1.16 (0.96-1.44) 14 1.02 (0.87-1.20) .80
EPDSE 1.41 (1.23-1.65) <oo1d  138(L12-1.83) 01¢ 1.24 (1.09-1.43) 0019
Education 0.69 (0.25-1.87) 47 1.30 (0.22-9.05) 77 1.179 (0.253-5.728) 83
Parity 1.318 (0.451-4.032) 62 0.118 (0.002-.855) 05¢ 1.043 (0.194-5.868) 96
STAI-SB 1.007 (0.949-1.067) .82 1.064 (0.922-1.132) .69 0.998 (0.906-1.08) .96
STALLT' 0.953 (0.895-1.012) 12 1.064 (0.951-1.213) 31 1.083 (0.985-1.211) 12
PFBY 0.500 (0.163-1.509) 22 1.967 (0.303-16.477) 5 1.348 (0.230-8.699) 74
Multivariste AUC! 082 — 093¢ — 0.87 —
Univariate AUC 0.76 — 0.85 — 0.75 —

3PPD: postpartum depression.

POR: odds ratio.

®EPDS: Edinburgh Postnatal Depression Scale.
9All valuesin italics are significant.

®STAI-S: State-Trait Anxiety Inventory, state scale.
fSTAI-T: State-Trait Anxi ety Inventory, trait scale.
9PFB: Partnerschaftsfragebogen.

RAUC: areaunder the curve.

iNot applicable.

Discussion

Principal Findings

Due to the high prevalence of PPD and the high percentage of
women who remain undiagnosed and untreated, this study aimed
to define the optimal time point for web-based self-report
screening for women at risk of PPD during pregnancy. We
increased the impact of our results by conducting a prospective
longitudinal study with a detailed assessment of maternal
symptoms of depression at 8 follow-up assessments from the
20th GW onward up to 6 months postpartum, accessible on the
self-devel oped web-based platform PiiA. We could aso prove
that the inclusion of further personal factors can significantly
improve the accuracy of predicting PPD symptoms, which can
potentially be used as a starting point for developing ascreening
algorithm.

https://mental .jmir.org/2021/12/e26665

Implementation of an Online-Based
Pregnancy-Screening Tool Using ePROs

The antenatal period represents a window of opportunity for
adapting ahealthy lifestyle, on the one hand, and to successfully
integrate technology in clinical care, on the other hand.

Thus, the implementation of aweb-based screening algorithm
to detect women at risk should be acommon aim for the health
benefit of both expecting mothers and their offspring [38].
Previous research has aready shown that electronic data
acquisition represents equal validity and reliability compared
to paper-based methods [69,70]. Furthermore, a personalized
lifestyleintervention or psychoeducational treatment approach
in order to improve health-related behavior seems to be
beneficial, especialy among women with mild-to-moderate
symptoms of depression or anxiety [71]. Former studies have
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reported higher compliance rates, optimized cost efficiency,
and better overall mental health outcomes due to web-based
therapeutic tools compared to traditional practices [72]. Even
ashort-term el ectronic mindful ness-based i ntervention program
resulted in reduced anxiety levelsin pregnant woman after just
1 week of use[73].

However, due to the rising amount of easily accessible
web-based sources, there are aso existing tools without
scientific evaluation and a considerable risk of misinformation
[74,75]. Only an estimated marginal amount of 6% of the
available health-related apps are validated in a scientific manner
[76]. Thus, dueto the evolving digitalization in medicine, there
is an emerging need to test web-based tools for reliability and
internal consistency before integrating into standard clinical
practice. However, the presented results prove that web-based
screening for detecting early symptoms of depression and
anxiety by means of the EPDS s suitable. In afurther approach,
the EPDS should be implemented in web-based format at best
into routine clinical obstetrical care. Hence, this could be the
first step toward the establishment of a standardized screening
algorithm for adverse mental health outcomesin the peripartum
period.

Prevalence of Depressive SymptomsDuring the Course
of Pregnancy Until 6 Months Postpartum

In this prospective cohort study, we found that ahigh percentage
of women who developed PPD symptoms already showed
significantly higher antenatal EPDS scores. These findings are
inlinewith previous studies showing that depressive symptoms
may be more common during than after pregnancy [77,78].
Regarding merely the period of pregnancy, the highest
preval ence rates were found at the 24th GW, initially followed
by a decrease and then an increase at the end of pregnancy.
These findings are comparable to the prevalence rates reported
by Bennet et a [79]. Using an exploratory approach, Lau et al
[54] (2010), who observed the same phenomenon, suggested
that the relatively high prevalence of depressive symptoms
during the second trimester might be caused by a high
percentage of affected women who are undiagnosed and
untreated [80,81]. Likewise, the possible persistence of
pregnancy-related physical adverse events that can negatively
affect mental health and the discontinuation of antidepressant
medication that may |ead to recurrent depression are conceivable
[81,82].

Consistent with previous studies, we found that the proportion
of women with depressive symptoms in the postpartum period
(34/184, 18.5%) was similar to that in the third trimester
(33/180, 18.3%). The increasing number of women who show
depressive symptomsin the third trimester of pregnancy might
be explained by greater physical discomfort, increased anxiety
about the upcoming childbirth, and transition into a new role
as a mother [83]. After delivery, the high prevalence of
depressive symptoms can be explained by the onset of baby
blues shortly after childbirth [84]. Baby blues being atransient
condition, the prevalence of depressive symptomsin our sample
decreased 3 months postpartum to 9.8% and increased dlightly
once again 6 months postpartum to 13.2%. These findings are
in line with the results of areview published in 2018, in which
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an increase in depressive symptoms 6 months postpartum was
reported and may reflect the added stress due to caring for a
newborn and the constant demands of theinfant [85]. A similar
prevalence of PPD measured by the EPDS (cut-off > 10) was
found in another German sample: 20.4% at 2 weeks postpartum,
15.8% at 6 weeks postpartum, and 15.4% 3-5 months postpartum
[13,86].

Predictive Accuracy of PPD Symptoms

The predictive accuracy for PPD 1 week postpartum increases
with the progress of pregnancy, with the best results at the 32nd
and the 36th GW. Thesefindingsimply that ng depressive
symptomsin late pregnancy gives a more precise prediction of
depressive symptoms after childbirth. An explanation of that
finding might bethe higher level of distress and anxiety toward
childbirth and parenthood, which can continue up to afew days
after childbirth, representing the baby blues[84]. Although baby
blues is a rather transient condition, the prediction of PPD
symptoms 3 and 6 months postpartum is of higher clinical
relevance.

Referring to depressive symptoms 3 months postpartum, the
antenatal depressive symptoms, assessed at the 24th and the
28th GW, showed good discriminatory power. Although the
positive predictive value was low, with only 27%-36% of
positively screened women, indeed, presenting depressive
symptoms 3 months postpartum, the negative predictive value
was remarkably high, between 96% and 98%. Thus, women
with a negative screening between the 24th and the 28th GW
are quite unlikely to develop PPD 3 months postpartum.

The assessment of antenatal depressive symptoms at the 28th
GW showed the most promising resultsin predicting depressive
symptoms 6 months postpartum. Thetest criteriaare similar to
3 months postnatally with high specificity (84.5%) and negative
predictive value (93.9%) and lower sensitivity (60%) and
positive predictive value (34%).

In conclusion, our findings show that predictive accuracy is
highest in the period between the 24th and the 28th GW among
all other time points of assessment during pregnancy.

According to the overall discriminatory power and predictive
accuracy of the antenatal EPDS scores, previous research has
shown similar AUC values ranging from 0.66 to 0.78 [53-55].
All of these studies have in common a high specificity and
negative predictive values but present lower sensitivities and
positive predictive values. To increase the negative predictive
value and not to miss a woman at risk, Meijer et a [53] and
Venkatesh et a [55] recommend a lower cut-off of 5 for the
initial screening. Thus, negative results would indicate a low
risk for developing PPD, while positive results would require
further observation. However, this may cause a high number of
false-positive cases and require increased clinical effort
[15,22,53].

Our findings suggest that antenatal screening using the EPDS
between the 24th and the 28th GW is the best predictor for
depressive symptoms 3-6 months postpartum. Thistimeinterval
also showed the highest prevalence rates of antenatal depressive
symptoms among our study cohort. Thisisinlinewith the study
of Lau et a [54] confirming the strong relationship between the
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EPDS score in the second trimester and 6 weeks postpartum.
In contrast to our findings, however, Meijer et a [53] assumed
that thetime point of screening, whether itisinthefirst, second,
or third trimester, does not show any influence regarding the
predictive accuracy.

Further Potential Predictorsfor PPD Symptoms

Previous studies have shown that a better predictive power for
PPD can be achieved by combining antenatal EPDS scoreswith
other potential factors, such as partner support or aprior history
of depression [22,55].

Our results show that prenatal symptoms of depression,
measured by the EPDS, congtitute strong independent predictors
of PPD at al postnatal times of assessment. This finding
confirms once again the strong association between ante- and
postnatal depressive symptoms.

In addition, we detected parity asanother marginally significant
predictor for PPD 3 months postpartum. Regarding parity as a
predictor for PPD, previous studies have reported heterogeneous
findings. Giving birth for the first time is often considered a
risk factor for PPD in the first month postpartum. One reason
may be that women are confronted with totally changed living
conditions and insecurities owing to their inexperience in
parenting, while already experienced mothers are usually more
familiar and have adapted to their new role [87-89]. Other
studies, in contrast, have reported multiparity being arisk factor
for PDD as caring for more than 1 child can lead to additional
stressand may overwhelm mothersin their everyday life[78,90].
These heterogenous findings imply that the influence of parity
cannot be generalized and that further research in thisfield is
required.

Regarding the relationship between antenatal anxiety and
postpartum depressi on, inconsi stent findings have been reported
inthe current literature so far. Multiple studies have shown that
perinatal anxiety and depression often occur simultaneously.
In addition, early symptoms of depression, anxiety, and distress
predict impending mental health problems during and after
pregnancy [83,91]. Both trait aswell as state anxiety have been
shown to be significant and independent risk factors for PPD
in previousresearch [53]. Inthe study of Grant et a [61], anxiety
was more than sixfold increased among participants diagnosed
with PPD (OR 6.12). In contrast, however, our findings
presented no significant impact of anxiety on PPD and are thus
in accordance with other studies. In the work of Austin et a
[92], for instance, the STAI showed no significant association
with PPD after controlling for antenatal depression scores on
the EPDS. More recent prospective studies are in line with our
results, confirming once again the heterogeneous impact of
anxiety during pregnancy on postpartum mental health[93,94].

According to the previous literature, an older maternal age and
a higher educational level are associated with a decreased risk
of PPD [95,96]. However, we did not find any significant effects
of age and education at any time of assessment. This may be
due to the fact that our study group was at a marginally older
age and consisted of well-educated women, predominantly. In
our study group, the quality of partnership measured by the PFB
did not show any significant impact as a predictor for PPD
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either. The majority of our participants live together with their
partnersand probably consider their socia support as sufficient.

The discriminatory power improved significantly by including
all these personal risk factors in the model, so the multivariate
AUC resulted in excellent and good values for depressive
symptoms 3 and 6 months postpartum.

Although the EPDS is a simple and universally applicable
screening tool, every patient should be considered individually
with adifferent and unique psychosocial risk profile. By paying
attention to and screening for additional risk factors, more
women at risk can beidentified than by merely using the EPDS.

Strengthsand Limitations

One strength of our study is the prospective longitudina and
innovative design, including frequent and repeated measures of
depressive symptoms (8 assessments. 5 prenatally and 3
postnatally), whereas previous studies have analyzed only 1
time point in the postpartum period.

All of the applied questionnaires are internationally established
and were provided as online questionnaires. The online
assessments were easily accessible, universally applicable, and
cost efficient. Furthermore, the participants were able to
complete the questionnaires comfortably in their home
environment, which may have had positive effects on their
compliance and may have reduced their barriers to reporting
mental health symptoms and persona information about
emotions, partnership, etc, due to the greater privacy and easy
access alowed by using their own personal computer or
smartphone.

Another strength of our study is that we assessed not only
symptoms of depression in detail but also anxiety symptoms,
which is often a comorbid condition [91,97]. Thus, we were
ableto control for confounding effects of anxiety. Additionally,
we distinguished between state, trait, and pregnancy-related
anxiety to capture alarge variety of mental affections. Beyond
this, we assessed a broad range of further possible confounding
factors that might contribute to the prediction of PPD.

A limitation of our study is the well-known fact that the EPDS
is a screening tool and does not generate a valid DSM-5
diagnosis. Those women who scored =10 onthe EPDS are only
at higher risk for minor or major depression but still require
established clinical diagnostic testing to confirm the presence
of PDD. Furthermore, different cut-off thresholds are validated
in studies and clinical screening. Regarding a cut-off of =10,
the sensitivities range from 59% to 100% and the specificities
range from 44% to 97% [98]. For antenatal use, however, lower
cut-off values have to be considered [99]. Still, auniversal and
established cut-off point is lacking, which contributes to the
difficult comparability among previous studies. However, the
EPDS is capable of capturing even subclinical depressive
symptoms, which also potentially impacts clinical outcomes
[1200].

As we could not distinguish between women who were
depressive or nondepressive at basgline, there is also arisk of
aself-selection bias, asmentally affected women are morelikely
to refuse a study participation [101]. Regarding the self-report
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data acquisition used in our study, there are diverging findings
in previous research concerning accuracy and validity. Former
research has claimed that the use of ePRO parameters can lead
to response and recall bias and thus to a loss of validity, as
affective symptoms are often overestimated [102,103]. Other
studies, in contrast, are providing evidence of good reliability
of self-administered questionnairesin clinical practice[104,105].

Our study group consisted of mostly well-educated women with
a higher socioeconomic status, and nearly al are married or in
a partner relationship. Therefore, these findings can only be
generalized to a limited extent. Despite these limitations, our
results provide valuable information of substantial clinical
importance.

This is the first essentiadl measure before creating a digital
screening algorithm and implementing real-time PRO-derived
data into clinical care in order to capture adverse mental and
physical health symptoms as early as possible.

Conclusion

Based on our results, we determined the best predictive accuracy
of digital, self-report screening for PPD during pregnancy to
be between the 24th and the 28th GW. Although the EPDS may
not be sufficient for predicting PPD alone, and some new risk
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