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Abstract

Background: Although drug abuse has been a serious public health concern, there have been problems with implementation
of treatment for drug users in Japan because of poor accessibility to treatment, concerns about stigma and confidentiality, and
costs. Therapeutic interventions using the Internet and computer technologies could improve this situation and provide more
feasible and acceptabl e approaches.

Objective: The objective of the study was to show how we developed a pilot version of a new Web-based cognitive behavioral
relapse prevention program with tail ored feedback to assist people with drug problems and assessed its acceptance and usability.

Methods: We developed the pilot program based on existing face-to-face relapse prevention approaches using an open source
Web application to build an e-learning website, including relapse prevention sessions with videos, exercises, a diary function,
and self-monitoring. When users submitted exercise answersand their diary, researchers provided them with personalized feedback
comments using motivationa interviewing skills. People diagnosed with drug dependence were recruited in this pilot study from
a psychiatric outpatient ward and nonprofit rehabilitation facilities and usability was evaluated using Internet questionnaires.
Overall, website usability was assessed by the Web Usability Scale. The adequacy of procedures in the program, ease of use,
helpfulness of content, and adverse effects, for example, drug craving, mental distress, were assessed by original structured
questionnaires and descriptive form questions.

Results: Intotal, 10 people participated in the study and completed the baseline assessment, 60% completed all rel apse prevention
sessions within the expected period. The time needed to compl ete one session was about 60 minutes and most of the participants
took 2 daysto compl ete the session. Overall website usability was good, with reasonabl e scores on subscal es of the Web Usability
Scale. The participantsfelt that the relapse prevention sessions were easy to use and helpful, but that the length of the videos was
too long. The participant who until recently used drugs was satisfied with the self-monitoring, but othersthat had already maintained
abstinence for more than ayear felt this activity was unhelpful and were bored tracking and recording information on daily drug
use. Feedback comments from researchers enhanced participants’ motivation and further insight into the disease. Serious adverse
effects caused by the intervention were not observed. Some possible improvements to the program were suggested.

Conclusions: The Web-based relapse prevention program was easy to use and acceptable to drug users in this study. This
program will be hel pful for drug userswho do not receive behavioral therapy. After the pilot program isrevised, further large-scale
research is needed to assess its efficacy among drug users who have recently used drugs.
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Introduction

Drug Use Problems and Treatments

Drug abuseisaserious public health problem all over theworld.
In the latest report, 243 million people, corresponding to 5.2%
of the world population ages 15-64, have used an illicit drug at
least once in the previous year [1]. In Japan, drug use in the
community-based popul ation has been much lower than that of
other countries. Lifetime prevalence of drug use was estimated
a 2.6% for any drug [2], 6.4% for nonmedica use of
prescription drugs, and 1.5% for cannabis [3]. As for
twelve-month prevalence, any drug use and drug dependence
were reported as very close to zero [2,4]. However, there are
high-risk groups with lifetime prevalence of any drug use
estimated as 54.7% and 65.0% among HIV positive patients
and men who have sex with men, respectively [5]. Lifetime
prevalence of cannabiswas reported as 24.7% among clubgoers
[6]. These numbers for drug use prevalence were about 25 or
more times higher than among the general population. The
preval ence rate of drug use and drug dependence is considered
underestimated because patients and high-risk people are
unlikely to answer a nationwide survey. In fact, the numbers
for people under arrest due to drug-related crimes and patients
with drug dependence has remained stable or slightly increased
[2,7].

The most prevalent drug has been methamphetamine in the
treatment population, estimated at about 40% of patients who
received any treatment in psychiatry with dependence or related
disorders[8]. Inrecent years, health problems have arisen from
rapidly increased use of new psychoactive substances (NPS),
such asmarijuanaor stimulants containing synthetic cannabinoid
and cathinone, especially among malesin their 20sand 30s[8].
Prescription drug abuse has aso increased, especially among
females suffering from mental distress [8].

Many treatment interventionsto prevent rel apse have contributed
to recovery from drug addiction. One of the most common and
evidence-based approaches for several forms of drug addiction
isbehavioral therapy [9]. Behavioral therapiesfocuson various
behavioral aspectsand involve addressing drug users motivation
to change, engage in treatments, handle triggers for drug
cravings, acquire skillsto resist drug use, replace activitiesusing
drug with constructive, and reward activities, and improve ways
to handle problems and stress in various situations [10]. In
previous meta-analysis, behavioral therapy demonstrated
efficacy for abstinence with moderate effect size (d=0.45) and
for treatment retention [11].

Despite evidence of effective and positive outcomes from
behavioral therapies, treatment implementation remains
problematic for various reasons. First, proper treatment is
hampered by limited availability, rigid session times,
inconvenient locations, and cost for service users [12,13].

http://mental .jmir.org/2016/1/el/

Additionally, concerns about confidentiality and stigmatization
further constrain drug users’ motivation to seek and engage in
treatment [13]. Finally, the provision of frequent face-to-face
validated interventions by well-trained therapiststendsto create
an economic and human-resource burden [14].

As for the treatment situation in Japan, there is also a gap
between potential population-based treatment needs and
available trestment services. Only about 16% of people received
any psychiatric treatment among those with past acohol/drug
use disorders [15]. If they visit a psychiatrist, only 38.5%
received specialized treatment for dependence, including
cognitive behavioral therapy (CBT) [7]. This means that most
drug users are not likely to visit a psychiatrist, nor would one
receive specialized treatment even if treated by a psychiatrist.
There are afew available community-based and evidence-based
treatments because of a zero tolerance policy [16]. Many
psychiatric hospitals have often only provided treatment for
detoxification and medication in an acute stage without
follow-up and psychosocial treatment [16,17]. Additionally,
stigma and prejudice against drug use and drug users is also
high among Japanese peopleincluding health care professionals
[16]. As such, it is necessary to increase the availability and
accessibility of evidence-based treatments that drug users can
use without concerns about stigmatization and confidentiality.

I ntervention Using Computer and I nternet Technology

Over the last two decades, interventions using computer
technologies and the Internet have rapidly developed and
adapted to various health problems, including for substance
abuse, to address challenges in treatment implementation
[12,14,18,19]. There are various types of Internet-based
programs and most previous implementations were devel oped
based on traditional face-to-face approaches and theories [20].

In Western countries, especially, many interventions have been
devel oped to treat drug abuse. Enduring abstinence, engagement
in treatment, actual help seeking, and cost effectiveness have
been demonstrated by randomized controlled trials
[13,14,21-28]. However, previous meta-analysis and systematic
review studies revealed that the number of specific studies for
drug abuse wasfewer than for mental health problems, including
alcohol and tobacco use problems[18,29]. Although there have
been some Web-based or computerized intervention studies for
cocaine or cannabis users, very few addressed users of various
drugsincluding methamphetamine[19,30]. In addition, previous
studies were heterogeneous in sample size, participant
characteristics, applied technol ogy type, presence and extent of
therapist involvement, intervention length and session times,
and condition of control group. As such, it has not been clear
how to best implement interventions using a computer and
Internet technologies for people with problems with various
drugs including methamphetamine, especialy in Asian
countries. In Japan, while the availability of computer
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technol ogies and diffusion of Internet infrastructure has become
widespread, technological treatments with validated methods
remain underdevel oped.

The aims of this study are: (1) to describe the development of
a new Web-based relapse prevention program with tailored
feedback from a therapist using evidence-based cognitive
behavioral approaches; and (2) to evaluate the acceptance and
usability of the pilot program.

Methods

Development of the Pilot Version

Referenced Program

The new Web-based program was based on an existing
evidence-based face-to-face relapse prevention program for
people with drug use problems in Japan called the Serigaya
Methamphetamine Relapse Prevention Program (SMARPP).
SMARPP was developed in 2006 based on the Matrix Model
as one of various effective behavioral therapies for outpatients
with stimulant dependence [31-36]. The Matrix Model is a
packaged cognitive behavioral relapse prevention program
constructed with treatment elements based on other
evidence-based approaches using detailed treatment manuals
and demonstrated effectiveness for drug and alcohol reduction
and risky sexual behaviors[33-36]. SMARPP inherits principles
of the Matrix Model and aims at enhancing motivation for
treatment and reducing drug use. The program is versatile and
can be used for various drug problems. The program consists
of a series of sessions based on educational components and
practical relapse prevention exercises using aworkbook and is
done on a weekly basis [31]. SMARPP has been adapted for
use to address different drug user needs and for various service
providers, such as: the outpatient ward of psychiatric hospitals,
theforensic psychiatric inpatient ward, the public mental health
welfare center, nonprofit rehabilitation facilities, and probation
offices. There are, however, chalenges in implementation,
particularly in community-based and outpatient settings.

As continuous drug-use monitoring is one of the important
elements of treatment for drug addiction, participants of
SMARRRP check daily drug use and are encouraged to honestly
convey their use to therapists and others. Urine tests and
self-monitoring or self-monitoring only are al so used depending
on the ingtitute and these results are only used to evaluate
efficacy of the intervention and are kept confidential.

In previous studies, SMARPP participants showed more
enduring abstinence, retention of outpatient treatment, and more
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frequent new enrollment in a self-help group than
nonparticipants [37,38]. In addition, motivation for treatment
and confidence dealing with drug cravings increased during
intervention among inmates in a juvenile home and a prison
that participated in the program [39,40].

Structure and Website Security

The new Web-based program was named e-SMARPP. The
e-SMARPP website and content was developed by the first
author primarily through the use of Moodle (version 2.6.1),
which is an open-source Web application (app) to build
e-learning websites [41]. Moodle has various modules to
customize an origina website written in PHP, which is a
program language to make interactive Web pages, and is
designed to support any device, including personal computers
(PC), mobile phones, and tablet computers. An original domain
name was obtained for the e SMARPP website and access is
encrypted through Secure Socket Layer technology. The
e-SMARPP website is closed access. Each user is given an
individual account that is created by only the first author using
an email addressand users create their nickname, identification,
and password to log in.

e-Serigaya Methamphetamine Relapse Prevention
Program Components

e-SMARPP is comprised of five parts: (1) arelapse prevention
course, cognitive behavioral relapse prevention sessions
(watching videos, submitting exercises, and aweekly diary on
the website); (2) self-monitoring, calendar that displays drug
use status by color; (3) information, downloadable PDF
information and website linksto drug addiction support services,
(4) user guide, how to use the system, frequently asked
questions, and contact form to researchers; and (5) a survey,
guestionnairesfor baseline and post surveys. Usersclicked radio
buttons or input brief text when answering.

The main intervention contents are the rel apse prevention course
and the self-monitoring module. In the relapse prevention
course, users are expected to compl ete each session over aweek
and in consecutive order. In this tentative study, four sessions
were made for four weeks. Each session included a different
number of videos and exercises and one weekly diary activity
(Table 1). In order to explore what was a suitable number of
videos and exercises in each session and length of videos, we
provided a different number of videos and exercises sessions
in the pilot version. Therefore, the volume of videos varied in
each session. Thetotal minutes of videosin each session ranged
from approximately 23 to 66 minutes (Table 1).

JMIR Mental Health 2016 | vol. 3|iss. 1|el|p.5
(page number not for citation purposes)


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

JMIR MENTAL HEALTH Takano et al
Table 1. Content for relapse prevention course of eeSMARPP pilot version.
Sesson  Video Minutes and seconds  Exercise Weekly diary
of video
1 Mental and physical consequences caused by druguse 8 39" Think about your prosand consfor ~ “How did you
use/quitting drug use. spend last
. . ) . S week? How
What is dependence? Changesin the brain 12' 24" Define drug use situations: when, about drug use.
where, who, why, what, and emotion. emotions,
How to stop thinking about drugs 7' 56" Think about how to reduce cravings — €vents, etc?”
for drugs. “How will you
; , spend next
2 Process of craving and drug use 6' 38 week? How
Triggers of craving 11' 32" Define your triggers. about expected
i /o ) triggers, sched-
Anchors keeping you from the drug 5 25 Find your anchors. ule, goals, etc?’
3 Process and stage of recovery 13 34" Think of your signs of difficult times
and barriersto recovery.
Safe lifestyle and signs of relapse 10' 54"
How to plan a safe schedule 723" Plan a safe holiday schedule without
drugs.
4 Novel psychoactive substances 11' 13"
Prescription drug and over the counter drugs 14' 23"
Alcohol 12' 32"
How to quit or reduce alcohol 15' 24" Think about how to reduce or quit al-
cohal.
Cannabis 12' 00"

Video and Exercise Content

Content for the videos and exercises were mostly taken from
the SMARPPworkbook. Although SMARPP hasaconsiderable
amount of content, we selected core content focused on
encouraging drug userswho have just started to seek treatment.
These contents did not depend on the type of drug. We also
added content from relevant books and websites if needed.
Videos made in a YouTube format were embedded in each
session (Figure 1 shows this). Narration and subtitles helped
users understand the content. Exerciseswere based on thevideo
content and users were expected to complete the exercises after
watching the videos. Users wrote their own answers on an
Internet text form and submitted the forms (Figure 2 shows
this). As for the weekly diary activity, users were expected to
write down their condition from the last week, current goals,
and how they planned to spend time over the next week. Writing
for the diary was also done on the Internet through the system.
After submission of exercises and the weekly diary, users
received tailored feedback from researchers.

The self-monitoring calendar in eSMARPP was newly
developed, using a plug-in from Moodle, to provide afunction
similar to the self-monitoring process utilized in SMARPP.
Participants clicked on a date in the calendar and selected one

http://mental .jmir.org/2016/1/el/

of three colors (red, yellow, or blue), with that color
subsequently displayed on the date (Figure 3 shows this). The
colors represent drug use: red reflecting abuse of the primary
drug; yellow reflecting secondary abuse of other drugs and
alcohol use, or alcohol use; and blue indicating no drug or
alcohol use. Instructions and a legend for the colors were not
displayed on the Web page to avoid concerns about
confidentiality. At registration, userswere given an explanation
about the colorsand how to use the calendar. This calendar only
attempted to assess daily drug use without quantity or
frequency-a-day. Because primary abuse of drugs were
considered to vary and could not be adequately compared, we
prioritized the devel opment of a user-friendly program, and as
such, did not provide several options for drug names and units
and involve a complicated calculation system.

The self-monitoring calendar was also similar to the Timeline
Followback (TLFB) method that retrospectively assesses drug
use[42,43]. Although the TLFB method was devel oped to obtain
self-reports on alcohol use with a paper-and-pencil approach,
it has been extended to other behaviors and moreover Web-based
versions have been devel oped with good reliability and usability
[44-47]. During the intervention, participants were expected to
check daily drug use and submit this at the weekly deadline
(each Sunday).
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Figure 1. Video page screenshot.
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Figure 3. Self-monitoring calendar.
9H 2014 — el
Mon.  Tues, Wed, Thurs, Fri. | Sat., sun.
1 2 3 4 5 6 7
S S D S I

3. Display selected color on the date

8 9 10 1 12

20144098
7 & FHO
TES

CLICK!

1. Click on date

Human | nvolvement and Automated Functions

Researchers qualified as health care professionals (registered
nurse or medical doctor) and trained to support substance use
disorders, provide personalized feedback commentswithin one
or two days every time participants submitted exercises and the
weekly diary. Feedback comments were based on motivational
interview skills to enhance user motivation and to provide
individual support. The researchers would send the users an
email reminder on Monday if the users did not submit their
exercises, diary, and self-monitoring calendar by each Sunday
deadline.

e-SMARPP had some automated functions, including tracking
progress for users, and anotification email for users when they
received feedback, and for researchers when users submitted
an exercise, diary, and questionnaire. In the notification emails,
arelated Web pagelink, for example, feedback comments page,
is shown and users can access the Web page directly.

Acceptance and Usability Study

Participants

We enrolled adults 20 years old and older who had been
diagnosed in the past with substance use disorders, excluding
alcohol, at the outpatient ward of the National Center of
Neurology and Psychiatry (NCNP) and at nonprofit
rehabilitation Drug Addiction Rehabilitation Center (DARC)
institutes located in the Kanto region of Japan from March to
April in 2014. DARC is operated by peer staff that have
experienced drug dependence problems and are recovering at
DARC. Additional inclusion criteriawere: (1) those who could
access the Internet via PC, mobile phone, and tablet, or tablet
computer and exchange emails; (2) those without serious
physical and psychiatric symptoms; and (3) with permission
for participation in this study by psychiatrists at the NCNP or

http://mental .jmir.org/2016/1/el/
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from DARC staff. Participants were given an explanation about
this study with flyers provided by the researchers. At DARC,
we asked DARC staff to refer DARC users to researchers and
to participate in the study voluntarily. Because this study was
apilot and afirst trial, we sought out a variety of comments
from people dealing with drug problems at different stages of
recovery. We thought opinions of people who had experience
with drug use and recovery from drug dependence were of some
help to developing an effective and user-friendly program.
Therefore, wea so invited DARC staff that had quit using drugs
for more than a year to participate. In total, 12 people (the
NCNP=3 and DARC=9) volunteered to participate.

Procedure

Applicants were given an explanation about the aims and
procedures of thisstudy. If they agreed to participate, they were
registered at the eeSMARPP website by the first author and
given an explanation about how to use eeSMARPP and
participate in the tasks in this study. Then, they were asked to
complete the baseline assessment on e-SMARPP and received
aprepaid card for 1000 yen as a reward.

Participants participated in the program over four weeks. During
each week, they were to go through a session and submit
self-monitoring data on Sunday. If they did not complete the
session and the self-monitoring by each deadline, researchers
sent emails once or twice as areminder. Information and a user
guide were optional content. After the four weeks, participants
completed a post survey.

The Ethics Committee of The University of Tokyo and the
Ethics Committee of the NCNP approved this study. We
received approval from the staff director of DARC before
recruitment.
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Measures

Baseline Assessment

Sociodemographic information was gathered including age
(years), sex, marital status, cohabiter, educationa history,
employment status, and condition of Internet use (use days per
week, hours per day, and main devices to access).

Information about history of drug use was d so gathered. Primary
drug of problems was assessed with the optional category of
drug (methamphetamine, cannabis, NPS, prescription drug,
organic solvent, cocaine, lysergic acid diethylamide: LSD, 3,
4- methylenedioxymethamphetamine: MDMA, heroine,
over-the-counter drug, and other). If participantsanswered NPS
as a primary drug, we also asked about its form (herb, liquid,
and powder). Drug use in the past 28 days was collected using
the self-monitoring calendar based on the TLFB method. In
addition, we assessed multi-substance abuse (yes/no), onset age
(years), first-abused drug as in the same category as the
primary-abused drug, abstinence duration calculated from the
day when they last used a drug, experience of past arrest
(yes/no), past experience in a correctional facilities (yes/no),
and sdlf-reported psychiatric comorbidity with an option to
select a diagnosis based on the International Classification of
Diseases-10. Similarly, we evaluated history of treatment in
several ways. duration of psychiatry outpatient ward, number
of psychiatry hospitalization, specialized treatment for drug
problemsin the past (yes/no), and self-help group use (yes/no).

In order to assess severity of drug use problemsin the past year,
we used the Japanese version of the Drug Abuse Screening Test
(DAST-20), which consists of 20 binary items [48,49]. Total
score ranges from 0 to 20 and a high score represents a severe
condition. Thetotal scorewas classified into the following five
levels: None (0), Low (1-5), Intermediate (6-10), Substantial
(11-15), and Severe (16-20). Furthermore, the Kessler-6 (K6)
scale consisting of six items measured on a 5-point scale was
used to assess psychological distress[50,51]. Tota scoreranged
from 0 to 24 and a high score indicates severe distress. The
optimal cut-off point is considered 4/5 for amood and anxiety
disorder [52].

Acceptance Outcome

The compliance rate for the intervention and surveys among
applicants was evaluated. The post survey asked participants
about devices used and where they most frequently accessed

http://mental .jmir.org/2016/1/el/
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e-SMARPP. Sdlf-reported time needed to complete one exercise
and one weekly diary and days needed to complete one session
were assessed. We also asked about user experiences through
four original questions: (1) “ Do you think that number of on
times was suitable?’, (2) “Do you think that the length of the
videos was suitable?’, (3) “Do you think that exercises and the
diary were difficult to answer?’, and (4) “Did you fed any
harmful effects, for example, craving drugs or mental distress
while using ee SMARPP?’

Usability Outcome

The Web Usability Scale was used to assessthe overall usability
of the e SMARPP website. The Web Usability Scale consists
of 21 items on a 5-point scale (1=disagree, 5=agree) and
subscales: ease of use, ease in understanding structure, easein
reading, response speed, favorable, hel pfulness, and credibility
[53]. The average scores of each subscale were calculated and
compared to each other. The Cronbach alpha coefficient in this
study was .90, which meant the scale had good internal
consistency. Next, to evaluate content usability in detail, the
origina 5-point scales (difficult, unhelpful, inadequate-easy,
helpful, or adequate) were used as follows. degree of ease of
use and helpfulness of content, degree of adequacy of feedback
comments, and the most helpful/unhelpful content and their
reasons. Finally, we gathered comments using description form
guestions to qualitatively evaluate content.

Statistical Analysis

Descriptive statistics were used to examine the characteristics
of participants and outcomes rel ated to acceptance and usability
of eSMARPP. Data were analyzed using Microsoft Excel
(Office 2010). The answersfrom the description form questions
were summarized according to e-SMARPP content.

Results

Participant Characteristics

Of the 12 eligible applicants, 83% (10/12) completed the
basdline assessment. Therewere two that were excluded because
of bad hedth and an unknown reason. Sociodemographic
characteristics of theten participantsare shown in Table 2. Most
of the participants were male and recruited from DARC. About
70% (7/10) graduated high school or college and had afull-time
or part-timejob. Most accessed the I nternet everyday primarily
from amobile phone (70%,; 7/10) or PC (30%,; 3/10).
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Table 2. Participant demographic characteristics at baseline (n=10).

Takano et al

Demographic characteristics n %
Sex
Male 9 90
Age, mean (SD) 383 (5.6)
Recruitment setting
Outpatient ward of psychiatry 1 10
Rehabilitation facility 9 90
Marital status
Married 3 30
Never married 7 70
Divorced/widowed 0 0
Cohabiter
Alone 3 30
Partner/parent/child/other 7 70
Years of education
0-11 (< high school) 3 30
12 (high school) 3 30
13-15 (college) 4 40
16+ 0 0
Employment
Working (full-time) 4 40
Working (part-time) 3 30
Leave of absence 1 10
Unemployed (employed in the past) 1 10
Unemployed (never employed in the past) 0 0
Student/homeworker 0 0
Other 1 10
Internet use outside of job (days per week)
1234 0 0
5 1 10
6 1 10
7 8 70
Internet use outside of job (hoursper day)
0-1 1 10
1-2 5 50
2-3 0 0
34 2 20
4-5 1 10
5-6 0 0
6-7 1 10
7+ 0 0
I nternet access devices (most used)
PC 3 30

http://mental .jmir.org/2016/1/el/
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Demographic characteristics n %
Mobile phone 7 70
Tablet computer 0 0

History of Drug Use and Treatment

Table 3 shows history of drug use and treatment among
participants. Primary drugs were methamphetamine (80%),
cannabis (10%), and NPS (10%). The first-abused drugs were
different and most participants used various drugs at the same
time. Average age of onset for drug abuse was at 17.7 yearsold
(SD 4.8, range: 12-29 years old). Most of the participants had
maintained drug abstinence for more than a year and had been
involvedin aself-help group. Meanwhile, their severity of drug
abuse and psychological distresstended to berelatively serious.

Acceptance

Compliance Rate

Among ten participantswho completed the baseline assessment,
(60%) 6/10 completed all four sessions and (30%) 3/10
compl eted three or fewer sessions over the expected four weeks.
Reasons for not completing sessions over the entire expected
period were due to a full work schedule or reluctance. There
was one participant (10%) that did not use eeSMARPP at all
after the baseline assessment because of arecent family member
death.

Of the ten participants who compl eted the baseline assessment,
(80%) 8/10 responded to the post survey. However, there were
missing variables because one participant (10%) did not
complete aquestionnaire.

http://mental .jmir.org/2016/1/el/

User Experience

The device most commonly used to access eeSMARPP was a
PC. Participants accessed most frequently from their home. The
average minutes needed to complete one exercise and make
diary entrieswere 9.5 (SD 5.6) and 9.3 (SD 5.7), respectively.
This means that one session took about 43 to 86 minutes
(average: about 60 minutes). Regarding days needed to complete
one session, average days were 2.15 (SD 0.9) and median was
2.

Table 4 shows perceptions about e-SM A RPP acceptance among
the participants. More than half felt that the number of session
times, one session per week, was suitable. However, many of
them thought that the length of a video was too long. As for
difficulty in responding to exercises and keeping a diary, more
than half felt that this was basically easy. There were no
participants that felt harmful effects while using eeSMARPP.

Usability

Overall Usability of the e-Serigaya Methamphetamine
Relapse Prevention Program Website

Table 5 shows the scores of each subscale of the Web Usability
Scale used for assessing the overall usability of the e-SMARPP
website. All average scores of the subscaleswere over 3 points.

The highest score among the subscales was credibility and the
worst was favorahility.
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Table 3. History of drug use and treatment among participants at baseline (n=10).
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History of drug use and treatment n %
Primary drug use problem (at baseline/ last drug problem)
Methamphetamine 8 80
Cannabis 1 10
Novel psychoactive substances 1 10
Other? 0 0
Multi-substance abuse Yes 9 920
Onset age of drug abuse, mean (SD) Range: 12-29 17.7 (4.8)
First-abused drug
Methamphetamine 1 10
Cannabis 3 30
Organic solvent 3 30
Other 3 30
Prescription/ designer drugs etc? 0 0
Abstinence duration
<1 month 1 10
1 month-1 year 0 0
1year-3years 6 60
> 3 years 3 30
Past arrest Yes 7 70
Correction facility in the past Yes 3 30
Comorbidity (multiple answers)
No 7 70
Mood disorder 3 30
Sleep disorder 1 10
Psychiatry outpatient Yes 6 60
Psychiatry outpatient length
<1 month 1 10
< 6 month 2 20
<1lyear 1 10
> 1year 6 60
Past psychiatry admission Yes 4 40
Past CBT Yes 3 30
Self-help group use Yes 9 90
Severity of drug abuse © DAST-20 scores, mean (SD)
Range: 13-19 155 (2.0)
None: O/Low: 1-5/Intermediate: 6-10, n, (%) 0 ©)
Substantial: 11-15, n, (%) 6 (60)
Severe: 16-20, n, (%) 4 (40)
Psychological distress?, mean (SD) Range: 1-16 73 (45

& Prescription, organic solvent, cocaine, LSD, heroin, MDMA, over-the-counter drugs and other.
b Prescri ption, novel psychoactive substances, cocaine, LSD, heroin, MDMA, and over-the-counter drugs.
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€ DAST-20, range: 0-20.
d K6, range: 0-24.

Table 4. Perceptions about e-SMARPP acceptance (n=8).
Questions n %

Number of session times

Suitable 5 63
Lessisbetter 0 0
More s better 0 0
No opinion 3 38
Length of avideo
Suitable 1 13
Shorter is better 6 75
Longer is better 0 0
No opinion 1 13
Difficulty in responding to exercise
Difficult 0 0
Slightly difficult 2 25
No opinion 1 13
Slightly easy 3 38
Easy 2 25
Difficulty diary entries
Difficult 0 0
Slightly difficult 2 25
No opinion 1 13
Slightly easy 2 25
Easy 3 38
Harmful effects
No 7 88
Yes 0 0
Unknown 1 13
Table 5. Scores on Web Usability Scale to assess overall usability of ee SMARPP (n=7).
Subscales® Mean sD
Ease of use 3.48 0.92
Ease in understanding structure 343 0.68
Easein reading 3.62 0.49
Response speed 343 0.95
Favorability 3.10 0.66
Helpfulness 371 0.60
Credibility 4.29 0.55
@ Each subscale consisted of 3 items on 5-point scale, 1=disagree, 5=agree.
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Evaluation of Contents Usability

Tables 6 and 7 show data for the evaluation of usability of
content and feedback comments. Videos were appreciated,
however, some participants were not satisfied. Evaluation of
exercise and diary was reasonable because some participants
felt that these contents were helpful, but not easy to use.

Table 6. Evaluation of usability of eeSMARPP content (n=8).

Takano et al

Evaluation of self-monitoring tended to be dightly negative.
Asfor the evaluation of feedback comments from researchers,
most of the participants thought that feedback comments were
necessary and more than half of them felt that feedback
commentswere adequate and helpful. The most helpful content
varied among participants and the least helpful content was
self-monitoring.

Contents Ease Helpfulness

of use

Easy, Neutral/Unknown, n (%) Difficult, n  Helpful, n (%) Neutral/Unknown, n (%) Unhelpful, n

n (%) (%) (%)
Video 5(63) 2(25) 1(13) 6 (75) 1(13) 1(13)
Exercise 4(50) 2(25) 2(25) 7(88) 0(0) 1(13)
Diary 5(63) 2(25) 1(13) 7(88) 0(0) 1(13)
Self-monitoring 2(25) 4(50) 2(25) 2(25) 2(25) 4 (50)

Table 7. Evaluation of adequacy of feedback comments from therapists (n=8).
Feedback/comments Adequacy Helpfulness
Adequate, n (%) Neutral, n (%) Inadequate, n (%) Helpful, n (%) Neutral, n (%) Unhelpful, n (%)

For exercise 5(63) 3(38) 0(0) 5(63) 2(25) 1(13)
For diary 5(63) 3(39) 0(0) 5 (63) 2(25) 1(13)
Necessity, n (%) 7(88) 1(13) 0(0)

Qualitative Evaluation of Content

Both positive and negative commentsfor content were gathered
using descriptive form questions. Overall, participants felt
eSMARPP was effective because cognitive behavioral
approaches had different therapeutic elements from a self-help
program or typical outpatient trestment, even if they had
received some previous treatment and support.

Videos were well received, however, many participants felt the
length was too long and hard to view on a small mobile phone
screen,

The information was new and easy to understand. |
learned some things that | didn't know about. The
videos were long, especially the one about people
using drugs and having withdrawal symptoms. It was
ambiguousthat alcohol wasincluded in drugs. [Male,
an outpatient, DARC staffs and users)

Asfor exercises and the weekly diary, many participantsfelt it
valuable to have time to think about their problems and
drug-use/nonuse schedule. They recognized that they were
motivated and felt connected with supporters by feedback
comments from the researchers. However, there was acomment
that interaction with the researchers was limited. Some
participants had some difficulty using the system and some
Moodle functions over a mobile phone; for example, it was
awkward to write long sentences. There was one participant
that could not see feedback comments because he received
garbled natification emails on the iPhone and could not access
the Web page of the feedback comments directly. Although

http://mental .jmir.org/2016/1/el/

there were problems with compatibility in the character code
on the iPhone email app, garbled characters were not found
when he accessed the eeSMARPP website via a Web browser.
Regarding the exercises,

| was able to think about my disease again. It was a
good opportunity. | was motivated to see the videos
because there were exercises. The feedback comments
were good and encouraged me. It would be easier to
respond if the questions were more focused and
detailed. [Male, DARC staffs and users]

Regarding the weekly diary,

| was able to review my life every week and confirm
goals for the next week. It was valuable because it
was the only part where | could freely write down
some of my thoughts. Feedback comments gave me
some calm and different ways of thinking. [Male,
DARC staff and users]

The comments about self-monitoring tended to becritical. There
was one participant who just started to receive treatment that
felt that it was helpful. On the other hand, participants who had
received various support and were able to maintain drug
abstinence for severa years felt that it was not necessary to
check their condition every day.

In addition, some participants mentioned technical and user
interface difficulties, such as slow response speed or being likely
to forget to check sometimes because the self-monitoring was
put on adifferent Web page from the rel apse prevention course.
Some comments included,
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It was not necessary for me because | have been able
to maintain my drug abstinence. | did not feel that it
was helpful because | checked the same color
condition all at once. It was troublesome to input my
daily condition. Batch input would be better if
possible. [Male, DARC staffs]

Discussion

Principal Results

We developed a pilot version of a Web-based cognitive
behavioral relapse prevention program to assist people who
want to address their drug problems. Thise-SMARPP program
was piloted and reasonably accepted, although the sample size
of the study was small and participants’ ideas were a subset of
all the ideas of the participants. The participants were satisfied
with the rel apse prevention sessionsincluding videos, exercises,
and diary activity; however, the self-monitoring was not
favorably considered.

Therewerecritical functional defects, although serious adverse
events were not observed during the intervention. Further
improvements are suggested.

Development of the Pilot Version

When we devel oped the website and content, we tried to match
the system to the needs of our target population. We discussed
what a usable system would look like with drug users and
therapists and incorporated their ideas into eSMARPP. In one
instance, we made videos with narrations and subtitles because
some of those surveyed said they did not want to read Web
pages with too much text and difficult Kanji characters. We
decided to make content that was easy to understand and strived
for favorable impressions by using videos. Additionally, we
developed an accessible website and content that could be
viewed viaany device because mobile devices are very common
in Japan for personal Internet use [54]. The Internet penetration
rate is more than 90% among people age 13 to 59 in Japan and
it has been increasing year by year [54]. Mobile phones have
been more popular among young-middle age people, including
drug users. In contrast, the Internet penetration rateislow among
people with a low household income. Drug users who have
withdrawal symptoms and mental disease comorbidity are
considered to have difficulty with concentration and use of a
Web-based program. Therefore, it is important to provide
user-friendly content with alow cost. Thiswill require further
consideration in future revisions of the program.

We utilized an existing evidence-based face-to-face relapse
prevention program to develop the new Web-based program
based on previous studies [13,14,24,26]. The new Web-based
program has key elements of a typical relapse prevention
program and is promising in terms of efficacy for addressing
drug use problems. In Japan, most face-to-face programs for
drug users deal with problems of various drugs. Accordingly,
e-SMARPP was devel oped with versetility to assist in handling
common problems among drug users. We think e-SMARPP
will be useful for researcherswho want to know about programs
for various substances, including methamphetamine.

http://mental .jmir.org/2016/1/el/
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Although a program with feedback from Web-therapists raises
concern about scalability, we thought these functionsto motivate
users were necessary because treatment retention is very
important for abstinence and recovery. Drug users mostly have
ambivalent thoughts and it is essential to have motivational
enhancement. A complete self-guided program requires more
automated functions with complicated algorithms to support a
personalized program. In addition, if we create a complete
self-guided program and recruit drug users who do not receive
any treatment and support by Internet or offline methods, we
have to add a system to confirm the eligibility of people with
drug problems and develop a different recruitment strategy. At
thistime, thiswas felt to be unrealistic for our study. We think
e-SMARPP will be used as an extension of care or a partial
replacement of standard treatment, similar to the work by
Marsch et al [55], especialy asat thispoint it might be difficult
to recruit drug users who do not receive any treatment and
support. Our program was similar to previous interventionsin
terms of intervention approach and adjunct treatment; however,
there were some differences as our system was location
independent and included human involvement by
Web-therapists. The participants could use e-SMARPP
anywhere, which was a more real world setting. They aso
obtained personalized feedback from researchers in a manner
similar to real counseling. We plan to do a randomized
controlled trial to assess the efficacy of our program, and then
we hopeto add aWeb-recruitment system and recruit drug users
who do not receive any treatment and support. If we can
collaborate with primary care settings and community-based
support, eeSMARPP will be widely used and helpful for those
who are not receiving behavioral therapy.

Acceptance and Usability Study

There are two thirds of the participants that completed all of
the sessions and most felt that the frequency, one session aweek,
was suitable. There was one third that did not complete all the
sessions because of other work commitments and low
motivation. Participantstook atotal of approximately 60 minutes
over two days to complete one session. This was not overly
protracted, as the time needed to complete one session in this
study was similar to times in other previous studies, where for
example, in another program, one session took 45 minuteswith
a total of six sessions [14,24] and in another program, 60
minuteswith atotal of nine sessions[26]. In general, the session
time of the Web-based interventions ranged from 20 to 60
minutes and tended to be shorter if the number of sessionswas
morefrequent [12,19]. The number of sessionsin anintervention
study tends to be limited and session time tends to be longer
than in areal setting because it is difficult to conduct frequent
sessions over along period, although intensive and long-term
intervention is necessary to recover from drug dependence. For
thisreason, many participantsfelt the length of the videoswere
too long and a so had difficulty watching them on asmall mobile
phone screen. In order to motivate busy and reluctant drug users
to engage in the program, the videos should be shorter and
include content focused on skills to avoid relapse, rather than
educational content to provide knowledge about the dangers of
drugs. Additionally, it is necessary to make improvements that
facilitate a user-friendlier mobile phone interface. Measures to
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prevent drop out may also be necessary with a more suitable
on time and improved content because the attrition rate of
Web-based studiesislikely to be higher than that of face-to-face
interventions [56].

Most of the participantsfelt that the relapse prevention sessions
were useful and helpful. They felt that there were new elements
in the Web-based cognitive behavioral relapse prevention
program even if they had gone through the 12-step program
and/or psychiatric treatment. In contrast, except for one
participant that was still currently using drugs, the majority of
participantswere not satisfied with the self-monitoring because
it was boring for those who aready had maintained a lengthy
period of drug abstinence. The self-monitoring may be more
important for drug users that currently or have recently used
drugs. As such, the helpfulness and efficacy of the
self-monitoring needs further study. While using the
e-SMARPP, none of the participants felt an increased craving
for drugs or added mental distress. Thisindividual Web-based
program may be suitable for drug users who are likely to be
negatively influenced by others.

Theresults of the Web Usability Scale suggested that the overall
usability of the website was reasonable. Most of the participants
felt that the website and content were easy to use. However,
one participant who used an iPhone received emails with
unreadable characters because the characters were
device-dependent. Functional defects, including garbled
characters and the user interface for moving between Web pages,
need to considered and revised.
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Future Directions

In accordance with the results of the acceptance and usability
study, five key improvement itemswereidentified: (1) simplify
the content of the relapse prevention sessions; (2) improve
usefulness of the salf-monitoring; (3) prevent noncompletion
of theintervention; (4) addressfunctional defects; and (5) obtain
real comments and ideas from participants and drug users
through a focus group interview.

Limitations

There were some limitations to this study. First, the
generalizability of theresultsislimited dueto the small sample
size and some participants had previously received treatment
and support, including CBT. Additionally, recruitment was done
at only three settings. Second, usability and compliancein terms
of Web-based programs depends on individual Internet literacy
and computer skills[57,58], but we did not assessthis. Finally,
all outcome measures were self-reported, and not based on
access logs, and as such, actual times needed to complete
sessions may not be accurate.

Conclusions

A new Web-based cognitive behavioral relapse prevention
program for drug-abuse treatment, named eeSMARPP, was
implemented and considered usabl e. Challenges were addressed
and improvement points suggested. Although there are
challengesto addressin further development, this program and
similar technology implementations are promising approaches
for treatment in Japan, especially as drug-use stigmaiis strong
inthissociety. After updatesto the pilot version, further research
is necessary to confirm its efficacy.
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Abstract

Background: Remote patient monitoring is increasingly integrated into health care delivery to expand access and increase
effectiveness. Automation can add efficiency to remote monitoring, but patient acceptance of automated tools is critical for
success. From 2010 to 2013, the Diabetes-Depression Care-management Adoption Trial (DCAT)—aquasi-experimental comparative
effectiveness research trial aimed at accelerating the adoption of collaborative depression care in a safety-net health care
system—tested a fully automated telephonic assessment (ATA) depression monitoring system serving low-income patients with
diabetes.

Objective: The aim of this study was to determine patient acceptance of ATA calls over time, and to identify factors predicting
long-term patient acceptance of ATA calls.

Methods: We conducted two analyses using data from the DCAT technol ogy-facilitated care arm, in which for 12 months the
ATA system periodically assessed depression symptoms, monitored treatment adherence, prompted self-care behaviors, and
inquired about patients' needs for provider contact. Patients received assessments at 6, 12, and 18 months using Likert-scale
measures of willingness to use ATA calls, preferred mode of reach, perceived ease of use, usefulness, nonintrusiveness,
privacy/security, and long-term usefulness. For thefirst analysis (patient acceptance over time), we computed descriptive statistics
of these measures. |n the second analysis (predictive factors), we collapsed patientsinto two groups:. those reporting “ high” versus
“low” willingnessto use ATA calls. To compare them, we used independent t tests for continuous variables and Pearson chi-square
tests for categorical variables. Next, we jointly entered independent factors found to be significantly associated with 18-month
willingnessto use ATA calls at the univariate level into alogistic regression model with backward selection to identify predictive
factors. We performed afinal logistic regression model with the identified significant predictive factors and reported the odds
ratio estimates and 95% confidence intervals.

Results: At 6 and 12 months, respectively, 89.6% (69/77) and 63.7% (49/77) of patients“agreed” or “strongly agreed” that they
would be willing to use ATA calls in the future. At 18 months, 51.0% (64/125) of patients perceived ATA calls as useful and
59.7% (46/77) were willing to use the technology. Moreover, in the first 6 months, most patients reported that ATA calls felt
private/secure (75.9%, 82/108) and were easy to use (86.2%, 94/109), useful (65.1%, 71/109), and nonintrusive (87.2%, 95/109).
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Perceived usefulness, however, decreased to 54.1% (59/109) in the second 6 months of the trial. Factors predicting willingness
to use ATA calls at the 18-month follow-up were perceived privacy/security and long-term perceived usefulness of ATA calls.
No patient characteristics were significant predictors of long-term acceptance.

Conclusions: In the short term, patients are generally accepting of ATA calls for depression monitoring, with ATA call design
and the care management intervention being primary factors influencing patient acceptance. Acceptance over the long term
requiresthat the system be perceived as private/secure, and that it be constantly useful for patients’ needs of awareness of feelings,
self-care reminders, and connectivity with health care providers.

Trial Registration: ClinicalTrials.gov NCT01781013; https://clinicaltrials.gov/ct2/show/NCT01781013 (Archived by WebCite
at http://www.webcitation.org/6e7NGku56)

(JMIR Mental Health 2016;3(1):e6) doi:10.2196/mental .4823
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Introduction

In late 2014, the Centers for Medicare and Medicaid Services
(CMS) issued new rulesthat expanded provider reimbursements
beginning in 2015 for remote monitoring of Medicare
beneficiaries[1]. Telemedicine and tel ehealth—or, what Kvedar
and colleagues refer to collectively as *“connected
health”—capitalize on advances in health information
technology (HIT) to remotely provide health care services,
information, health education, and self-management support
[2]. A number of studies have demonstrated the potential of
these technol ogies to increase access and quality of care while
decreasing health care costs [3-8].

Given the mounting evidence for the clinical and cost
effectiveness of connected health, the CMS ruling is likely to
boost interest in its adoption. Attempts to improve patient care
with connected health, however, will be futile unless patients
accept these technol ogies. Prior studies suggest that individuals
who do not accept technologies simply will not usethem [9,10].
Indeed, so critical is user acceptance that it has been regarded
as “the pivotal factor in determining the success or failure of
aninformation system” [11]. In an editorial review of connected
health technologies to support behavior changes for
self-management, Piette[12] remarksthat patients' discontinued
use, which results from a lack of acceptance, has largely
hindered large-scale implementation. Therefore, it is clear that
patient acceptance has important implications for the broader
domain of connected health, since patients who do not accept
(and thus do not use) these technologieswill not realize the full
benefits of them, resulting in alossfor both patients and payers.

This study investigates patient acceptance of an automated
telecommunications system designed to facilitate depression
care management of low-income patients with diabetes in a
safety-net care system [13,14]. Thereis evidence of significant
disparities in receipt of depression treatment in low-income,
uninsured, and minority populations. These groups are less
likely to receive depression care[15-19], show greater treatment
discontinuation [20], and experience higher rates of clinically
significant depression. Patient barriers to depression care
influence detection and treatment processes. For example,
minority patients arelesslikely to voluntarily report depressive
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symptoms, may view depression as a mora weakness or
character flaw instead of an illness, may be more likely to
ascribe symptoms of depression to a physical illness [21,22],
and may refuse or discontinue treatment due to stigma [23].
Nonadherence to depression treatment in minority groups with
diabetes is common, due in part to side effects of diabetes
medications [24-26]. Further exacerbating the challenges are
cost and complex patient-provider interactionsinherent in caring
for patients with comorbid chronic illnesses. For instance,
prioritizing among competing demands may negatively affect
initiation and long-term follow-up of depression management
in primary care [27-34].

To address these issues in order to accelerate the adoption of
evidence-based depression care [24,35], we designed an
advanced automated telephonic assessment (ATA) system. It
had the capability to inquire—via periodic telephone calls to
patients—about important aspects of depression care using a
combination of the following six modules: monitoring for
depression, assessing pain, assessing adherence to antidepressant
medications, assessing psychotherapy practice, prompting
depression self-care activities, and allowing patients to request
contact from a clinician [14]. The ATA system was fully
integrated into an existing disease management registry (DMR),
which allowed it to automatically select these modules and the
frequency of calls depending on individual patient clinical data:
results from previous ATA calls or clinica assessments
(depressed patients were called monthly, nondepressed patients
quarterly), whether patients had an active antidepressant
medication prescription, and whether patients were receiving
psychotherapy. It also alowed patients to indicate their
preferences for language (English or Spanish), call days and
times, and receiving human calls instead of machine calls. If a
call was not answered, the ATA system attempted again three
times per day for 7 days (morning, afternoon, and evening). As
a whole, the design allowed the ATA system to individually
customize calls to focus on patients specific needs and
preferences rather than having patients adapt to standard
comprehensive assessments, in essence illustrating the
philosophy of patient-centered care.

Moreover, the ATA system facilitated timely, proactive
follow-up by clinicians and staff. Data captured on the ATA
calls were automatically assessed and the results sent to the
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DMR for clinician and staff review [14]. Notifications, tasks,
and a ertswere triggered in response to specific issuesidentified
fromthe ATA calls: patient requestsfor contact, high depression
scores, nonadherence to antidepressant medications, or suicidal
ideation.

The ATA system was tested in the Diabetes-Depression
Care-management Adoption Trial (DCAT) [13]. DCAT was a
12-month, quasi-experimental comparative effectiveness
research trial conducted in collaboration with the Los Angeles
County Department of Health Services (LACDHS) with the
aim of comparing different approaches for accelerating the
adoption of collaborative team depression care in routine
safety-net primary care practice. The study was conducted in
its ambulatory care clinics serving low-income,
racidly/ethnicaly diverse (but primarily Hispanic/Latino)
patients. It tested three depression care delivery models: usual
care (UC), supported care (SC), and technol ogy-facilitated care
(TC). UC represented the status quo, whereby primary care
providers (PCPs) and their staff initiate the trandation and
adoption of depression care evidence. Both SC and TC included
care teams of the LACDHS disease management program
(DMP) for thefirst 6 months of thetrial to support diabetescare
aswell as depression care using evidence-based protocol s [36].
After 6 months, patients returned to their PCPs for care. The
difference between SC and TC was that the latter utilized the
ATA system for 12 months to facilitate automated depression
screening and monitoring, and timely follow-up by clinicians
and staff. The provider notifications, tasks, and al erts generated
by the ATA system were sent to DMP teams during the first 6
months of DCAT and to PCPs and their staff during the second
6 months.

If such automated remote screening and monitoring of
depression—and more broadly, connected health—is to be
integrated into mainstream health care delivery to help reach
the important policy goal of expanding access to high-quality,
effective, and efficient care, an understanding of patient
technology acceptance is urgently needed. Studies on remote
assessment and monitoring via connected health, however,
continueto overlook thisimportant research area[35,37]. Those
that do touch upon elements of patient acceptance tend to be
cross-sectional and operationalize the construct using measures
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of patient satisfaction with care, which in itself reveals little
about technology acceptance or how to design the system to
improve patient acceptance.

The present study echoes the information technology literature
[38-40] by measuring technology acceptance as patients
willingness to use ATA calls as part of their depression care.
Moreover, this study is longitudinal, which alows for an
understanding of how patient acceptance may change over time.
Finally, to inform future design choices for automated remote
depression monitoring technology, the evaluation includes
several system characteristics that may explain why patients
accept or reject the technology. Thus, in sum, the study was
undertaken to (1) determine patient acceptance of ATA calls
for remote depression screening and monitoring over time, and
(2) identify what factors predict long-term patient acceptance
of ATA cdls.

Methods

Study Design and Participants

To answer the research questions, we analyzed data collected
from patientsin the TC arm of DCAT. English-Spanish bilingual
interviewers administered assessments of technology acceptance
at 6, 12, and 18 months. Thus, patients received two assessments
during the study and one assessment 6 months after the study
had ended.

Survey-Based Measures of ATA Call Acceptance

DCAT defined technology acceptance as patients reported
willingness to use ATA cals in the future as part of their
depression care. The measurement was administered at 6, 12,
and 18 months. DCAT also assessed additional measures of
ATA call design characteristics: perceived ease of use (7 items),
perceived usefulness (6 items), perceived nonintrusiveness (3
items), and perceived privacy/security (1 item). DCAT
administered these assessments at 6 and 12 months. Moreover,
patients' preference for mode of reach (1 item) was assessed at
6, 12, and 18 months. Finally, at 18 months, patientswere asked
about their long-term perceived usefulness of ATA cals (3
items). All measures were assessed on a 5-point Likert scale.
Table 1 provides the exact wording used in the DCAT
assessments.
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Table 1. Measures of patient ATA call acceptance.
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Domainof measure-  Items

ment

Administration

Willingnessto use

To what extent do you agree or disagree with the following statement?

6, 12, and 18 months

6 and 12 months

6 and 12 months

ATA calls® You would not mind receiving automated calls as part of your depression care in the future.
Perceived ease of “How often would you say...”
Use? The language used by Amy® in the calls was easy for you to understand?
Amy’s voice on the call was loud enough to hear without straining?
Amy was speaking too fast on the automated call?
You were clear on how to respond to Amy’s questions?
You had difficulty answering the questions when asked to press buttons on your phone?
Giving answersto areal person would have been easier than giving answers to the automated operator
Amy?
Amy had difficulty understanding you when you responded verbally?
Perceived useful- “How often would you say...”
ness®¢

The call made you feel confident that your nurse or social worker knew how you were doing?

The calls made you feel like your nurse of social worker was more accessible?

The calls by Amy were just as effectiveness in reporting your feelings as an in-person visit with your

care provider?

The antidepressant medication questions asked by Amy reminded you to take your medications?

The problem-solving skills questions asked by Amy reminded you to use these skills?

The calls reminded you to do things like a physical activity or afun activity?

Perceived nonintru-  “How often would you say...”

6 and 12 months

6 and 12 months

siveness” You enjoyed receiving the calls?

You felt the calls were a bother?

The length of the calls seemed about right?
Perceived privacy/se-  To what extent do you agree or disagree with the following statement?
curity® You feel automated calls are private and/or secure.

Preferred mode of
reach

To what extent do you agree or disagree with the following statement?

6, 12, and 18 months

Instead of receiving automated calls, you would prefer to call the automated service at your convenience.

Long-term perceived
usefulness®

To what extent do you agree or disagree with the following statements?

18 months

The automated calls hel ped you be more aware of how you are feeling.

The automated calls reminded you to take care of your health, such as doing exercise.

The automated calls helped you stay better connected with your doctors, nurses or social worker.

patients responded using a 5-point Likert scale of agreement (1=strongly disagree, 2=disagree, 3=neutral, 4=agree, and 5=strongly agree).
BPatients responded using a 5-point Likert scale of frequency (1=never, 2=rarely, 3=about half the time, 4=usually, and 5=always).

CAmy” was the persona of the ATA calls

ATA Call Completion Rates

We assessed the rate of completed ATA calls for three periods:
0-6 months, 7-12 months, and 0-12 months. An ATA call was
defined as complete if it reached the patient and recorded
answers to the depression assessment questions: PHQ-2 or
PHQ-9, whichever was asked.

Statistical Analysis

We conducted two analyses. oneto determine patient acceptance
of ATA calls for remote depression screening and monitoring
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over time, and the other to identify what factors predict
long-term patient acceptance of ATA cadls. Sample
characteristics and sample sizes for each analysis are shown in
the Results section (Table 2).

For thefirst analysis (patient acceptance over time), weincluded
the DCAT TC arm patients who provided responses for agiven
survey-based measure at each of the measurement periods. By
excluding patientswho did not meet this criterion, wewere able
to estimate changes more accurately for each measure over time.
We computed descriptive statistics of all measures. For those
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measures consisting of multipleitems, we computed the average
points across items and rounded the average to the nearest
integer. Furthermore, we conducted a paired t test to determine
if there was a significant difference between the ATA call
completion rates from 0 to 6 months and from 6 to 12 months.
We also used Spearman rank correlation to test the association
between the ATA call completion rate of months O to 12 and
the survey-based measures of ATA call acceptance.

In the second analysis (predictive factors), we used a different
criterion to select patients from among the pool of TC arm
patients: patients who responded to the question of willingness
to use ATA calls at 18 months and at least once a 6 or 12
months or both. If patients answered the question at both 6 and
12 months, we computed the average for use in the analysis.
The 125 patientsin this sample were collapsed into two groups:
those reporting “high” willingness to use ATA calls at 18
months (Likert scale response of 4 or higher) and thosereporting
“low” willingness to use ATA calls at 18 months (all other
response categories). We compared the descriptive statisticsfor
thetwo groups: patient sociodemographic characteristics, health
conditions, health care utilization, and ATA call completion
rate. We also compared their responses for perceived ease of
use, perceived useful ness, perceived nonintrusiveness, perceived
privacy/security, preference of ATA call mode, and long-term
perceived usefulness. If patients compl eted assessments of these
measures at both 6 and 12 months, we computed the average
of the two for use in the analysis. To compare the two groups
of patients, we used independent t testsfor continuous variables
and Pearson chi-sguare testsfor categorical variables. Next, we

http://mental .jmir.org/2016/1/e6/

Ramirez et d

jointly entered independent factors found to be significantly
associated with 18-month willingness to use ATA calls at the
univariate level into alogistic regression model with backward
selection to identify predictive factors. Then, we performed a
final logistic regression model with the identified significant
predictive factors and reported the odds ratio estimates and 95%
confidence intervals. All analyses were conducted at 0.05
significance level (2-tailed) using IBM SPSS software, version
22.0.

Results

Sample Characteristics

Table 2 provides the characteristics of patients in the two
samplesused in thetwo analyses. The majority of patientswere
femal e, Hispanic/Latino, and preferred Spanish astheir primary
language. The characteristics of the two samples were not
significantly different from one another. A comparison of these
samples with the rest of the patients in DCAT TC excluded
from the analyses did reveal significant differences in
characteristics (see TablesA-1 and A-2in Multimedia Appendix
1). Compared to the rest of DCAT TC, the two samples had a
greater proportion of Hispanics/Latinos, reported a higher
willingness to use ATA calls at 6 and 12 months, and had a
higher ATA call completion rate. The sample for the second
analysis also had lower blood sugar values, better diabetes
self-care, and reported higher perceived ease of use and
perceived nonintrusiveness at 6 and 12 months compared to the
rest of patientsin the TC arm of DCAT.
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Table 2. Patient characteristics for samplesin the two analyses (no statistically significant difference between the two samples).

Characteristic Samplefor first analysis Sample for second analysis
N Statistics® N Statistics®
Female 109 72 (66.1%) 125 80 (64.0%)
Age 109 51.94 (9.01) 125  5131(881)
Hispanic/Latino 109 105 (96.3%) 125  116(92.8%)
Spanish as preferred language 109 93 (85.0%) 125 104 (83.2%)
Married 109 49 (45.0%) 125  55(44.0%)
PHQ-9 (range 0-27, higher=more severe depression)>© 109 5.73(4.93) 125 5.65 (4.60)
Total number of socioeconomic stressors® 109 2.28(1.56) 125 2.37(1.46)
SCL-20, mean score™d 109 0.54 (0.53) 125  051(0.48)
SF-12 mental (general population=50, higher=better)®® 109 50.54 (9.15) 125 51.08 (9.03)
Time with diabetesin years 107 10.15 (7.42) 124 9.98 (7.05)
On insulin treatment® 109 82 (75.2%) 125 89 (71.2%)
- 109 32.93 (6.55) 125 3275(6.16)
A1C value®? 108 8.87 (1.39) 124 8.72 (1.39)
Low-density lipoprotein cholesterol© 108 167.08 (36.20) 124 168.44 (36.60)
Whitty-9 diabetes symptoms (range 1-5, 1=none to 5=every day)° 109 1.64(0.54) 125 1.62(0.49)
Number of diabetes complications® 109 1.26 (0.89) 125 1.22(0.79)
Toolbert diabetes self-care in the past 7 days (range 0-7)° 109 4.63(0.98) 125 4.65 (1.01)
Diabetes emotional burden (range 1-5, 1=not a problem to 5=very burdensome)® 109 2.53(1.35) 125 2.48 (1.37)
Diabetes regime distress (range 1-5, 1=not a problem to 5=very burdensome)® 109 219(1.14) 125 213(1.17)
Self-rated health (range 1-5, 1=poor to 5=excellent)® 109 2.29(0.60) 125 2.34(0.60)
Chronic pai n® 109 17 (15.6%) 125 24 (19.2%)
SF-12 physical (general population=50, higher=better health)>¢ 109 43.18(9.62) 125 43.17 (9.49)
Sheehan disability scale (range 0-10, O=none to 10=extremely)° 109 2.21(2.34) 125 2.14 (2.26)
Number of 1CD-9 diagnosis™" 108 8.60 (4.50) 124 8.46 (4.46)
Number of clinic visits® 107 10.44 (5.61) 124 10.56 (5.64)
Number of emergency room visits® 41 1.33(0.61) 44 1.33(0.60)
Number of hospitalizations® 15 1.47(0.83) 18 1.39(0.78)
Willingness o use® 109 4.02 (0.93) 125 400 (L08)
Perceived ease of LS’ 109 4.05 (0.56) 125  4.12(0.50)
Perceived useful ness® 109 3.63 (0.89) 125 3.69 (0.90)
Perceived nonintrusiveness® 109 4.20(0.87) 125 4.29 (0.84)
Perceived privacy/security® 109 4.10 (1.11) 125  4.17(L08)
Preference of ATA call mode® 109 3.82(1.06) 125 358(1.32)
Long-term perceived usefulness 76 3.71(0.92) 125 3.74 (0.99)
ATA call completion rate® 108 0.70(0.26) 123 0.74(0.24)

3/al ues are numbers (column percentages) for categorical variables and mean (SD) for continuous variables.
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bPatient Health Questionnaire, 9 items
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CAssessment at 6 or 12 months. If both were available, then the average was taken.

d&/mptoms CheckList, 20 items

€Short-Form Health Survey, 12 items

fBody mass index

9Glycated hemoglobin test

PInternational Classification of Diseases, 9th revision

First Analysis: Patient Acceptance of ATA Calls Over
Time

Figure 1 illustrates patient acceptance of ATA calls over time.
Inthefirst 6 months of thetrial, 90% (69/77) of patients reported
a high willingness to use ATA calls. At 12 and 18 months,
however, the proportion of patientsreporting ahigh willingness
to use ATA calls decreased to 64% (49/77) and 60% (46/77),
respectively. After 6 monthsinthetrial, 83% (62/75) of patients
agreed or strongly agreed that they would prefer to receive
automated calls rather than calling the ATA system at their
convenience. The proportion of patients reporting thisdecreased
to 40% (30/75) and 29% (22/75) at 12 and 18 months,
respectively. Throughout the trial, most patients agreed or
strongly agreed that ATA calls felt private/secure (82/108 at 6
months, 89/108 at 12 months). At 6 months, 86.2% (94/109) of
patients reported that ATA calls were usually or always easy
to use. Thisnumber decreased to 78.0% (85/109) at 12 months.

Figure 1. Patient acceptance of ATA calls over time.
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The proportion of patients reporting that ATA callswere usually
or aways useful decreased from 65.1% (71/109) at 6 months
to 54.1% (59/109) at 12 months. At the 18-month follow-up,
51.0% (64/125) of patients agreed or strongly agreed that the
ATA callswereuseful. At 6 months, most patients 87% (95/109)
perceived that ATA calls were usually or always nonintrusive.
More patients perceived the callsto beintrusive after 12 months
in the trial as is evident from a decrease in the proportion of
patients who reported otherwise 76% (83/109).

The ATA average call completion rate was 72.6% and 67.8%
at 6 and 12 months, respectively—the difference between the
two was not statistically significant (P=.10). In investigating
the associations between the ATA call completion rate of months
0 to 12 (70.2%) and the various survey-based acceptance
measures, only two measures were statistically significant: (1)
perceived ease of use (Spearman correlation coefficient=0.25,
P=.008) and (2) perceived nonintrusiveness (Spearman
correlation coefficient=0.27, P=.004).
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Second Analysis. Factors Predicting Patient
Acceptance of ATA Calls
We compared patients who reported, at 18 months, a high

willingnessto use ATA with patients reporting low willingness
to use ATA calls to determine how the two groups differed in

Ramirez et d

terms of the various sociodemographic characteristics, health
conditions, health care utilization, and ATA-related measures
listed in Table 2. Table 3 provides results for characteristics
where there was a statistically significant difference between
the two groups. See Table A-3 in Appendix for full results.

Table 3. Characteristics of patients reporting high versus low willingness to use ATA calls at 18 months.

Characteristic High willingnessto use ATA callsat  Low willingnessto use ATA callsat  pb
18 months 18 months
N Statistics® N Statistics®
Toolbert diabetes self-care in the past 7 days (range 0-7)¢ 74 4.81(0.95) 51 4.43(1.05) .03
Willingness to use® 74 4.17 (1.00) 51 3.75(1.16) .04
Perceived usefulness 74 3.84(0.82) 51 3.49 (0.97) .03
Perceived nonintrusiveness® 74 4.42 (0.65) 51 4,09 (1.03) 05
Perceived privacy/security® 74 4.42 (0.91) 51 3.81(1.22) 003
Long-term perceived usefulness 74 4.07 (0.91) 51 3.25(0.91) <.001

3/al ues are numbers (column percentages) for categorical variables and mean (SD) for continuous variables.

bTwo-sampl ettest

CPatients response at 6 or 12 months. If patients provided responses at 6 and 12 months, then the average of these was used.

When we compared patients who reported a high versus alow
willingnessto use ATA callsat 18 months, wefound six factors
to be significantly associated with patients’ reported willingness
to use ATA calls. Patients with a high willingness to use ATA
calls at 18 months (1) had better diabetes self-care (P=.03) and
(2) reported a higher willingness to use ATA callswhilein the
study (P=.04); they also reported (3) higher perceived usefulness
(P=.03), (4) nonintrusiveness (P=.05), and (5) privacy/security
(P=.003) while in the study. Moreover, patients who reported
ahigh willingness to use ATA calls at 18 months also reported
(6) higher long-term perceived usefulness (P<.001). Wejointly
entered the six factors into a logistic regression model with
backward selection to identify predictive factors. The results
revedled that two factors jointly predicted willingness to use
ATA calls at 18 months:. perceived privacy/security (odds ratio
OR=1.59, P=.017, 95% ClI [1.09, 2.33]) and long-term perceived
usefulness (OR=2.77, P<.001, 95% ClI [1.65, 4.63]).

Discussion

Principal Findings

The promises of connected health to efficiently improve access
and quality of care[2], rest upon the assumption that patients
will readily accept the technologies. Our study on safety-net
patient acceptance of automated depression screening and
monitoring using ATA calls has important findings suggesting
that assumption may be questionable. In the first 6 months of
the trial, most patients were accepting of ATA calls and
perceived the callsto be private/secure, easy to use, useful, and
nonintrusive. Over time, however, patients’ acceptance and their
positive  perception of ATA cdl characteristics
decreased—although call completion rates remained high and
steady. One explanation may be that since ATA call resultsand
promptsfor follow-up were sent to DMP care teams during the
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first 6 months of the trial and to PCPs thereafter, timely
follow-up by the latter might have been challenging dueto their
busy practice loads. Thus, although patients continued to
complete ATA calls in the second half of the trial, their PCPs
may not have responded to their needs in a timely manner
thereby leading them to doubt the value of ATA calls.
Furthermore, patients' acceptance and their perception of ATA
call characteristics may also reflect an improvement in their
depressive symptomsover time. That is, patientswith improved
depressive symptoms—due, possibly, to the intervention
itself—may no longer perceive the benefits of the ATA calls.
We investigated this hypothesis and found that there was no
statistically significant difference in the percentage of patients
reporting high usefulness and high willingnessto use ATA calls
among those with improved symptoms, no changein symptoms,
or worse symptoms. It may be, however, that our sample size
was not |arge enough to detect these differences.

Another important finding in our study was the identification
of two factors that significantly predicted patients' long-term
acceptance of ATA calls. the perception that ATA calls are
private/secure and the long-term perceived usefulness of ATA
calls. Thesetwo factors could be potentially modified to improve
patients’ willingnessto use ATA callsas part of their depression
care.

Limitations

This study has limitations worth noting. First, we used two
different samples for the analyses. For the sample used to
determine patient acceptance of ATA calls over time, we
included only those patients in the DCAT TC arm who
responded to ATA-related measures at each of the corresponding
measurement periods. For the sample used to identify factors
that predict long-term patient acceptance of ATA cals, we
included only those patients in the TC arm who answered the
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guestion on willingness to use ATA calls at 18 months and at
least once at 6 or 12 months. We chose to accommodate two
samplesizesfor our study in order to maximize the sample sizes
for both analyses, although this may haveintroduced additional
bias.

Second, although the two different samples for the analyses
were not significantly different from each other, they were both
somewhat different from the rest of TC patients who were
excluded from the analyses because they did not answer any of
the ATA-related questions. Samples used in the analyses
reported aslightly higher willingness to use ATA callsat 6 and
12 months than TC patients excluded from the analyses.
However, itisnot likely that thislimitation affected our findings
because only a small percentage (about 10%) of patients
excluded from the analyses refused to engage with ATA calls.
Nearly 90% of them reported that they could not answer the
ATA-related questions because they did not receive or did not
remember receiving ATA calls, or they received calls but did
not answer because they were unavailable.

Furthermore, the small sample size of 125 patientsreporting on
willingness to use ATA calls limits the robustness of our
findings of factors predicting long-term patient acceptance of
ATA calls. Future studies should validate the generalizability
of our findings.

A final limitation is that in the analysis of factors predicting
long-term acceptance, we defined acceptance as patients
self-reported willingnessto use ATA callsat 18 monthsinstead
of using amore objective measure such as ATA call completion
rate. This may seem to be a better indicator of patient
acceptance, but since we were interested in learning about
patients long-term acceptance, we did not have the ATA call
completion rate at 18 months (the intervention was only for 12
months). Moreover, in our qualitative study of DCAT TC
patientswith incomplete ATA calls, we discovered that patients
were actualy willing to take the ATA calls, but were unable to
do so mainly because of nonintervention related reasons,
including not being available, the ATA system having thewrong
phone number, or experiencing connection issues [41]. For this
reason, we assumed that if patients did not complete ATA calls,
it was not due to a lack of acceptance. Therefore, given the
DCAT study design and the practical reasons for patients not
answering ATA calls, we choseto follow the Patient Technology
Acceptance Model (PTAM) [39] and define acceptance as
self-reported willingness (ie, intention) to use the technology.

Comparison With Prior Work

The finding that patients are generally accepting of ATA calls,
albeit inthe short term, isa promising start to our understanding
of patients’ perception of such technologies. Because automated
depression screening and monitoring technology is emerging,
little is known about patients’ acceptance of it. Related studies
of connected health technologies [42], including those focused
on depression care [37,43-54], uncritically regard acceptance
as patient satisfaction with care, which tells uslittle about why
patients accept or reject the technology or how system design
features affect patient acceptance. This study is significant in
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the connected health literature for depression care in that it
utilizes measures from the literature of user acceptance of new
technologies[11,55,56]. These user acceptance measures allow
us to derive new knowledge that helps not only to explain why
the ATA system is acceptable or not to patients, but also to
understand how we may improve patient acceptance through
the design of the system.

Numerous studies on connected health applications have
reported a drop in technology usage over time [57-67]. Unlike
these studies, we found that patients' completion of ATA calls
was high and constant throughout thetrial. Asmentioned above,
the main reasons patients reported for incomplete ATA cals
were not related to the intervention [41]. In fact, we found in
an analysis not included in this paper that the survey-based
measures of acceptance were not statistically significant
predictors of ATA cal completion rates. Nonetheless, as
reported in the Results section, the ATA call completion rate
was positively correlated with perceived ease of use and
perceived nonintrusiveness. The significance of the former
factor is in agreement with the PTAM. However, the finding
that patients continued to complete ATA calls over time despite
ageneral decrease in acceptance is surprising. Future research
isneeded to determine whether it wasthe special characteristics
of the study population (ie, predominantly urban, low-income
Hispanics/L atinos) or thetechnology design (ie, outbound calls
to patients) that resulted in this finding.

The PTAM sheds light on factors that increase the likelihood
that patientswill bewilling to use connected health technologies.
Among amyriad of potential factors, the main ones predicting
patient acceptance are perceived usefulness, perceived ease of
use, subjective norm, and health care knowledge. Others have
similarly reported that perceived usefulness and perceived ease
of use are the main driving forces of patient technology
acceptance [11,68,69]. Likewise, we found that long-term
perceived usefulness of ATA calls significantly predicted patient
acceptance of automated depression screening and monitoring.
A new predictor of acceptance suggested in our analysis was
patients' perception that callswere private/secure. Future patient
technology acceptance research should consider this factor in
the technology design and should validate the finding.

Conclusions

In the short term, safety-net ambulatory care patients with
diabetes are generally accepting of ATA calls for depression
screening and monitoring. How patient acceptance can be
sustained over timeisan important topic for futureinvestigation.
In order to increase the odds that patients will accept ATA calls
over the long term, especialy for sensitive mental health
conditions, the system should gauge patient perception of its
privacy/security. Moreover, it is critically important that the
technology not only be aigned with patients’ needs, but also
be perceived as useful for them over the long term. Based on
theitems measuring long-term usefulness, future research should
focus on designing and testing technologies that help patients
be more aware of how they are feeling, remind them to take
care of their health, and help them stay better connected with
their health care providers.
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Abstract

Background: Face-to-face gatekeeper training can be an effective strategy in the enhancement of gatekeepers’ knowledge and
self-efficacy in adolescent suicide prevention. However, barriers related to access (eg, time, resources) may hamper participation
in face-to-face training sessions. The transition to a Web-based setting could address obstacles associated with face-to-face
gatekeeper training. Although Web-based suicide prevention training targeting adol escents exists, so far no randomized controlled
trials (RCTs) have been conducted to investigate their efficacy.

Objective:  This RCT study investigated the efficacy of a Web-based adolescent suicide prevention program entitled Mental
Health Online, which aimed to improve the knowledge and self-confidence of gatekeepersworking with adolescents (12-20 years
old). The program consisted of 8 short e-learning modul es each capturing an important aspect of the process of early recognition,
guidance, and referral of suicidal adolescents, alongside additional information on the topic of (adolescent) suicide prevention.

Methods. A total of 190 gatekeepers (ages 21 to 62 years) participated in this study and were randomized to either the experimental
group or waitlist control group. The intervention was not masked. Participants from both groups completed 3 Web-based
assessments (pretest, posttest, and 3-month foll ow-up). The outcome measures of this study were actual knowledge, and participants
ratings of perceived knowledge and perceived self-confidence using questionnaires devel oped specifically for this study.
Results: The actua knowledge, perceived knowledge, and perceived self-confidence of gatekeepers in the experimental group
improved significantly compared to those in the waitlist control group at posttest, and the effects remained significant at 3-month
follow-up. The overall effect sizeswere 0.76, 1.20, and 1.02, respectively, across assessments.

Conclusions: The findings of this study indicate that Web-based suicide prevention e-learning modules can be an effective
educational method to enhance knowledge and self-confidence of gatekeepers with regard to adolescent suicide prevention.
Gatekeepers with limited time and resources can benefit from the accessibility, simplicity, and flexibility of Web-based training.
Trial Registration:  Netherlands Trial Register NTR3625; http://www.trialregister.nl/trialreg/admin/rctview.asp?T C=3625
(Archived by WebCite at http://www.webcitation.org/6eHvyRh6M)

(JIMIR Mental Health 2016;3(1):€8) doi:10.2196/mental.4614

http://mental .jmir.org/2016/1/e8/ JMIR Mental Health 2016 | vol. 3 |iss. 1| e8| p.34
(page number not for citation purposes)


mailto:ghonchehr@gmail.com
http://dx.doi.org/10.2196/mental.4614
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH

KEYWORDS

Ghoncheh et al

Adolescent; E-learning; Gatekeepers; Learning; Modules; Online Systems; Suicide; Prevention; Training; Web-based; Referral

and Consultation

Introduction

According to the World Health Organization (WHO),
approximately 1 million people die worldwide every year due
to suicide [1]. Suicide is the second leading cause of death
among 10- to 24-year-olds, and according to a WHO report,
suicide rates are rising faster among adolescents compared to
any other age category [1]. Moreover, for every adolescent
suicide, thereare at least 40 non-fatal suicide attempts[2]. Thus,
the development and deployment of adolescent suicide
prevention strategies are crucial.

Recently, it has become widely accepted that gatekeepers can
play an essential role in suicide prevention; as a result, the
training of gatekeepers has been identified as an important and
promising prevention strategy [3-7]. Gatekeepers are
professionalswho, dueto their profession, comein contact with
people at-risk for suicide. Thus, the main purpose of training
gatekeepersisto educate them in the necessary steps concerning
recognition, guidance, and referral of these individuals[5,6,8].
For instance, primary health care providers, school staff, and
police are all gatekeepers [3,7]. Severa suicide prevention
gatekeeper programs are available, which have been widely
adopted (eg, Question, Persuade, Refer (QPR); Sources of
Strength (SOS); Applied Suicide Intervention Skills Training
(ASIST); Yellow Ribbon and safeTALK) [9]. QPR Gatekeeper
Training [10] isone of the most well-known and used gatekeeper
training programs in suicide prevention [11].

QPR Gatekeeper Training is based on the QPR model, which
was developed and introduced in 1995 [10]. According to this
model, three simple steps can be employed to prevent suicide
attempts. First, gatekeepers must learn to recognize warning
signs associated with suicide and learn how to ask questions
about the presence of suicidal thoughts and feelings (Question).
The earlier that warning signs are recognized and help is
received by the at-risk individual, the better the outcome will
be. Second, questioning those at-risk for suicide could lead to
conversations during which the acceptance of referralsfor help
can be encouraged (Persuade). Lastly, referralswill lead to early
intervention and treatment, which will lead to better outcomes
(Refer) [10].

In recent years, several studies have investigated the efficacy
of QPR Gatekeeper Training and the results are promising.
These studies have targeted various types of gatekeepers,
including Veterans Affairs staff, Veterans Health Administration
staff, college residence advisers, university faculty staff, and
social work students, and have shown that gatekeepers' actual
or perceived knowledge and perceived self-efficacy with regard
to suicide prevention improve after attending training [12-18].
Additionally, several research teams have studied the efficacy
of QPR Gatekeeper Training in gatekeepers working with
adolescents [11,19-21]. A randomized controlled trial (RCT)
with an average 1-year follow-up period tested the impact of
the training on school staff (health and social services staff,

http://mental .jmir.org/2016/1/e8/

administrators, teachers, and support staff) and showed
enhancement of perceived knowledge, perceived efficacy, and
preparedness of the trained gatekeepers to perform suicide
prevention activities [19]. Another study using a nonequivalent
control group design with a 3-month follow-up, demonstrated
increased knowledge among trained teachers and counselors
working in elementary, middle, and high schools[11]. Another
nonequivalent control group design with a 3-month follow-up
showed gains in knowledge and self-efficacy among trained
school personnel at posttest [20]. Moreover, the self-efficacy
gain was maintained at follow-up; however, this was not the
case for knowledge. According to the authors, this could be
explained by thelimited subsampl e that compl eted the follow-up
measures [20]. Finally, a study targeting faculty and staff who
worked regularly with middle and high school students showed
that the knowledge of participants increased after completing
training [21].

Theresults of the discussed papers demonstrate that face-to-face
gatekeeper training can be an effective strategy in the
enhancement of professionals’ knowledge and self-efficacy in
adolescent suicide prevention. However, for severa reasons,
gatekeepers may be prevented from attending training sessions.
The most critical barrier for gatekeepers is lack of time and
resources to attend face-to-face training sessions. Another
obstacle relates to the usualy inflexible nature of face-to-face
training: participants must take the entire training course,
regardless of their prior knowledge and current needs. With the
growth of Internet usage worldwide, new developments have
occurred in the way people gather information; as a result,
information providers are increasingly using this medium to
transfer knowledgeto their target groups[22]. In particular, the
use of e-learning modules could be an effective technique to
transfer adolescent suicide prevention knowledge to gatekeepers.
“E-learning,” aso known as computer-based learning, online
learning, distributed learning, or Web-based learning describes
the use of computersto transfer knowledgeto learners primarily
through an intranet or the Internet [23]. Thismethod has several
advantages over traditional face-to-face training.

First, Web-based training is accessible from any location from
which the gatekeeper has accessto the Internet. Second, because
information on the process of recognition, guidance, and referral
of suicidal adolescents is presented in short separate modules,
gatekeepers can customize their training. Lastly, this type of
training can be composed and maintained with limited resources
and as aresult can be offered at alow price. Thus, gatekeepers
could have easy, fast, and instant access to heeded knowledge
with regard to adolescent suicide prevention any time and from
any location. Additionally, they can refresh their knowledge
whenever needed. In 2012, a systematic review was carried out
aiming to provide afirst overview of existing e-learning modules
on suicide prevention designed for gatekeepers, and their
efficacy [24]. In that study, a Google search showed that
worldwide e-learning modules were increasingly available on
the topic. A literature search, however, yielded no published
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papers on the sametopic. The results of thisreview highlighted
the need for research, especialy RCTs, on the efficacy of
educational suicide prevention e-learning modules for
gatekeepers[24].

In 2011, VU University in Amsterdam started aprogram entitled
Mental Health Online (MHO), with an aim to devel op adolescent
suicide prevention e-learning modules for gatekeepers and to
test the efficacy of these modules [25]. A total of 8 e-learning
modules were developed, each capturing an important aspect
of the process of recognition, guidance, and referral of suicidal
adolescents (12-20 years old). The content of the modules
followed the QPR model, focusing on essential knowledge and
frameworksthat enhance early detection, assistance, and referral
of adolescents at-risk for suicide. Although the QPR Institute
has also made QPR Gatekeeper Training available on the
Internet, we decided not to use that version because it focuses
on“suicidal people” ingeneral, whilewe aimed only to address
adolescent suicidality in the e-learning modules of the MHO
program. Further, Web-based QPR Gatekeeper Training takes
approximately 1 hour to complete; in contrast, for this study,
we chose to divide the process of recognition, guidance, and
referral into short modules, so that participants could customize
their training based on their previous knowledge and experience.
Lastly, training licenses for Web-based QPR Training become
available only after paying afee. It was expected that payment
requirements would affect the willingness of gatekeepers to
participate in this study.

In this paper, the results of an RCT addressing the efficacy of
the MHO program are presented. Efficacy of the program was
determined by measuring change in (1) actual knowledge, (2)
perceived knowledge, and (3) perceived self-confidence of
gatekeepers after training compared to awaitlist control group.
It was expected that gatekeepers’ actual knowledge, perceived
knowledge, and perceived self-confidence with regard to
adolescent suicide prevention would improve after attending
the MHO program compared to those in the waitlist control
group. It isimportant to point out that the MHO program was
a stand-alone program and not part of a multi-prolonged
approach. To our knowledge, this is the first time that the
efficacy of a Web-based adolescent suicide prevention
gatekeeper training program has been investigated in an RCT.

Methods

Protocol

The study protocol for Mental Health Online was approved by
theMedical Ethics Committeeof VU University Medical Centre
Amsterdam (registration number 2009/328), and adetailed study
protocol for this RCT can be found elsewhere [26]. The first
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group of participants started the study in the second half of
2012, and the last group of participantsfinished the study inthe
second half of 2013.

Design

This study was a randomized trial with a pretest, posttest, and
3-month follow-up design with two arms: an experimental group
and awaitlist control group. The intervention was not masked.
The experimental group received the intervention during the
study, and the waitlist control group received the intervention

after completion of the study. Participants did not receive any
type of compensation for participation in this study.

Participants

The participants of this study were Dutch-speaking gatekeepers
who worked with adolescents. The inclusion criteria were the
following: (1) gatekeepers 18 years of age and older, (2) who
worked frequently with adolescents from 12 to 20 years of age,
(3) whose profession involved responsibilities with regard to
the (mental) health care of adolescents, and (4) who had access
to the Internet. Although every individual who met theinclusion
criteriawas eligible to participatein this study, three main target
groups were identified for recruitment: members of mental
health care teams of schools, youth health care nurses, and
(mental) health care employees.

Intervention: MHO Program

Overview

Theinterventionin this study consisted of 8 e-learning modules
alongside additional information regarding adolescent suicide
prevention. The base of the modules was a PowerPoint
presentation containing features such as voice-over, case
descriptions, and quizzes. Both the modules and the additional
information were made accessible through the website [27] for
participants of this study. Figure 1 depicts a screenshot of the
website (overview of e-learning modules and additional
information) and Figure 2 illustrates a screenshot of one of the
e-learning modules. Each of the modules of the program
addressed an important aspect of the process of recognition,
guidance, and referral of suicidal adolescents (12-20 yearsold).
With an aim to allow participants to customize their training
based on their previous knowledge and needs, 8 separate
modules were offered. Thus, the number and order of modules
were individually determined by each participant. As it was
expected that the number of modules each participant followed
could influence scores on the three outcome measurements of
thisstudy, a user-track system was enabled on the website. With
this system, it was possible to collect data regarding how many
modules each participant had completed at each assessment
point.
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Figure 1. Overview of modules and additional information on the Mental Health Online website.

Mental Health Online

+@ zonmw VUK By o5

ALGEMEEN

Als het om suicidaliteit onder jongeren gaat...

DE MODULES
PROFESSIONALS
DEELNEMERS
CONTACT

Deelnemers > E-learning modules

TOEGANG:
E-LEARNING MODULES
technische problemen
module 1
module 2 learning modules.
module 3
module 4
module 5
module 6
module 7 desbetreffende module.
module 8
FILMS & DOCUMENTAIRES
LITERATUUR
FORUM

Bij technische problemen kiik hier.

Overzicht Acht Suicide F-learning Modules

De suicide e-learning modules hebben tot doel het proces van (vroegtijdig) signaleren, bejegenen en doorverwlijzen van
(mogelijk) suicidale jongeren te bevorderen. Handreikingen voor de bevordering van dit proces zijn verdeeld over acht e-

Wij geven per module aan voor welke deelnemers de desbetreffende module relevant kan zijn, maar u bepaalt
uiteindelijk zelf welke modules u wilt volgen.

Elke module wordt afgesloten met 8 toetsvragen samengesteld uit 4 algemene vragen en 4 specifieke casussen over de

Hieronder vindt u meer informatie over de modules.

LOGOUT

Leerdoelen:

1. Wat is suicidaliteit?

2. Hoe vaak komt suicidaliteit voor onder jongeren?

Figure 2. Layout of the e-learning modules of the Mental Health Online program.

Hoeveel meisjes overlijden jaarlijks door suicide en op welke leeftijd?

W o tot 20 jaar

Centraal Bure

M 10 tot 15 jaar

2009

15 tot 20 jaar

| L] » |[Dia11720] Gestopt

00:44 [ 00:44 43 | £
L] ——a

E-Learning Modules

The first module was titled “Suicidality among adolescents’
and gave a general introduction to the topic of adolescent
suicidality, including statistics and figures. Risk factors
associated with adolescent suicidality were discussed in the
second module entitled “Risk factors” The third module,
“Ethnicity,” addressed the relationship between ethnicity and
adolescent suicidality in the Netherlands. Warning signs
associated with adolescent suicidality were presented in the
fourth module entitled “Recognition of suicidality.” The fifth
and sixth modules titled “Conversation with the suicida
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adolescent” and “Conversation with the parents’ discussed
needed tools and skills when engaging in conversation with
suicidal adolescents or their parents. A seventh module titled
“Suicide first aid” provided practical information about how
first aid should be given once an adolescent attempts suicide.
The eighth and final module titled “Care and aftercare” was
specifically designed for schools and offers guidelines needed
to arrange the process of care and aftercare after suicide
(attempt) of a student. Each module took approximately 4 to
10 min to complete.
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Additional Information

Since the aim was to create short modules, only essential
information needed to capture the purpose of the module was
included. As a result, additional information (literature,
documentaries, and links to other informative websites) on
(adolescent) suicidality werelocated in a separate section of the
website for those needing more material. Furthermore, a
Web-based discussion board was created where participants
could interact with each other, and al so ask questions of experts
or present cases regarding adolescent suicidality.

Instruments

Overview

The MHO program was developed specifically for this study
as there were no suitable instruments available. Three
Web-based self-report questionnaireswere devel oped to measure
the outcomes of this study. The questionnaires were not
modified from prior studies but were newly developed in
collaboration with an expert in the field of suicide prevention
inthe Netherlands. The outcomeswere (1) participants answers
to questions tapping their actual knowledge, and their ratings
of (2) perceived knowledge, and (3) perceived self-confidence
with regard to adolescent suicidality and suicide prevention.
The 3 questionnaires were completed by the participants at the
3 assessment points: pretest (baseline assessment, T), posttest
(second assessment, T,) and follow-up (third assessment, T,).
In addition, at the beginning of the follow-up assessment,
participants in the experimental group were asked 2 questions
about implementation of their gained knowledge. Furthermore,
during the baseline assessment demographic information was
gathered. Lastly, participants in the experimental group were
asked to complete an evaluation questionnaire during the
posttest, which aimed to assessto what extent they were satisfied
with different aspects of the program and which modifications
they thought could improve the program. Results of the
evaluation questionnaire (including insights regarding the
construction of the e-learning modules) are not presented in this
paper; however, they are discussed in a separate paper (personal
communication by Ghoncheh, April 16, 2015).

Actual Knowledge Questionnaire

The Actual Knowledge Questionnaire consisted of 6 caseseach
providing several characteristics (name, age, and education) of
afictional adolescent displayed in a photograph. The purpose
of the photograph was to help the user visualize the adolescent
and hig/her situation better. Each case wasfollowed by 2 general
guestions (yes/no answer), and 8 specific questions (multiple
choice, 1 correct answer) each pertaining to the content of one
of the e-learning modules of the MHO program. The total
number of questions each participant received depended on their
answers to the 2 general questions. Scores per case could vary
from O (wrong answersto all questions) to 10 (correct answers
to al questions). Two cases were presented at each assessment
point: acase about a native Dutch adol escent, and an adol escent
originating from an ethnic minority group in the Netherlands.
Since 3 items of this questionnaire were conditional and the
itemswere not related to each other, psychometric characteristics
for this questionnaire could not be tested.
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Perceived Knowledge Questionnaire

The Perceived Knowledge Questionnaire consisted of 9
statements to be rated on a 3-point Likert scale (0 = disagree,
1=partidly agree, 2 = agree). Thefirst item of the questionnaire
was ageneral statement regarding knowledge about adolescent
suicide prevention (“1 have sufficient knowledge about the
process of recognition, guidance, and referral of suicidal youth™)
[26], and the following 8 items each captured the essence of
one of the elearning modules of the MHO program. For
instance, the fifth module addressed how to engage in a
conversation with a suicidal adolescent and the corresponding
statement was “| have sufficient knowledge to engage in a
conversation with asuicidal adolescent” [26]. The scores could
vary from 0O (disagreed with all statements) to 18 (agreed with
al statements). During pretest, posttest, and follow-up the
participants received the same questionnaire. Principal
component analysis (PCA) revealed the presence of one
component. The Cronbach alpha coefficient for the perceived
knowledge questionnaire was .89 at pretest (experimental .89,
waitlist control .90), .93 at posttest (experimental .88, waitlist
control .87), and .92 at follow-up (experimental .82, waitlist
control .88).

Per ceived Self-Confidence Questionnaire

A 16-item questionnaire was developed, which consisted of
statements regarding the necessary skills and attitudes when
dealing with adolescent suicide prevention. The statementswere
rated on a3-point Likert scale (0= disagree, 1 = partially agree,
2 = agree) and were related to the 8 e-learning modules. “I can
adequately providefirst aid to ayoung person who has attempted
suicide” and “1 can make a distinction between my duties and
those of a therapist” are 2 of the statements included in this
guestionnaire [26]. The scores could vary from O (disagreed
with al statements) to 32 (agreed with all statements). The same
guestionnaire was used at each of the 3 assessment points. PCA
revealed the presence of one component. The Cronbach alpha
coefficient for the perceived self-confidence questionnaire was
.93 at pretest (experimental .93, waitlist control .92), .95 at
posttest (experimental .93, waitlist control .93) and .95 at
follow-up (experimental .91, waitlist control .94).

Recruitment

Recruitment for this study was carried out in the second half of
2012 and lasted approximately 3 months. A broad and stepwise
recruitment strategy was used. First, the domain name[27] was
registered and information regarding the study was posted on
the website. Second, almost all education partnerships in the
Netherlands were contacted by email and asked to distribute
the email to their mailing list. In addition, those interested were
given the opportunity to invite the main researcher of this study
for an on-site presentation. Third, several information websites
that arefollowed by gatekeepers were asked to place asummary
of the research and alink to MHO on their website. Fourth, the
main researcher attended seminarsand conferences also attended
by potential participants and handed out flyers. Fifth, VU
University Amsterdam released a press rel ease about the study
that was distributed through several newsletters, and lead to 2
interviews with national newspapers. Lastly, Twitter and
Facebook accounts were created for this study. Promotional
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materials regarding the study and up-to-date information about
the study were shared with followers on both accounts.

Procedure

As this was a Web-based study, every aspect took place on the
Internet, including communication and data collection, which
was done by the main researcher. All participantswere required
to register by sending an email and including their name,
position, affiliation, and email address. The baseline assessment
was sent to participants by email; after completion of this
assessment, participants were randomized to either the
experimental or control group. One week after completing the
baseline assessment, participants assigned to the experimental
group received a personal username and password, along with
a guide to the website. The login information gave each
participant access to the website for 14 days.

Four weeks after completing the baseline assessment, the link
to the second assessment was sent to the participants by email.
After finishing the second assessment, those in the experimental
group regained access to the website until 1 week prior to
receiving the third assessment. The link to the third and final
assessment was sent to the parti cipants 12 weeks after finishing
the second assessment. After completing the third assessment,
participants in the waitlist control group were given access to
the website through an email containing a persona username
and password. At the sametime, those in the experimental group
also received an email in which they were notified that they had
regained access to the website, in case they wanted to refresh
their knowledge or use the additional information.

Participation was monitored by the main researcher and
participants received reminders or were contacted if necessary.

Data Analyses

All analyses were carried out on the intention-to-treat sample.
Hierarchical linear modeling (HLM) was conducted in MLwiN
version 2.28 to determine whether differences between the two
groups existed in actual knowledge, perceived knowledge, and
self-confidence after the experimental group received the
intervention. MLwiN integrates data from participants missing
one or more measurements, or 1 or more questionnaires into
the analysis. A 2-level HLM was conducted for each outcome
measure (perceived knowledge, perceived self-confidence, and
actual knowledge) where the outcome measures (level 1) were
nested within gatekeepers (level 2). In order to determine the
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intervention effect, 2 separate models were tested for each of
the 3 outcome measures. The first model explored the overall
effect of theintervention acrosstime correcting for the baseline
assessment. The second model explored the effects of the
intervention at posttest and follow-up by adding theinteraction
term (group x time) to the previous model. Other analyseswere
conducted using IBM SPSS Statistics version 21.

Results

Response Rates

A total of 211 gatekeepers registered for the study, of which
190 completed the baseline assessment and were enrolled. The
enrolled participants were randomized to either the experimental
group (n=94) or the waitlist control group (n=96). In the
experimental group, 4 participantsdid not follow the e-learning
modules and subsequently did not receive the second
assessment. The remaining 90 participants received the second
assessment and 84 completed the second assessment (response
rate 89.4%, 84/94). All participantsin the waitlist control group
completed the second assessment (response rate 100%). The
third assessment was completed by 82 participants in the
experimental group (response rate 87.2%, 82/94) and 92
participants in the waitlist control group (response rate 95.8%,
92/96). Figure 3illustrates the flow of participants through each
stage of the study.

The 16 participantswho dropped out of the study were contacted
by the main researcher. The following reasons were given by
the participants for not completing the study: lack of time (n=7),
family circumstances (n=2), unable to open the questionnaire
at work and lack of time to fill out the questionnaire at home
(n=2), pregnancy leave (n=1), absence due to vacation (n=1),
and objection regarding the nature of testing (n=1). The
remaining 2 participants did not respond.

No differenceswere found between groupswith regard to mean
scores of participants who completed the study and those who
dropped out: actual knowledge at pretest (t1g5 = 1.271, P=.21,
two-tailed), actual knowledge at posttest (t;g9 = 1.709, P=.09,
two-tailed), perceived knowledge at pretest (t;g5 = -0.200,
P=.84), perceived knowledge at posttest (t;5, = 1.107, P=.27,
two-tailed), perceived self-confidence at pretest (t;55 = 0.269,

P=.79, two-tailed), and perceived self-confidence at posttest
(t]_g]_ = '0168, P:.87, tWO'ta”aj)
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Figure 3. Flow of participants through each stage of the study.
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Descriptive Analysis

Gatekeepers in this study were 21 to 62 years of age (mean
43.55, SD 10.96), the majority were female (81.6%, 155/190)
and had a higher vocational (55.8%, 106/190) or university
(38.4%, 73/190) degree. The majority (67.9%, 129/190) of the
gatekeepers worked within a school setting (such as mentors,
counselors, teachers, and socia workers) whilethe rest worked
in a (mental) health care related setting or institute (such as
psychologists, behaviora scientists, youth health care nurses,
and psychiatrists). The participants of this study had 0 to 30
years of experience in their current job (mean 8.28, SD 7.16).
Moreover, 78.9% (150/190) of the participantsreported knowing
a least one adolescent who performed a nonfatal suicide
attempt, and 39.5% (75/190) of gatekeepers reported knowing
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l

Regain Access to Website - (n=82) ‘

at | east one adol escent who died dueto suicide. All participants
were from the Netherlands, except one gatekeeper who lived
in Belgium. No differences were found between the
experimental group and waitlist control group in terms of
demographics.

Table 1 shows the mean scores and standard deviations of both
groups on actua knowledge, perceived knowledge, and
perceived self-confidence at baseline, posttest, and follow-up.
The groups’ mean scores at the 3 assessment points are also
illustrated in Figure 4. At baseline, no significant differences
werefound between the waitlist control group and experimental
group for actual knowledge (t;g5 = 1.106, P=.27, two-tailed),
perceived knowledge (t1g5 = -1.042, P=.30, two-tailed), and
perceived self-confidence (t;gg = -1.301, P=.20, two-tailed).

JMIR Mental Health 2016 | vol. 3 |iss. 1| e8| p.40
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

Table 1. Mean scores for actual knowledge, perceived knowledge, and perceived self-confidence over time.
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Baseline (T) Posttest (T) Follow-up (T2)

Questionnaire ~ Waitlist Control Experimental  Waitlist Control Experimental  Waitlist Control Experimental
(n=96) (n=94) (n=96) (n=88) (n=92) (n=82)
mean (SD) mean (SD) mean (SD) mean (SD) mean (SD) mean (SD)

AK? 11.05 (3.07) 10.59 (2.74) 12.79 (2.30) 15.63 (2.97) 12.05 (3.30) 13.82 (3.00)

pkb 7.45 (4.44) 8.13 (4.55) 7.30(3.99) 14.07 (3.66) 8.14 (4.02) 14.22 (2.98)

psC 16.78 (7.44) 18.21 (7.73) 16.08 (7.29) 25.94 (5.81) 17.52 (7.34) 25.93 (5.34)

8AK: actual knowledge
bpK : perceived knowledge
PS: perceived self-confidence
Figure 4. Mean scores of the groups on the 3 questionnaires at Tg, T1, and To.
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Outcome Measures Across Time by Condition

Asshown in Table 2, the overall effect of the intervention was
highly significant acrosstime and resulted in large overall effect
sizes (ES) for actual knowledge (ES = 0.76), perceived
knowledge (ES = 1.20), and perceived self-confidence (ES =
1.02). Thisindicates, first, that the MHO program had a large
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positive effect on actual knowledge, perceived knowledge, and
perceived self-confidence of the participants completing the
program compared to those in the waitlist control group, and,
second, that the effects were sustainable as they remained
significant at 3-month follow-up. Further analyses showed that
the intervention effect was strongest at posttest compared to
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follow-up for actual knowledge (ES = 0.94), perceived
knowledge (ES = 1.30), and perceived self-confidence (ES =
1.12), and that the effects remained large for perceived
knowledge (ES = 1.09), and perceived self-confidence (ES =

Table 2. Training impact.

Ghoncheh et al

0.90) after 3 months. For actual knowledge, a medium effect
size (ES = 0.57) was found at follow-up, indicating a decrease
in the actual knowledge of the participants over 3 months.

Variable B Overall Effect ESa B Effect at Posttest ES B Effect at Follow- ES
95% ClI 95% ClI up
95% ClI
Actual Knowledge 2415 (1.76-3.07) 076 2995 (2.19- 3.80) 094 1.828 (1.00-2.65) 057
Perceived Knowledge 5883 (5.12- 6.65) 120 6363 (552-7.21) 130 5359 (4.92-6.22) 100
Perceived Self-Confidence 8112 (6.82-9.41) 102 8942 (7.49-10.39) 112 7216 (5.74-8.69) 090

8Effect size (ES) is the regression coefficient divided by the total standard deviation. All models were significant at P<.001.

Of the 84 participants in the experimental group who finished
the second assessment, 71 (85%) completed all 8 e-learning
modules of the MHO program. For thisreason, further analyses
exploring whether the number of e-learning modules a
participant completed had an effect on actual knowledge,
perceived knowledge, and perceived self-confidence were not
conducted.

Application of Gained Knowledge

At 3-month follow-up, 45%, 37/82) of gatekeepers from the
experimental group reported that they had applied the knowledge
gained over the past 3 months. According to the 36 respondents
who elaborated on their answer, this application of knowledge
was donein the following way: recognition of and/or engaging
in conversation about suicidality (n=25), all the steps from
recognition to referral (n=5), advising and sharing knowledge
with other gatekeepers (n=3), awareness (n=2), and other (n=1).

Discussion

Principal Findings

This RCT investigated the efficacy of a Web-based adolescent
suicide prevention gatekeeper training problem (MHO),
consisting of 8 e-learning modules and additional information.
The results of this study show that the actual knowledge,
perceived knowledge, and perceived self-confidence of
gatekeepers who enrolled in the MHO program improved
significantly compared to gatekeepers who did not have access
to the program, and that the effects found immediately after the
training remained significant at 3-month follow-up. Moreover,
almost half of the participantsthat accessed the training program
reported using the knowledge gained at least once during the
3-month follow-up.

Our findings are in accordance with previous studies that
investigated the efficacy of QPR Gatekeeper Training delivered
face-to-face to gatekeepers working with adolescents[11,19-21].
These studies also found gains in (perceived) knowledge and
perceived self-confidence of gatekeepers attending thetraining.
To our knowledge, Wyman and colleagues (2008) have
conducted the only RCT assessing the impact of QPR
Gatekeeper Training in gatekeepers working with adolescents.
In their study, a large effect size was found for perceived
knowledge (ES = 1.32) and perceived efficacy (ES=1.22), and
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amedium effect size (ES = 0.41) wasfound for QPR knowledge
at 1-year follow-up [19]. Similar to the study of Wyman et al,
wefound alarge effect size for training on perceived knowledge
and perceived self-confidence, and a medium effect size for
actual knowledge at (3-month) follow-up. Since we measured
the participants three times, we were also able to estimate the
effect sizes across time and immediately after finishing the
training. For both of these analyses, we found large effect sizes
for the three outcome measurements.

Although this study suggeststhat a\Web-based training program
has similar effects as face-to-face training with respect to
training gatekeepersin adol escent suicide prevention, the current
study did not compare Web-based training to face-to-face
training, and to the best of our knowledge, other researchers
have not yet compared the two formats. As aresult, it remains
unclear whether Web-based adolescent suicide prevention
training for gatekeepersis actualy as effective as face-to-face
training. In-person interaction with the trainer and other
participants and the opportunity to practice gained knowledge
during role-play are probably the most important advantages
of face-to-face training compared to distance learning. However,
it remains questionable whether these elements actually
contributeto additional increasesin knowledge, self-confidence,
and skills of gatekeepers, as the only way to implement and
practice gained knowledge for the participant isto interact with
asuicidal adolescent, whichis similar for Web-based learning.
As long as we cannot test the effects in rea-life interactions
between gatekeepersand suicidal adolescents, it remains unclear
towhat extent the outcome measurementsreally haveincreased
asaresult of training (Web-based or face-to-face). Thefact that
almost half of the participantsin this study stated that they had
implemented the knowledge gained during the 3-month
follow-up suggeststhat it indeed | ed to increased self-confidence
and implementation of the required steps, the latter of which
could also indicate skill improvement.

Future research is needed to replicate the findings of this study
and to determine which features enhance learning outcomes.
As noted, we also asked participants to evaluate the MHO
program, to understand better the program improvements that
gatekeepers need. The results of the evaluation are discussed
in a separate paper (personal communication by Ghoncheh,
April 16, 2015). Furthermore, future research should also
investigate to what extent Web-based learning can replace or
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supplement existing traditional educational strategiesin suicide
prevention. Even if results of future research favor traditional
methods compared to Web-based training, for exampleregarding
acquired skills, the results of this study showed that Web-based
training is effective in knowledge gain and self-confidence
enhancement. Thus, based on the findings of this study, we
recommend that evidence-based Web-based adolescent suicide
prevention training programs should be offered as basetraining
to gatekeepers. Due to the accessibility and flexibility of
Web-based training, gatekeepers—as many as possible—uwiill
become familiar with the necessary stepsin adolescent suicide
prevention. Thiswill likely result in detecting more adolescents
in need and referring them to professionalswho can assist them.
Thereafter, those in need of more in-depth information and
personal interaction or practice opportunities can attend
face-to-face training. Subsequently, this could be beneficial to
face-to-face training, as a more homogenous group of
gatekeeperswould attend, and custom content could be created
for those looking for advanced material on adolescent suicide
prevention.

The findings of this study have potential implications for
education on prevention of other mental health issues. Although
this study focused on adolescent suicide prevention, its results
show that Web-based training is a promising tool for
gatekeepers education and that the findings are probably
generalizableto other topics. Gatekeepers can be easily educated
on various and highly important topics such as adult suicide,
depression, and eating disorders, as well as child/adolescent
behavioral, emotional, and developmental problems and
disorders. For example, Dutch gatekeepers, especialy those
working in schools, may benefit from the advantages of
Web-based training, primarily because the government has
assigned them with prevention and intervention responsibilities
concerning the (mental) health care of their students [28]. As
such, adolescents at-risk can be detected early and referred for
help.

This study has several strengths. It is innovative in being the
first RCT investigating the efficacy of educational suicide

Ghoncheh et al

prevention e-learning modules for gatekeepers working with
youth. Being an RCT, it yielded reliable findings obtained in a
design with sufficient statistical power. However, the study
findings should be interpreted in light of several limitations. A
possible, yet inevitable, limitation of this study is that no
standardized instruments were available to test the outcome
measurements. Nevertheless, the perceived knowledge and
perceived self-confidence questionnaires had high reliability
across the three measurements and PCA reveal ed the presence
of one component for both questionnaires. Unfortunately,
psychometric characteristics of the actual knowledge
guestionnaire could not be tested as the item content was based
on specific cases and several questions were conditional.
Second, although 45% of the participants mentioned that they
had put gained knowledge from the modulesinto practice during
the 3-month follow-up, due to privacy reasons, it was not
possible to monitor the gatekeepers who participated in this
study or to obtain actual information on referrals they made.
As a result, we could not measure changes in actual suicide
prevention skills and performance. Future research should
determine whether distance learning actually improves the
behaviors of gatekeepers necessary for preventive activitiesand
eventually leads to greater detection of suicidal adolescents,
and correct referrals. Third, although we included a 3-month
follow-up, maintenance of the intervention effects across a
longer period was not ascertained.

Conclusion

Despiteitslimitations, this study is of value for gaining insight
into the potential of e-education for professionals involved in
the field of prevention of undesirable outcomes. It is the first
study that tested the efficacy of adolescent suicide prevention
e-learning modules targeting gatekeepers in an RCT. The
findings are promising and provide evidence that the use of
Web-based resources, such as e-learning modules, could be an
effective strategy in the improvement of gatekeepers' actual
knowledge, perceived knowledge, and perceived self-confidence
in adolescent suicide prevention. Future research is needed to
support the findings of this study.
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Abstract

Background: Studies of Internet-delivered psychotherapies suggest that clients report development of atherapeutic alliancein
the Internet environment. Because a majority of the interventions studied to date have been therapist-assisted to some degree, it
remains unclear whether a therapeutic alliance can develop within the context of an Internet-delivered self-guided intervention
with no therapist support, and whether this has consequences for program outcomes.

Objective: This study reports findings of a secondary analysis of data from 90 participants with mild-to-moderate depression,
anxiety, and/or stress who used a fully automated mobile phone and Web-based cognitive behavior therapy (CBT) intervention
called “myCompass’ in arecent randomized controlled trial (RCT).

Methods: Symptoms, functioning, and positive well-being were assessed at baseline and post-intervention using the Depression,
Anxiety and Stress Scale (DASS), the Work and Social Adjustment Scale (WSAS), and the Mental Health Continuum-Short
Form (MHC-SF). Therapeutic alliance was measured at post-intervention using the Agnew Relationship Measure (ARM), and
this was supplemented with qualitative data obtained from 16 participant interviews. Extent of participant engagement with the
program was al so assessed.

Results: Mean ratings on the ARM subscales were above the neutral midpoints, and the interviewees provided rich detail of a
meaningful and collaborative therapeutic relationship with the myCompass program. Whereas scores on the ARM subscales did
not correlate with treatment outcomes, participants’ ratings of the quality of their emotional connection with the program correl ated
significantly and positively with program logins, frequency of self-monitoring, and number of treatment modules completed (r
values between .32-.38, P<.002). Thealliance (ARM) subscal es measuring perceived empowerment (r=.26, P=.02) and perceived
freedom to self-disclose (r=.25, P=.04) also correlated significantly in a positive direction with self-monitoring frequency.

Conclusions: Quantitative and qualitative findings from this analysis showed that a positive therapeutic alliance can develop
in the Internet environment in the absence of therapist support, and that components of the alliance may have implications for
program usage. Further investigation of alliance featuresin the Internet environment and the consequences of these for treatment
outcomes and user engagement is warranted.

Trial Registration: Australian New Zealand Clinical Trials Registry Number (ACTRN): 12610000625077;

https://www.anzctr.org.au/Trial/Registration/Trial Review.aspx71d=335772& isReview=true  (Archived by WebCite at
http://www.webcitation.org/6ef Acoxj4).
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Introduction

Internet delivered psychotherapy for common mental health
problems can assist with reducing the problem of unmet
treatment need by overcoming barriers to access (including
financial, temporal, and geographic constraints), and offering
advantages of user-privacy and 24-hour availability [1]. In the
case of depression and anxiety, interventions delivered via the
Internet are popular with users[2], cost efficient, and clinically
effective, with outcomes equivalent to face-to-face psychol ogical
therapies[3-5].

Much of the variancein outcomes of face-to-face psychotherapy
has been attributed to the therapeutic alliance, defined as a
non-specific treatment factor reflecting the extent of
collaboration, purposeful action, and emotional connection
between aclient and therapist [6]. Considered the* quintessential
integrative variable” of therapy [7] that enables patients to
“accept, follow, and believe in treatment” [8], client-derived
ratings of the therapeutic aliance have been associated with
positive outcomes in face-to-face therapy irrespective of the
type of psychological treatment, study design, and outcome
measure used [8,9]. In some studies, therapeutic aliance
accountsfor approximately 50% of the effect size[10]. Positive
associations have also been found between the therapeutic
alliance and treatment engagement [11,12].

A tendency for humans to respond socialy to computing
technology in the same way as they respond to other humans
has been well documented [13], and anthropomorphism (ie, the
attribution of human qualities to inanimate objects) is widely
recognized as integral to the successful design and use of
information technologies [14,15], including in the therapeutic
context [16,17]. Nevertheless, therapy provided in the Internet
environment has been criticized for its limited capacity to
facilitate a therapeutic relationship due to reduced
responsiveness to nonverbal interpersonal cues, limited ability
to provide reassurance and clarification of misunderstandings,
potential for conflicts of interest, and difficulty providing timely
corrective feedback [18-20]. By and large, however, the
available evidence tends not to support these criticisms[21,22].
On the contrary, recent reviews show that client ratings of the
therapeutic alliance in Internet-delivered interventions are
generally equivalent to ratings in face-to-face therapy [21,22],
suggesting that devel opment of atherapeutic relationship during
Internet-based psychotherapy isindeed possible. However, there
isno consensus asto whether this hasimplicationsfor treatment
outcomes [21].

The majority of evidence relating to the therapeutic aliancein
Internet-delivered interventions derives from studies of
interventions that are therapist-assisted to some extent. The
nature of the client-therapist interaction varies widely between
existing programs, in terms of frequency (ie, number of
interactions), nature (eg, provision of therapeutic support,

http://mental .jmir.org/2016/1/e10/

technical support, and/or feedback on therapeutic tasks),
modality (ie, email versus SMS text message (short message
service)), and timeliness (ie, synchronous versus asynchronous)
[22-25]. Nevertheless, al programs have some degree of overt
therapist input into aclient’strestment. In some studies, program
users have even been provided with the name, photo
identification, and biographical details of the assisting therapist
[23]. This being the case, it is difficult to conclude whether
existing findings of a positive therapeutic alliance in
Internet-delivered psychotherapy reflect the quality of clients
working relationships with the therapists involved or with the
Internet programs themselves. Furthermore, it remains unclear
as to whether aliance features can develop in the Internet
environment in the absence of therapist assistance.

To the best of our knowledge, only one study has examined
whether a therapeutic alliance can develop in a completely
automated and self-guided Internet-delivered intervention
without therapist input. Ormrod et a [26] used the Agnew
Relationship Measure (ARM) [27] to examine the therapeutic
aliance in a pilot study (N=16) of Beating the Blues, a
Web-based cognitive behavior therapy (CBT) intervention for
depression and anxiety. The ARM assesses 5 dimensions of the
client-therapist relationship: bond, partnership, confidence,
openness, and client initiative. On average, participants
perception of the strength of their alliance with the program
was positive, although ratings of the alliance were lower than
those noted for face-to-face cognitive behavioral therapy (CBT).
These pilot data are tentative, however, and require replication
in alarger and more rigorously designed studly.

In arecently completed randomized controlled trial (RCT), we
reported significant symptom and functional outcome gainsfor
people with mild-to-moderate depression, anxiety, and stress
who used afully automated mobile phone and Web intervention
with no therapist input, known as*“myCompass’ [28] (ACTRN
12610000625077). This paper reports outcomes of asecondary
objective of the RCT; namely to explore the role of the
therapeutic aliance in this type of intervention. Specifically,
we explored whether (1) participants reported a therapeutic
alliance with the intervention; (2) participants' ratings of the
therapeutic alliance were associated with symptom and
functional gains and improved positive well-being; and (3)
ratings of therapeutic aliance features were associated with
participants’ level of program engagement. Whereas previous
studies of the therapeutic alliance have used predominantly
quantitative methods, we also utilized interview methodology
to further examine in qualitative detail the nature and form of
participants’ reported alliance with the mobile phone and
Web-based intervention.
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Methods

Participants and Procedure

The myCompass RCT examined the effectiveness of a fully
automated and self-guided psychological treatment that is
delivered via the Internet to mobile and stationary technology
devices for improving mental health symptom and functional
outcomes. Participants in the RCT were 720 community
volunteers with self-reported mild-to-moderate depression,
anxiety, and/or stress symptoms who were recruited nationally
in Australiabetween October 2011 and March 2012 vialnternet,
radio, and print media advertising. Following baseline
assessment, participants were randomly alocated to the
myCompass intervention, an attention control program, or a
waitlist control condition, for 7 weeks. Subsequent assessments
were conducted online on completion of the intervention phase
(8 weeks) and at 20 weeks. The design and recruitment
procedures for the myCompass RCT have previously been
reported in greater detail [28].

Quantitative data for this secondary analysis was derived from
participants randomly allocated to receive the myCompass
intervention. This was supplemented by qualitative data
provided by a purposively selected sample that completed the
post-intervention questionnaire and agreed, via email, to
participate in a semi-structured telephone interview with one
of the authors (MAB). A sampling to saturation recruitment
method was used in which data collection continued until no
new themes emerged from the interviews [29].

The RCT was approved by the Human Research Ethics
Committee of the University of New South Wales, Sydney,
Australia(HREC 10019) and registered with the Australian and
New Zeadland Clinicd Trials Registry (ACTRN
12610000625077). The CONSORT-EHEALTH checklist is
provided as Multimedia Appendix 1.

ThemyCompass M obile Phone and Web | ntervention

myCompass is a fully automated public health CBT-based
intervention for the treatment of mild-to-moderate depression,
anxiety, and stress[30]. The program is compl etely self-guided
with no therapist input, and is accessible from any
Internet-enabled mobile phone, tablet, or computer.

The myCompass program assesses users self-reported
symptoms on registration and then provides 24/7 access to a
persondized intervention that includes real-time, self-monitoring
of moods and behaviors (viamobile phone, tablet, or computer),
and interactive, evidence-based psychotherapeutic modules (via
tablet and computer). In addition, users can schedule SM S text
message (short message service) or email remindersto facilitate
self-monitoring, receive and print graphical feedback about their
self-monitoring alongside contextual information on their phone
or computer (to monitor change and assist identification of
triggers), and elect to receive helpful facts, mental health care
tips or motivational statements by text message or email.
Registering to use the program is free, and users are not billed
for the text messages they receive. A detailed description of the
myCompass intervention is provided in Proudfoot et al [28].

http://mental .jmir.org/2016/1/e10/
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Data Collection

Quantitative Measures

Participants in the RCT completed standardized and validated
measures of mental health symptoms, work and social
functioning, and positive psychological well-being at baseline,
post-intervention, and follow-up, and the therapeutic aliance
at post-intervention.

The Depression, Anxiety and Stress Scales (DASS) is widely
used to measure the extent to which a person experienced
symptoms of depression, anxiety, and stress over the previous
week [31]. Total scores on the DASS range from 0 to 126 and
subscale scoresrange from 0to 42, with higher scoresindicating
greater symptom severity.

The Work and Social Adjustment Scale (WSAS) assesses the
impact of mental health problems on daily functioning in 5
domains. work, socia leisure activities, private leisure activities,
home-management, and personal relationships[32]. Scores on
the WSAS range from 0 to 40, with higher scores indicating
poorer adjustment.

The Mental Health Continuum-Short Form (MHC-SF) measures
positive mental health defined as the presence of positive
feelings (emotional well-being), and positive functioning in
individual life (psychological well-being) and community life
(socia well-being) [33]. Total scores and subscale scores on
the MHC-SF range from 0 to 5, with higher scores indicating
higher levels of positive mental health.

The Agnew Relationship Measure (ARM) uses 28 items to
measure 5 elements of the client-therapist relationship: the
affective element (bond), extent of mutual collaboration and
engagement (partnership), perceived professional competence
(confidence), perceived freedom to disclose personal concerns
(openness), and empowerment (client initiative) [27]. Subscale
scoresrange from 1 to 7, with higher scoresindicating astronger
and more positive client-therapist aliance. Inlinewith Ormrod
et al [26], and to facilitate comparison of our data with theirs,
ARM itemswere modified in the present study by replacing the
word “therapist” with “program.”

Participant engagement with the myCompass program was
measured using thefollowing 3 indices. (1) number of program
interactions (ie, logins), (2) number of modules completed, and
(3) frequency of self-monitoring [34].

Qualitative Measures

Participant interviews were semi-structured and asked about
the non-specific or “common” treatment factors identified in
previous studies as contributing to development, persistence,
and quality of the therapeutic alliance in face-to-face
psychotherapy (Table 1). The interview comprised 16
open-ended questions and commenced with the question “Can
you tell me what you liked most about the myCompass
program?’ Interview questionswere theory-based, derived from
the ARM, and the Model of Common Factors (MCFs) [35,36]
(Table 1). Consent for participation and tape recording was
obtained before each interview.
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Table 1. Components of the semi-structured interview and their theoretical bases.
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Broad concept Agnew Relationship Measure (ARM)  Model of Common Factors (MCF) Sample question
[27] [35,36]

Bond Friendliness, acceptance, understanding, Empathy, care, and genuineness To what extent did you feel accept-

and support ed by the program?

Partnership Collaborative framework Negotiation of goals, collaborative To what extent did you feel the

framework, and guidance program tried to influence you in
ways that were helpful/not hel pful?

Confidence Respect for professional competence Trust, development of asecurebase,  To what extent did you feel you

positive treatment expectancies could rely on the program for advice
when you needed it?

Openness Personal disclosure (client) N/A Towhat extent did you feel comfort-
able providing personal information
to the program?

Client Initiative Setting the agenda, client responsibility N/A To what extent did you feel the

program allowed you to set your

own goals?
Accessibility N/A Convenience and availability To what extent did you feel the
program was easy to use?
Reciprocity N/A Education and rationale giving, sensi-  To what extent did you feel the
tivity, and flexibility program was flexible enough to
meet your needs?
. of responses was used to identify the main themes and
Analysis Strategy &P y

Quantitative analyses were conducted using SPSS version 21,
and used data derived from participants who returned a
post-intervention questionnaire. Internal consistency of the
modified ARM subscales was tested using Cronbach’s alpha,
and subscale means were examined to determine alliance
strength. In line with previous studies of Internet-delivered
therapies [22,23], residual gain scores were calculated to
represent post-intervention treatment gains using the formula
described by Steketee and Chambless [37] (the standardized
subscale score at post-intervention minus the standardized
subscale score at baseline, multiplied by the correl ation between
these scores). Residual gain scores thus represented treatment
gains at post-intervention scores adjusted for baseline scores,
and bivariate correlation analyses examined relations between
these and scores on the ARM subscales. Since ARM data was
collected at post-intervention only, it was not possible to perform
the analyses on an intention-to-treat basis [24].

Interview transcripts were audio recorded, transcribed, and
analyzed independently by 2 of the authors (MRB and MAB)
using aword processing package (M SWord). Thematic analysis

http://mental .jmir.org/2016/1/e10/

subcategories, while at the same time a thorough search was
conducted for divergent views to enable aricher description of
therapeutic alliance features [38]. A 95% level of agreement
was reached for themes and subcategories, with differences
resolved after discussion. A total of 8 principal themes were
identified and agreed upon, and these have been used as
organizing themes for the qualitative data.

Results

Sample

Of the 231 RCT participants allocated to the myCompass
intervention, 126 (54.5%, 126/231) returned post-intervention
guestionnaires (Figure 1). On closer inspection, we found that
11 (8.7%, 11/126) had not completed the ARM subscales, and
a further 25 (10.8%, 25/231) had not registered with and did
not use myCompass. We excluded data from both of these
groups, leaving afinal samplefor this secondary analysis of 90
participants that were predominantly female (72%, 65/90), and
employed (78%, 70/90), with a mean age of 38 years (SD 10
years) (Figure 1).
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Figure 1. Study flow diagram.
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Quantitative Results

Strength of the Therapeutic Alliance

Cronbach’s apha coefficients for the ARM subscales ranged
from .3 (client initiative) to .86 (confidence), and were dightly

Clarkeet al

higher than those reported in Ormrod et al [26] (Table 2). The
descriptive statistics for the ARM total and subscale scores are
also shown in Table 2. All means were higher than the neutral
midpoints (ie, 4), suggesting apositive therapeutic alliance with

the myCompass intervention.

Table 2. Descriptive statistics for study outcomes at baseline and post-intervention (N=90).

Qutcome Baseline, mean (SD) Post-intervention, mean (SD) Chronbach alpha (scale® scal eb)
DASS
Depression 14.66 (9.68) 10.16 (7.92)
Anxiety 7.84 (6.68) 5.85 (6.80)
Stress 17.60 (7.63) 14.89 (7.51)
Total 40.10 (19.20) 30.91 (18.47)
WSAS
Total 17.84 (8.93) 12.87 (7.99)
MHC-SF
Emotional 2.84(1.04) 3.35(0.85)
Psychological 2.69 (1.02) 3.07 (1.04)
Social 2.09 (1.00) 2,51 (1.18)
ARM
Bond N/A 5.50 (1.03) 82(.82,.74)
Client initiative N/A 4.40 (0.92) .30 (.55, .26)
Partnership N/A 4.71(1.18) .76 (.80, .59)
Confidence N/A 5.11 (1.15) .86 (.87, .68)
Openness N/A 5.34(1.17) .74 (.77, .68)

85cale reliabilities reported by Agnew-Davies and Stiles [27].
bscale reliabilities reported by Ormrod et al [26].
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Relations Between the Therapeutic Alliance and Study
Outcomes

Asin previous studies[27], wefound that the bond, partnership,
and confidence subscales of the ARM were highly

Table 3. Correlations between the ARM subscales.

Clarkeet al

inter-correlated (Table 3). For this reason, and to reduce the
number of predictor variables, a composite score representing
the average response across these subscales was computed for
each participant to represent the overall quality of their
emotional connection with the myCompass program [27].

ARM subscae Client initiative Partnership Confidence Openness
r P value r P vaue r P value r P vaue
Bond .25 .01 .70 .00 .79 .00 .51 .00
Client initiative N/A 45 .00 43 .00 .18 .08
Partnership N/A N/A 72 .00 .27 .01
Confidence N/A N/A N/A 42 .00
Participant scores on the ARM subscales did not correlate with
residual gain scores on the symptom, functioning, and positive
well-being outcome measures (Table 4).
Table 4. Correlations between ARM subscales and residual outcome scores.
Outcome Arm subscales
Composite score Client initiative Openness
r P value r P value r P value
DASS symptom
scales
Depression -.07 .52 A4 .18 .08 A7
Anxiety .00 .99 .07 .52 .01 .95
Stress .020 .85 .20 .06 .08 43
Total -.03 .81 A7 A1 .07 48
WSAS
Total -19 .09 .04 71 -.16 A3
MHC-SF well-being
scales
Emotional .18 .09 -12 .25 .20 .06
Psychological A9 .07 -.02 .82 -15 .16
Socid .18 .08 -.19 .07 .01 .90

In contrast, participants’ ratings of the quality of their emotional
connection with the myCompass program correlated
significantly and positively with al 3 indices of program
engagement. Furthermore, the client initiative (r=.26, P=.02)

Table5. Correlations between ARM subscales and program engagement.

and openness (r=.25, P=.04) subscales were correlated
significantly in a positive direction with self-monitoring
frequency (Table 5).

Engagement index (frequency) ARM subscales

Composite score Client initiative Openness

r P value r P value r P value
Program logins .33 .00 19 .06 .26 A1
Modules undertaken .38 .00 14 19 12 57
Self-monitoring .32 .00 .26 .02 .25 .04
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Qualitative Analysis
Interviews were conducted with 16 participants, 3 of whom

Textbox 1. Qualitative interview themes and subcategories.

Clarkeet al

weremalewith amean age40.1 years(SD 8.4 years). Thematic
analysis elicited 8 themes that described participants
relationship with the myCompass intervention (Textbox 1).

Themes and subcategories

«  Empathy and acceptance

1. Felt supported and understood
2. Did not feel judged

3. Ableto be oneself

«  Working in partnership

1. Collaboration
2. Motivated goal attainment (eg, prompts and reminders)

«  Confidence and reassurance

1. Respect for program content
2. Positive regard for skills and techniques
3. Expectations about program effectiveness

«  Openness

1. Personal disclosure (client)

2. Privacy and/or confidentiality encouraged honesty
« Clientinitiative

1. Able to set one's own agenda and/or goals

2. Flexibility to use the program in a structured and/or self-guided manner

. Avalability

1. Convenience (eg, mobile phone, desktop)
2. 24]7 access

o Interactivity

1. Interactive exercises
2. Hometasks
3. Text message and/or email reminders and prompts

«  Responsiveness

1. Program matched symptom needs
2. Personalized feedback
3. Graphical reporting of symptoms

Empathy and Acceptance

Interviewees commented that they felt accepted and supported
by the myCompass program, and a majority felt that it offered
a safe and non-judgmental context within which to deal with
their difficulties.

The program was good, you could tell that it was
made with an empathic voice, with no ulterior motives
and that it was purely to help you. And you could tell
that the authors had no judgment. [Female, 28 years]

http://mental .jmir.org/2016/1/e10/

One participant reported that she did not feel the program
understood or accepted her.

It's just a computer...it doesn’'t need to understand
me..If it was a therapist it would be different.
[Female, 27 years)

Working in Partnership

All interviewees felt that they collaborated flexibly with the
myCompass program to set and work towards achieving their
treatment goals. For a majority of users, the automated alerts
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and reminders contributed to this partnership and were viewed
as important motivators of goal achievement and prompts for
staying on track.

When prompted, | responded to guidanceto talkto a
friend. | hadn’t realized how low | was at that time
[Female, 48 years)

Confidence and Reassurance

Overwhelmingly, interviewees expressed confidence in and
respect for program content, and experienced this as reassuring.
Furthermore, a majority were optimistic that the quality of the
skills taught and advice provided improved their capacity to
manage future mental health problems. Severa interviewees
reported that they were at first skeptical about the usefulness of
the program, but noted rising confidence with increased program
use.

The more modules | did, the more confident | felt in
the information. It was becoming more and more
helpful, especially the home tasks [Female, 41 years)

Oneinterviewee reported decreasing confidencein the program
over time due to frustration caused by the compulsory home
tasks.

Openness

Interviewees generally appreciated the privacy afforded to them
by the program, and the opportunity to openly and honestly
share their problem feelings and behaviors. Indeed, for some
interviewees, the level of comfort they felt in interacting with
the program was greater than they had experienced in the
face-to-face context, including with friends and family.

It's very easy when you're feeling down to put on a
brave face and tell everybody you're fine...but with
the computer | was comfortable being honest...Instead
of trying to pretend that everything was fine, | could
actually say it wasn't...I felt morein control of things
[Female, 47 years)

Client Initiative

Someinterviewees commented on theflexibility of the program
in offering a structured (ie, making recommendations about
symptom monitoring and modules), yet at the same time
self-guided (ie, capacity for users to choose monitoring
dimensions and modules) intervention. The capacity to choose
how they used the program was generally viewed asempowering
by the interviewees.

There's a little quiz that you do when you start, and
| was a bit surprised at some of the areas that it
recommended for me to look at. Then | thought I'll
take a couple of those, and another one | was quite
interested in aswell, but ignore some of the ones that
| thought weren’t so relevant...| felt quite ableto make
decisions about which ones | was going to look at.
[Female, 42 years)

The linear structure of the program’s modules was viewed
negatively by aminority of interviewees who would have liked
greater control over the speed with which they progressed
through the interactive tasks.

http://mental .jmir.org/2016/1/e10/
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Availability
A majority of interviewees accessed myCompass from both an

Internet-enabled mobile phone and desktop computer; 3
interviewees chose not to access the program on their phone.

The availability of myCompass 24/7, and the option of using
myCompass when and where needed from amobile devicewere
viewed as magjor program advantages by al interviewees.
Nevertheless, someintervieweesfelt that myCompasswas more
easily used on desktop computers than mobile phones because
of thelarger screen size and morereliable I nternet connectivity.

| liked the flexibility. And having it available on my
mobile phone, just having the convenience there,
meant that | could carry it around with me, | could
updateit on a needsbasis, and it's something | could
do at a time and location of my choosing rather than
being stuck at a desk [Male, 37 years]

I nteractivity

A magjority of users commented on the usefulness of the
interactive elements of the myCompass program, especially the
in-task activities and the homework tasks. Several interviewees
also appreciated being able to graph their self-monitoring data
alongside contextual information.

myCompass helped me make changes...Noting my
responses and reactions to certain situations and
identifying those particular triggers that | wanted to
monitor...There were things that | thought might be
an issue for me, and it (the graphs) confirmed that
they were [Female, 31 years]

Oneinterviewee commented that the feedback graphs provided
tangible evidence that she was underestimating the extent of
her symptoms.

It (the graphs) identified that perhaps when | was
convincing myself that | wasfine, that perhapsreally
| wasn't. [Female, 47 years]

Some users reported that the feedback provided to them when
they logged into the program about their self-monitoring and
module progress put extra pressure on them.

Sometimes | would log in and there were lots of red
marks. | felt pressured...like 1I'd missed my school
work [Female, 39 years]

Responsiveness

Many users made comments about the capacity of the
myCompass program to respond appropriately to their unique
symptom needs, but views were mixed in this regard. On the
one hand, there were userswho felt the program recognized and
appropriately responded to their personal symptom experience.

If | was having low days, it would...acknowl edge that
I’mhaving a low day and (that) it's ok to have a low
day and have you considered speaking to somebody.
Instead of just going, you know what, | can’'t help you
[Female, 41 years)
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Conversely, some users commented that the program responded
in ways that did not reflect an appreciation of their needs and
left them feeling confused and misunderstood.

| tracked how | wasfeeling and then I’ d get a message
come up that says...perhaps you're really struggling
at the moment and you need to talk to somebody. And
I’d think that | didn’t feel that | wasthat bad [Female,
46 years)|

Discussion

Principal Findings

This secondary analysis of datafrom alarge RCT explored the
extent and nature of the therapeutic alliance in the fully
automated, mobile phone and Web-based intervention,
myCompass. Consistent with Ormrod et a [26] and other studies
of Internet-delivered therapies[21,22], results of the quantitative
analysis showed that participants reported development of a
positive alliance with the myCompass intervention. A point of
differentiation from most previous studies, however, is that
these findings were obtained in the absence of any therapist
involvement in delivery of the intervention. Insights gained
from the qualitative interviews provided further evidence that
non-specific alliance features were experienced in participants
interactions with the intervention, including empathy,
collaboration, reassurance, and reciprocity. Whereas classic
definitions of the therapeutic alliance require that a client and
therapist are involved in the relationship [39], and therapists
have previously questioned or down-played the existence of
relationship process variablesin computer-based therapies[19],
our findings show that a significant and positive alliance can
exist in the Internet environment in the absence of human
support.

We also examined whether therapeutic alliance features were
associated with treatment gains and program engagement.
Consistent with previous studies of Internet-delivered
interventions across a range of disorders [21,22,26], we found
no support for alink between therapeutic alliance factors and
symptom, functional, and positive well-being outcomes. These
findings contrast with those for face-to-face psychotherapies
[40], and lend further support for theideathat the quality of the
aliancein the Internet environment may be lessimportant than
other factors for understanding treatment gains [21,26].

On the other hand, components of the therapeutic aliance did
show significant and positive associations with participants
level of engagement with the myCompass intervention. Most
notably, ratings of perceived emotional connection with the
program correlated positively with program logins, frequency
of self-monitoring, and the number of psychoeducational
modules completed, suggesting that users may engage with an
Internet intervention to the extent that they experience a
collaborative partnership that is working well, just as in
face-to-face therapy [11]. Engagement with program content is
generaly linked with increased treatment gains, yet rates of
adherence with Internet-delivered therapies are characteristically
low [34], and attrition rates are high [41]. A contribution of our
study, therefore, isto suggest that incorporating program content
and functionsthat target alliance processesdirectly may improve
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client adherence and retention in the Internet context. Indeed,
it has recently been proposed that the real value of a strong
alliance may lie in its capacity to promote therapeutic
engagement as opposed to contributing to clinical improvement
[11].

Becausethe ARM and other popular measures of the therapeutic
aliance (eg, the Working Alliance Inventory [42]) were
originaly developed for the face-to-face context, they are
unlikely to tap clients' perceptions of common factors or
relationship features that may be distinct to Internet
psychotherapies. For example, flexibility in the nature of the
therapeutic encounter (in terms of time, location, and duration
of access) is generally considered a particular advantage of
Internet treatment [1], asisthe option of interacting viadifferent
communication pathways [43]. However, these relationship
variables are not assessed in existing alliance measures, and
they remain largely unexplored as contributorsto psychotherapy
outcomesin the Internet context [1]. Further work is needed to
conceptualize, from a client's perspective, the common or
non-specific processes that characterize relationships in the
Internet environment, and to examine the implications of these
for treatment outcomes and program engagement using
appropriately developed and validated alliance measures.

Limitations

Some limitations must be considered in interpreting these
findings. Aswe have discussed previoudly [28], dropout attrition
in the intervention arm of the RCT was high, especially among
employed participants. Given positive links between alliance
strength and treatment engagement [11], and a typical pattern
of high allianceratingsamong trial participants[23], we cannot
discount the possihility that dropout from the intervention group
reflected a lack of perceived alliance with the myCompass
intervention. Furthermore, the sample was predominantly female
which is potentially problematic as gender differences appear
to influence the therapeutic alliance [44]. The generality of our
findings, therefore, is somewhat limited.

From a measurement point of view, we remain uncertain as to
whether the psychometric adequacy of the ARM is affected
when scale items are adapted along the lines reported here (ie,
replacing theword “therapist” with “ program™). Until reliability
and validity of the modified ARM is demonstrated and/or
aternative measures of the human-computer aliance are
developed, our conclusions must be considered tentative. In
addition, therapeutic alliance data were collected at only one
time point (ie, at post-intervention). Previous researchers have
discussed the importance of measuring therapeutic alliance
variables at various stages of the therapeutic process [25], and
there is evidence that therapeutic success in the face-to-face
context is more likely for patients whose aliance increases in
the early stages of treatment [45,46]. At the sametime, relations
between therapeutic alliance features and program engagement
are potentially reciprocal, such that a strong alliance predicts
increased program interactions and vice versa [11]. Repeated
administration of the ARM over the course of the intervention
would have allowed a stronger test of the contribution made by
therapeutic alliance features to treatment outcomes, program
engagement, and study dropout.
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Conclusions important for client engagement across both contexts. Client
This study is among the first to provide quantitative and €ngagement is vital for therapeutic success, yet effective
qualitative support for the existence of a positive therapeutic ~ ranslation of non-specific alliance components of face-to-face
aliance with a fully automated, mobile phone and Web-based therapies into the Internet environment is not easily achieved

psychotherapy intervention involving no therapist assistance.  [10]- For the sake of expediency, and in the interest of
Although it appears that a strong alliance contributes less optimizing therapeutic gains, future studies should isolate the

proximally to therapy outcomes in a fully automated critical relational components of encounters in the Internet
Internet-delivered intervention compared with face-to-face ©vironment that relate to trestment outcomes and client

psychotherapy, our data suggest that the ability to connect ©ngagement. These can then be honed in the development of
meaningfully and work collaboratively may be similarly &V and refinement of existing Internet-delivered interventions.
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Abstract

Background: Perinatal depression and anxiety are common and debilitating conditions. Novel, cost effective services could
improve the uptake and the impact of mental health resources among women who suffer from these conditions. E-mental health
products are one example of such services. Many publically available e-mental health products exist, but these products lack
validation and are not designed to be integrated into existing health care settings.

Objective: The objective of the study wasto present aprogram to use 7 Cups of Tea (7Cups), an avail able technological platform
that provides online peer (ie, listener) based emotiona support, to supplement treatment for women experiencing perinatal
depression or anxiety and to summarize patient’s feedback on the resultant program.

Methods: This study consisted of two stages. Firt, five clinicians specializing in the treatment of perinatal mood disorders
received an overview of 7Cups. They provided feedback on the 7Cups platform and ways it could complement the existing
treatment efforts to inform further adjustments. In the second stage, nine women with perinatal depression or anxiety used the
platform for a single session and provided feedback.

Results: Inresponseto clinicians' feedback, guidelines for referring patients to use 7Cups as a supplement for treatment were
created, and a training program for listeners was developed. Patients found the platform usable and useful and their attitudes
toward the trained listeners were positive. Overall, patients noted a need for support outside the scheduled therapy time and
believed that freely available online emotional support could help meet this need. Most patients were interested in receiving
support from first time mothers and those who suffered in the past from perinatal mood disorders.

Conclusions: The study results highlight the use of 7Cups as atool to introduce accessible and available support into existing
treatment for women who suffer from perinatal mood disorders. Further research should focus on the benefits accrued from such
aservice. However, this article highlights how a publicly available eHealth product can be leveraged to create new servicesin a
health care setting.

(JMIR Mental Health 2016;3(1):e11) doi:10.2196/mental.5335

KEYWORDS
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: common and dehilitating conditions. More than 15% of women
Introduction experience symptoms of depression and anxiety during this
Perinatal Depression and Anxiety period [1-3]. Depression and anxiety have comparable impacts

. . _ . ) on quality of life [4] and are associated with high levels of lost
Depression and anxiety during pregnancy or withinthefirst 12 or productivity and increased medical costs[5,6]. Untreated

months after delivery (perinatal depression and anxiety) &€  peringtal depression and anxiety carry several additional risks,
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including obstetric complications, puerpera pathologies, and
increased psychopathology in childhood or adolescents [7-9].
Overall, psychosocial treatments appear to be preferred to
pharmacotherapy [10-12]. These treatments do not confer any
exposure risks to the babies, for example, [13,14], and the
availability of emotional and social support during perinatal
period has asignificant rolein the prevention and recovery from
perinatal mood disorders. Research has shown, for example,
that low-income pregnant women with higher quality of social
support tend to experience | ess postpartum depression [15], and
that even brief interventions of postnatal support groups are
effective in reducing the symptoms of postpartum depression
[16]. Several barriers, however, to recelving such services
present during the perinatal period including lack of time,
stigma, and childcare [17]. Overcoming these barriers requires
novel resources that expand potential models of delivery [18],
which can offer a variety of services to meet each person’s
individual needs and preferences.

One new model of delivery is technology-based mental health
services. Technology-based mental health services offer a host
of features that can address several of these barriers and might
be particularly useful among new and expectant mothers. First,
technology-based interventions move the intervention outside
of traditional clinicsand into people’shouseholds. Servicescan
be available 24/7, on demand, which might be useful for women
whose demanding schedules often offer only brief pockets of
availability throughout the day. They can be less stigmatizing
and the use of peer support embedded with these interventions
could help normalize the experience of perinatal depression and
anxiety. Indeed, many women express interest in the use of
Internet-based health care resources during the perinatal period
[19]. Furthermore, Internet-based resources for perinatal
depression and anxiety have demonstrated feasibility and
efficacy [20-25]. For example, a pilot trial of an interactive
guided Web-based intervention for mothers with postpartum
depression found significant reductionsin depressive symptoms
with 77% reporting clinically important improvement on the
Patient Health Questionnaire [20]. In arandomized controlled
trial comparing computerized behavioral activation for
postpartum depression to treatment as usua (limited accessto
the Internet website), medium to large effect sizes favored
women who received the computerized treatment on scores of
depression (d=0.87) and anxiety (d=0.59) [21]. In addition, a
randomized control trial investigating therapist-assisted online
therapy for postpartum depression found greater reductionsin
depressive symptoms from participants receiving the
intervention compared to awaiting list condition [22]. Finally,
a study investigating the feasibility of an Internet-facilitated
intervention for disadvantaged motherswith elevated symptoms
of depression found greater reduction in depressive symptoms
for participants in the intervention group compared to waiting
list condition [23].

L everaging eHealth Productsto Enhance Care

The promise of technology-based interventions in enhancing
care hasled to an expansion in the number of available e-mental
health products in recent years. For example, a 2015 report
identified over 165,000 health applications (apps) currently
available on the leading consumer app marketplaces (Apple

http://mental .jmir.org/2016/1/e1l/
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iTunes and Google Play) [24]. This is over twice as many as
were available two years prior, with mental health apps making
up the largest portion of these apps [24]. Despite the large
number of apps available, very few have empirical support
[25,26], and many hedth apps lack basis in empirically
supported principles [27,28].

Inlight of this, a significant gap exists between the interest and
availability of eemental health products and the current evidence
supporting their benefit. As such, many researchers are
developing new e-mental health products to be subjected to
randomized controlled trials, however, very few of these
products then become available for consumers or implemented
within health care settings. For example, a recent review of
mental health apps for depression identified 4 trials assessing
3 apps for depression [25], but none of these apps are available
for consumer download.

It isworth noting, however, that just because an e-mental health
product has not been subjected to arandomized controlled trial,
does not mean it does not have some sound behavior change
principles or that it is not beneficial. Given the consistently
changing nature of software and thetechnological environment,
it has been suggested that behavior change principles are the
more important unit of analysis than the apps themselves[29].
Assuch, moving e-mental health productsinto practice requires
research and information to guide decision making in thisregard.
Boudreaux et al [30] suggest several practical steps for health
care professionals to evaluate and select publically available
apps including piloting apps and eliciting feedback from target
end users. Similarly, Chan et a [31] highlight three dimensions
including usefulness, usability, and integration and
infrastructure. Although these steps and guidelines do not
establish the efficacy of the e-product, they provide useful
information about how such products might be beneficial for
end users and integrated into existing care settings.

Furthermore, given the number of available eHedth care
products, rather than devel oping and eval uating completely new
products, amore efficient use of resources might be to develop
additional scaffolding to make products more in line with
evidence-based practices and needs of particular health care
settings. This approach could also ensure that the resultant
product or program can stay relevant to the current technol ogical
environment, which is a major challenge in this field [32].
Research along these lines could a so uncover information about
principles present in these programs or products, which could
still guide subsequent research and devel opment.

The Current Study

This study presents a program to use 7 Cups of Tea (7Cups),
an available technological platform that provides online
peer-based emotional support, to supplement treatment for
women experiencing perinatal depression or anxiety. 7Cups
was chosen for this study becauseits solution enablesto scalably
train and engage interested individuals with those who seek
their support [33], and a so due to the high volume of available
volunteers on the platform [34], which open new avenues for
receiving peer-based emational support in real world settings
[35]. Inthis paper, we present the devel opment process required
to adapt the online emotional support platform for use as an
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adjunct to treatment in an existing health care setting and gather
patient’'s feedback on this program. We follow existing
guidelines on key processes and factors to evaluate when
considering existing eHealth products [30,31].

Methods

Adapting and Evaluating 7 Cups of Tea

The process of adapting and evaluating 7Cups was completed
in two iterative stages. The first stage enlisted clinicians to
identify program modifications necessary to use 7Cups to
supplement existing treatment resources. This stage included
providing these clinicians an overview of 7Cups, and discussing
required safety practices and program modifications. In the
second stage, patientswith perinatal depression or anxiety used
the platform for a single session and provided their evaluation
of usefulness, usability, and impressions of the program.

http://mental .jmir.org/2016/1/e1l/
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Stage |: Adjusting 7 Cups of Tea to Supplement the
Treatment for Perinatal Mood Disorders

7 Cups of Tea Overview

7Cups provides free, 24/7, emotional support to users through
a Web- or app-based messaging system [33]. Volunteers,
referredto aslisteners’, provide emotional support by receiving
and answering chat requests from users. Before being able to
respond to chat requests, listeners are required to complete a
computerized training course on active listening, which includes
video, text, and quiz components.

Upon logging into the platform, users can choose who they
would like to chat with from alist of availablelisteners (Figure
1 shows this). Users and listeners are identified using
anonymous user names. The platform provides someinformation
about listeners including their country, age, group they will
listen to, preferred topics for chats (eg, parenting), and
experience on the platform (eg, number of chats conducted).
Listener's average users ratings in severa domains (eg,
helpfulness, professionalism) are displayed on a 5-point scale.
A previous study on 7Cupsfound high levels of user satisfaction
with the support provided by listeners [36].
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Figure 1. Listeners list and information page.

Safety Practices

Safety practices draw from recommendations for | nternet-based
intervention research and cover areas of system security, online
safety, and clinical safety [37]. 7Cups online and system security
was reviewed and approved by the IT (ie, information
technology) risk management team of Feinstein Institute for
Medical Research, part of NS-L1J Health System. In terms of
clinical safety, main concerns are confidentiality and ensuring
usersare not using 7Cupsasacrisis management tool. In service
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of confidentiality, both 7Cups users and listeners are
anonymous. In order to ensure that 7Cups is being used
appropriately, users must confirm that they are not in a crisis
situation before beginning to chat. Banners on the chat window
ask users to refrain from providing personal or identifying
information, and provide information regarding help for crisis
situations (Figure 2 shows this). Listeners are also directed to
refer usersto moreintense programsor other resourcesin cases
of need.
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Figure 2. Beginning the chat on the 7 Cups of Tea (7Cups) platform.

Baumel & Schueller

Compassionatemindzz m

© Your listemer is here to help. However, if you are in orisis, please click here for o helpline,

Welcome...

Program Adjustments Based on Clinicians Feedback

Feedback was elicited during a group discussion involving five
clinicians specializing in the treatment of perinatal depression
(2 psychiatrists, 3 psychotherapists) facilitated by thefirst author
(AB). The aim of the discussion was to gather feedback
regarding the ways 7Cups could complement treatment, and to
understand clinicians concerns regarding the use of 7Cupsasa
supplement to existing treatment. Clinicians were instructed
that this discussion was part of alarger program to refer patients
to use 7Cups while undergoing treatment for perinatal mood
disorders, and that their feedback could help influence this
program.

At the beginning of the discussion, the group facilitator (AB)
demonstrated the features of 7Cups, explained the training
7Cupslistenersreceive, and how people usethe 7Cups program.
During this demonstration clinicians could ask clarifying
questions. Clinicians were then asked to discuss how 7Cups
and this kind of support could complement the treatment they
currently deliver, provide recommendations for additional
training that would help listeners support people who suffer
from perinatal mood disorders, and report any concerns
regarding the use of online, peer-based, emotional support.
During the discussion, the group facilitator took notes, asked
for clarifications, encouraged members to expand on points
raised by others, and finally read the points gathered by the
group to examine participants agreement. After presenting the
main points, the facilitator asked participants if any additional
comments or points needed to be considered.

Clinicians' Suggestions

In the group discussion, clinicians stated that online emotional
support could be beneficial to individuals who suffer from
perinatal mood disorders by making support accessible
immediately during times of need. Additionally, although many
patients may have socia support, that support network might

be aready taxed by helping women cope with stressors
associated with pregnancy and the birth of a child. Asaresult,
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clinicians noted that in many cases, these patients do not have
opportunitiesto share their feelings during the week and receive
emotional support. Assuch, introducing 7Cupsas an additional
outlet for support could be beneficial. The group also noted that
7Cups provides this support online without requiring women
to travel to the clinic to receive peer support. Time and travel
are two barriers noted by the group and they saw value in
overcoming these barriers.

The group suggested that listeners could be most helpful by:
(1) providing active listening, (2) providing nonjudgmental
support, and (3) pointing users to additional resources when
relevant. The group also suggested that patients might desireto
receive support from listeners who have personal experience
with perinatal mood disorders.

The group emphasized the importance of educating patients
who would use the platform to set appropriate expectations.
This includes: (1) the difference between psychotherapy and
emotional support, and how to appropriately utilize emotional
support and (2) the inability of listeners to deal with crisis
situations. Finaly, the group also emphasized that listeners
should be provided with basic information on perinatal
depression and anxiety, as they are not trained experts in this
area.

Based on clinicians' feedback, guidelines for referring patients
to use 7Cups as a supplement for treatment of perinatal
depression and anxiety were created, and a training program
for listeners was devel oped.

Guidelinesfor Referring Patientsto Use 7 Cups of Tea
to Supplement Treatment

Clinicians' comments suggested guidelinesto address potential
safety concerns and to ensure that users have the proper
education about how and when to use the platform. For the
purposes of patient recruitment and referral, and in accordance
with Internet-based intervention studies that relate to safety
concerns [38,39] the following guidelines were created:
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1. Patientswith suicidal or homicidal intent will not bereferred
to use the online emotional support.

2. Patients with psychotic or manic symptoms will not be
referred to use the online emotional support.

3. Patients who require hospitalization will not be referred to
the online emotional support.

4. Patients using the platform will have to confirm while
beginning to chat that they are currently not suicidal or
homicida (already embedded).

5. Patients will receive clear information (embedded in the
platform and in program tutorial) that listeners cannot
provide any support for emergency purpose. Helpline
information will be provided on the platform for use in
crisis situations.

6. Patientswill receive clear information about the difference
between the emotional support and treatment as
psychotherapy, and about appropriate use cases.

Training of Listeners

A computerized training course was developed to provide
listeners with relevant information for supporting women who
cope with perinatal mood disorder. The specialized training
made use of features present in the 7Cups training modules
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consisting of text, video, and quiz components. A psychologist
(AB), a psychiatrist (AT), and 7Cups staff including the
community manager, collaborated to create thistraining (Figure
3 shows sampl e screenshots).

Thistraining included five lessons: (1) “understanding perinatal
mood disorder”, explaining the illness, symptoms, prevalence,
and coursg; (2,3) “how to fedl better”, providing basic wellness
and self-care skills and accessible resources for those suffering
from perinatal mood disorders (eg, postpartum support
international); (4) common misperceptions regarding perinatal
mood disorder (eg, perinatal depression happens always right
after childbirth); and (5) guidelines for the supporter (eg,
“Encourage the member to engage in self-care activities: Take
awalk in the sun. Eat small meals’.).

Aninvitation to complete thistraining course was sent to 7Cups
listeners who had received the “verified listener” badge. A
listener obtainsthis badge by completing atest chat with another
listener and providing a positive and supportive experience.
There were 64 listeners that signed up for the training in a
one-week period (March 31 to April 6, 2015) and 46 completed
it. These listeners were available to provide emotional support
for women participating in stage 11 of this study.
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Figure 3. Sample screenshots of listener's computerized training.

Stage |1 Patient Feedback

Participants

In the second stage, nine patients with perinatal depression or
anxiety disorders were recruited from the Adult Outpatient
Department in The Zucker Hillside Hospital. Outpatient
clinicians were provided inclusion and exclusion criteria and

Understanding Perinatal Mood Disorder
Lesson 1

Goal

To understand what pre/postnatal depression is and how it develops.

What is Perinatal Mood Disorder? (US. Department of Health and Human Services, pp. 3-9)
Depression or anxiety during or after pregnancy refers to a broad range of physical and emotional struggles that many women face and can
range in severity from mild to severe. It can cccur during pregnancy or within a year after the end of a pregnancy. Without help, symptoms may

last a few weeks, months, or even years.

Postnatal depression. About 1in 8 women suffers from postnatal (postpartum) depression
Symptoms can begin at birth or any time in the first year after giving birth. It is more severe than your
basic “baby blues” that often occur during the first few days after delivery. "Baby blues® typically
include crying, worrying. sadness, anxiety, mood swings, trouble concentrating, difficulty sleeping

and noet feeling yourself. With time, patience, and the support of family and friends, symptoms linked

wiith "hahw hiies” will nsnallv disannear within A few dave or within 1 tn 2 weeks If thev don't it mav

Which of the following are symptoms commeonly iated with pre/pi depression?

Being irritable or cranky
Trouble concentrating or remembeting things
Trouble making decisions

All of the above

Next Step

Hear about one woman's postnatal depression journey and how she sought help by watching the following video:

Jessica Rowe tells of post-natal depression

As a Listener, How can you help?
Lesson g

1 Be warm. Give support in a non judgmental way (if you're here you already know that)
2. Make affirmations of caller's strengths.
3. Encourage the member to engage in self-care activities:
o Take a walk in the sun.
o Eat small meals.
o Asking help from others. It's great to ask for help.
4. Remind the member that as long she's receiving treatment. things should turn out for the better.
5. Encourage the member to use 7Cups resource and talk with listeners whenever she needs. Remind her that 7Cups Is there for her.
Remember!
Most relevant Wellness and self-care skills when it comes to this population:
» Getting at least sh uninterrupted sleep, if possible, per night {which usually means getting family to help)

» Eating frequent small meals.

indicated which of their patients would be eligible. Eligible
patients required adiagnosis of perinatal depression or anxiety
asindicated by their psychiatrist and recorded in their electronic
medical record. Participants’ ages ranged between 25 and 34
(M =28.9, SD=2.6), and most of them suffered from postnatal
mood disorder (see Table 1 for demographics and diagnostic
information).
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Table 1. Demographics and clinical diagnoses.

Baumel & Schueller

Participant Age  Racial background Clinical diagnosis
Antenatal Postnatal Depression Anxiety
1 29 White X X
2 29 White X X
3 29 Multiracial X X
4 25 Black/African American X X
5 29 Unknown X X
6 31 White X X X
7 27 White X X
8 34 Unknown X X
9 27 Unknown X X
Procedure ideal for listeners as well as users taking care of a new baby.

Participants who met criteria were offered the opportunity to
take part in this study by their clinician. Interested individuals
provided their contact information and received a phone call
fromthefirst author (AB). Onthat call, thefirst author described
the study’s purpose and general procedure and obtained
informed consent for study participation. Participants who
consented to participate received an email with detailsregarding
the study procedure. Participants were asked to examine 7Cups
by conducting at least one chat on a day of their choosing
between the hours of 7 and 10 p.m. A timewindow was required
in order to ensure that listeners who completed the perinatal
mood disorder training module would be available to chat.
Clinical staff recommended 7-10 p.m. as a time that might be

http://mental .jmir.org/2016/1/e1l/

Participants received an email with instructions how to use the
platform including information, screenshots, and a detailed
description of how to chat with listeners and were asked to
contact the first author (AB) if they needed additional guidance.
Participants accessed 7Cups through a speciaized Web page
(Figure 4 shows this), which limited the available listeners to
those who completed the training program. Participants were
asked to inform thefirst author when they had completed achat
session. At that time, they received a survey link via email
asking them to report on their experience. Participants received
aUS $25 Amazon gift card compensation for their participation.
The Feinstein’'s Institutional Review Board approved study
procedures.
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Figure 4. Perinatal mood disorders landing page.

Measures

The survey consisted of Likert-type questions and free response
open-ended questions. Five point Likert-scale measures
addressed attitudes both toward the 7Cups platform and the
listeners providing support. There were 8 items that assessed
usability, usefulness, and intention to use and recommend 7Cups
and were adapted from established measuresincluding the USE
[40], Behaviora Intention to Use [35], and Word of Mouth
Communication [41,42]. Attitudes toward the listeners were
measured using four items that were used in a previous study
on 7Cups [36], adapted from measures of therapeutic alliance
[43-45]. Minor modifications to existing questions were made
to ensure they wererelevant to 7Cupsusers (eg, “therapist” was
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replaced by “listeners’) and we consulted specialist health
providers to confirm that modified questions were clear and
understandable. Open-ended questions queried participants
about additional aspects including general remarks regarding
the program, in what ways (if any) using this support may
complement treatment, preferences around use (idea listener,
times of use), and suggestions for improvements.

Data analysis included descriptive datistics of the
multiple-choice questions, and an inductive thematic analysis
of the answers to open-ended questions regarding general
experience and complementing treatment. The latter was based
on the six-phase method suggested by Braun and Clarke [46]
which includes: familiarization with data, generation of initial
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codes, searching for themes among codes, reviewing themes,
defining and naming themes, and producing the final report.

Results

Satisfaction and Acceptance of the Online Emotional
Support

Responses to the rating scales are presented in Table 2. All
participants rated the emotional support program as usable and

Baumel & Schueller

useful. Attitudes toward the listeners were extremely positive
with 97% (35/36) of these responses being either agree or
strongly agree. The highest ratings came on itemsrelated to the
perceived helpfulness of the program including: “ This kind of
support can be helpful for me” (8/9 = strongly agree) and “1 can
see how in acertain amount of time after chatting with listeners,
people can feel better” (8/9 = strongly agree). Finally, although
all participants indicated that they would use and recommend
7Cups in relevant cases, only a minority indicated they would
like to join 7Cups as listeners when they feel better.

Table 2. Participant usability, usefulness, intention to use and recommend, and attitudes toward the listeners’ ratings (n=9).

Strongly  Disagree, n Neutral, n Agree, n (%) Strongly agree,
disagree (%) (%) n (%)
Usability
| found the program accessibleandeasyto 0 0/9 (0) 0/9 (0) 5/9 (55) 4/9 (44)
use.
Usefulness
| liked to use this service. 0 0/9 (0) 0/9 (0) 4/9 (44) 5/9 (55)
Thiskind of support can be helpful forme. 0 0/9 (0) 0/9 (0) 1/9 (11) 8/9 (88)
I ntention to use and recommend
| would recommend this program to people 0 0/9 (0) 0/9 (0) 2/9 (22) 719 (77)
who suffer from perinatal mood disorder.
| would recommend friends to use 7Cups. 0 0/9 (0) 0/9 (0) 719 (77) 2/9 (22)
| would recommend on using 7Cupstopeople 0 0/9 (0) 0/9 (0) 5/9 (55) 4/9 (44)
who suffer from mental health difficulties.
| would probably use 7Cupsin the futureif 0 0/9 (0) 0/9 (0) 5/9 (55) 4/9 (44)
needed.
When | will feel better, | would liketojoin 0 4/9(44) 3/9(33) 1/9(11) 1/9(11)
7Cups as alistener.
Attitudestoward thelisteners
| felt the listeners cared about measaperson. 0 0/9 (0) 1/9(11) 4/9 (44) 4/9 (44)
Listeners can do agood job in supporting 0 0/9 (0) 0/9 (0) 4/9 (44) 5/9 (55)
people who suffer from perinatal depres-
sion/anxiety.
| believe these listeners can help peoplewho 0 0/9 (0) 0/9 (0) 719 (77) 2/9 (22)
suffer from mental health difficulties.
| can see how in acertain amount of timeaf- 0 0/9 (0) 0/9 (0) 1/9 (11) 8/9 (88)

ter chatting with listeners, people can feel
better.

Thematic Analysis of Open-Ended Responses

Overall, most participants expressed a positive experience
related to using the platform and indicated that easily available
emotional support could complement treatment by enabling
them to receivejust in time outlets for stress and emotions (see
Table 3 for an overview of themes found in the analysis).
Approximately half of participants suggested that this service
could complement treatment by providing support when the
clinicians are not available, and the same proportion of

http://mental .jmir.org/2016/1/e1l/

participants indicated that this program might benefit them by
providing an additiona support person. Additionaly,
approximately half of participants noted a benefit of this
program was it enables easy access to emotional support. A
participant did comment negatively on feeling that it is difficult
to benefit when communicating on an online platform: (*1t was
fine, but | didn't loveit. Personaly, | enjoy the bond forged by
an in-person meeting. | liked the service in general, but do not
feel that the chat that | had was beneficia to my overall
anxiety”.).
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Table 3. Themesfound in participants’ general remarks regarding the program and answers to the ways using this support may complement treatment.

Theme n Examples

Positive experience. A positive experiencerelatedto 8
using the program.

Immediate outlet in amoment of need. Enablingto 8
receive just in time outlet for stress and emotions.

“It was nice to discuss the experience | went through”. “Very helpful for me”.

“| think if oneisin the throes of anxiety or a severe depression, it can be very helpful to
talk things out in the moment”.

“Immediate feedback and immediate response when you are dealing with high levels of
depression or anxiety”.

“Doctors and therapists are not always around, especially late at night. Thisisagreat

service for mom's to be able to use during off hours”.

“Another person validating my feelings are ok”.

“It would reinforce the support”.

“It's easy when you have ayoung child that you don't need to leave the home or be on

“| think it's good for people to have someone to talk to that is not seeing them so they

don't feel judged at all. Therapists or loved ones are good, but thereis still acertain level

Being there when the therapist is not available. 5
Providing additional support 4
Accessible. Easy to access and use. 4

the phone”.
Nonjudgmental approach. 3

of feeling judged”.
Providing hope and comfort. 3

“It's anice feeling knowing there's someone out there who will listen”.

Suggested M odifications

Participants desired increased availability from the listeners,
noting that it would be helpful to have more listenersto choose
from at any given time. A participant wanted to be able to
designate a preferred listener so they would not have to
repeatedly explain their story. Another participant requested
email notifications when responses within the platform were
replied to in order to eliminate the need to log in and check
within the platform. Another participant requested for listeners
ages to be displayed, as she chatted with a listener for some
time before learning the listener was fourteen years old.

Preferred Listeners' Identity

Participants were specifically asked preference for gender of
the listener. There were six participants that indicated a
preference for female listeners, whereas the other 3 had no
preference between men or women. In the open-ended
responses, 5 participants wrote that they prefer the listener will
have personal experience with depression or anxiety (“ Someone
who has experienced the same kind of anxiety or depression
that | have, so they can understand and be supportive’.). A
participant expressed preference for someone who has
experience dealing with anxious people or first time mothers.

Preferred Timesto Chat

Participantswere asked to indicate all timesin which they would
prefer using 7Cups. There were six participants that identified
the evening (6-10 p.m.) or nights (10 p.m. or later) as preferred
times to chat with listeners. There were two participants who
identified both daysand nightsas preferred times. A participant
identified the day asthe only preferred time to use this service.
A participant wrote, “1 honestly wish this service was available
24/7. Being aparent isa 24/7 job”.

http://mental .jmir.org/2016/1/e1l/

Discussion

Principal Findings

Following clinicians feedback and program adjustments,
patients with perinatal depression and anxiety reviewed 7Cups
and chatted with listeners. They found the platform easy to use,
useful, and indicated they could see themselves using 7Cups
and recommending it to other women who suffer from perinatal
depression or anxiety. Patients also viewed the listeners quite
positively.

These findings suggest that women who suffer from perinatal
mood disorders recognize aneed for help outside the scheduled
therapy time and perceive online emotional support asapotential
tool to meet this need. Although patients preferred time
windows for chats lined up with the providers
recommendations, it seemsthat participants wanted much more
availability and perceived the listeners availability as one of
the main program advantages. This finding converges with the
Pugh et a study [47] showing that one of the main perceived
advantages of a therapist assisted online program for women
who suffer from postpartum depression revolves around the
program flexibility and accessibility, due to the mothers need
to manage themselves around the child care schedule.

It also seemsthat patients who suffer from perinatal depression
or anxiety areinterested in receiving support from peopl e either
“like them” (women, people with experience with depression,
anxiety, first time mothers) or those who have experience with
people like them. Accordingly, such platforms should find
appropriate ways to inform users regarding which volunteers
have previously experienced these disorders, and attempt to
recruit more women who had personal experiencewith perinatal
depression or anxiety. Potential concernsinclude confidentiality
and stigma on the part of the volunteer; however, overcoming
these concerns could be a solvable problem in the design and
implementation of future platforms.
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It is worth noting that the majority of the study’s participants
did not see themselves volunteering in this kind of platformin
thefuture. It could be useful, thus, to explore why women, who
found this platform helpful, would be hesitant to volunteer for
such a platform. It is plausible that these women feel
overwhelmed by the demands of caring for a new baby and
soliciting mothers with older children, who had experienced
perinatal depression or anxiety disorder, would be abetter target.
Another possibility is that women might be more likely to
volunteer after they had received extended support from this
program and experienced a reduction in the mood and anxiety
symptoms such that they would feel better able to support
someone else through the process. It might also be worth
exploring methods that alow people to receive and provide
support at the same time, making the platform more scalable as
additional users join, for example, [48]. Another solution to
overcome the limitation in the number of volunteers would be
for asingletrained peer to offer support to agroup of users. For
example, studies have demonstrated that online group support
can be beneficial for women experiencing postpartum depression
[49], and depressive symptoms following breast cancer diagnosis
[50]. With these considerations taken into account, one should
note that in less than one week, 46 listeners were trained and
then became available for thisstudy. Infact, it islikely we could
have trained more listeners, as the training is an automated and
nonconsumable [51] resource. However, we choose not to do
so given the small number of study participants, as we believed
that recruiting listenerswithout providing them the opportunity
to chat could contribute to dissatisfaction and burn out on the
part of the listeners. Nevertheless, we cannot comment on how
many listeners would be required to provide opportunities to
chat around the clock. We limited our supply such that it would
not outstrip demand, but given the large burden of perinatal
depression and anxiety (and other similar mental health
conditions), it could be possible that demand would be such
that additional considerationswould have to be made to recruit
more listeners.

Participants would al so appreciate a better display of listeners
characteristics and clear guidance on how to choose a listener
based on these characteristics. A participant chatted with avery
young listener, another participant was under the impression
that she would haveto repeatedly explain her story during each
chat, and while some participants believed men could provide
suitable support, others did not. Based on thisfeedback, it seems
that different women might prefer different listeners. Choosing
alistener isacritical step in using such a platform. Examining
thelisteners' characteristics and qualifications prior to the chat
can provide appropriate expectations on whether that listener
would beagood fit. It seemsthat platforms such as 7Cups could
benefit from adding tutorials to educate users how to identify
the most suitable listener for their needs, and from presenting
relevant information such aslisteners age in amore prominent
manner.

It is worth noting that not al patients perceived this platform
as beneficial. Indeed, 7Cups served only as a tool to provide
emotional support. It might be helpful to also integrate more
didactic information and resources to teach skills to cope with
mood and anxiety. Theclinicians feedback called for increased

http://mental .jmir.org/2016/1/e1l/
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knowledge of skillsand resourcesfor thelistenersto recommend
to users and this was included in the training program created.
Digital tools such as mindfulness training exist [52,53] and
could be impactful if provided to users.

Findings from this study should be considered in light of its
limitations. First, feedback came from afew number of patients.
However, given the formative stage of thisresearch, significant
problems and needs can be identified using only a few users.
In the case of usability concerns, most problems can be
uncovered using only five users [54]. Second, only a few
listeners were trained to support the program with limited
availability to provide support (only 7-10 p.m.). This made
sense asthistrial deployment recruited afew people to use the
program and listeners available throughout the day would be
used rarely and might become bored or unmotivated. A larger
deployment with more users would necessitate more listeners,
however, this could al so expand availability throughout the day.
Third, the program to support women with perinatal depression
or anxiety was designed to supplement treatment, and thus, the
results do not speak to whether this support is sufficient for
women who suffer from these conditions, but do not receive
formal mental health care. Finally, listenersin this project went
through additional training and were required to have received
the verified listener badge. Thus, not only had these listeners
already indicated being a subset of listeners (through receiving
the badge), but their willingness to compl ete the training may
also differentiate them. The positive ratings in our study,
including the “attitudes toward the listener”, may not apply to
chats completed with other listeners. Indeed, quality of peer
supporterswithin thisand other programsisalikely determinant
of successful outcomes, which is one reason why the training
program was included in our study.

Future Directions

The aim of the current paper was to present the devel opment
of a program to supplement treatment for perinatal mood
disorder by leveraging an existing online platform and eliciting
patients' opinions of this program. This study was motivated
by a desire to implement such a program into a health care
setting, introducing a novel form of support without placing
added burden on health care providers. More research needsto
address implementation into practice and evaluate efficacy and
feasibility in real-world settings [55]. Leveraging the online
emotional support provided by 7Cups listeners to complement
ongoing treatment for perinatal depression or anxiety is a
powerful example of such efforts.

Efforts are currently underway to expand the use of 7Cups for
additional patients and to examine the utilization, satisfaction,
and clinical outcomes of patients using this service. Based on
the results of this study, modifications include training more
listeners, recruiting listeners with personal experience of
perinatal mood disorders, providing group support tools,
integrating relevant evidenced-based self help tools within the
platform, and appropriately presenting relevant information
about the listener.

Furthermore, similar investigations could eval uate the feasibility
and impact on providing such a resource to women with
perinatal depression and anxiety who are not receiving formal
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mental health care resources. Many women who suffer from
these conditions are not able to receive formal resources for a
variety of reasons (access, cost, time) and the resource examined
inthisstudy or similar tools could provide some benefit in these
Cases.

Conclusions

The results of this study highlight the promise of 7Cups as a
tool to introduce accessible, freely available peer support into
existing treatment settings. Along with other studies that have
demonstrated that peer support is an effective tool to prevent
perinatal depression viaphone [56] and is generally acceptable

Baumel & Schueller

7Cups could meet severa of the needs of women seeking
treatment for perinatal depression or anxiety. These findings
are also congruent with the Griffiths et a study [59] showing
that peer support delivered online is perceived to provide a
useful support for those who suffer from depression. This study
also demonstrates how adjustments made to a publically
available off-the-shelf product could increase its usefulness for
a given health care setting. Given the high development costs
of technological resources and evolving technol ogical landscape,
studies that use existing tools rather than developing and
evaluating completely new products might be more likely to
influence current clinical practices.

by women who suffer from postpartum depression [57,58],
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Abstract

Background: Relapse preventionin bipolar disorder can beimproved by monitoring symptomsin patients daily life. Smartphone
apps are easy-to-use, low-cost tool s that can be used to assess thisinformation. To date, few studies have examined the usefulness
of smartphone data for monitoring symptoms in bipolar disorder.

Objective:  We present results from a pilot test of a smartphone-based monitoring system, Social Information Monitoring for
Patients with Bipolar Affective Disorder (SIMBA), that tracked daily mood, physical activity, and social communication in 13
patients. The objective of this study was to investigate whether smartphone measurements predicted clinical symptoms levels
and clinical symptom change. The hypotheses that smartphone measurements are (1) negatively related to clinical depressive
symptoms and (2) positively related to clinical manic symptoms were tested.

Methods: Clinical rating scaleswere administered to assess clinical depressive and manic symptoms. Patients used asmartphone
with the monitoring app for up to 12 months. Random-coefficient multilevel models were computed to analyze the relationship
between smartphone data and externally rated manic and depressive symptoms. Overall clinical symptom levels and clinical
symptom changes were predicted by separating between-patient and within-patient effects. Using established clinical thresholds
from the literature, marginal effect plots displayed clinical relevance of smartphone data.

Results: Overall symptom levels and changein clinical symptoms were related to smartphone measures. Higher overall levels
of clinical depressive symptoms were predicted by lower self-reported mood measured by the smartphone (beta=-.56, P<.001).
An increase in clinical depressive symptoms was predicted by a decline in social communication (ie, outgoing text messages:
beta=-.28, P<.001) and adeclinein physical activity asmeasured by the smartphone (ie, cell tower movements: beta=-.11, P=.03).
Higher overal levels of clinical manic symptoms were predicted by lower physical activity on the smartphone (ie, distance
travelled: beta=-.37, P<.001), and higher social communication (beta=.48, P=.03). Anincrease in clinical manic symptoms was
predicted by a decrease in physical activity on the smartphone (beta=-.17, P<.001).

Conclusions. Clinical symptomswere related to some objective and subjective smartphone measurements, but not all smartphone
measures predicted the occurrence of bipolar symptoms above clinical thresholds. Thus, smartphones have the potential to monitor
bipolar disorder symptomsin patients' daily life. Further validation of monitoring toolsin alarger sample is needed. Conclusions
are limited by the low preval ence of manic and depressive symptoms in the study sample.

Trial Registration: International Standard Randomized Controlled Triad Number (ISRCTN): 05663421,
http://www.controlled-trials.com/| SRCTN 05663421 (Archived by WebCite at http://www.webcitation.org/6d9wsibJB)

http://mental .jmir.org/2016/1/e2/ JMIR Mental Health 2016 | vol. 3 |iss. 1| e2 | p.74
(page number not for citation purposes)


mailto:till.beiwinkel@leuphana.de
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH

(JMIR Mental Health 2016;3(1):e2) doi:10.2196/mental 4560

Beiwinkel et a

KEYWORDS

smartphone; sensor technology; bipolar disorder; monitoring; phase transitions, communication patterns; activity patterns

Introduction

Bipolar disorder isaserious and disabling psychiatric condition
that encompasses a broad group of disorders. International
lifetime prevalence estimatesindicate that bipolar disordersare
present in 1-5% of the general population [1]. It involves mood,
behavioral, and cognitive disruptions during episodes of
depression, mania, or hypomania. The recurrent and chronic
nature of bipolar disorder results in a high burden of disease
[2-4] and high societal costs [5]. The suicide rate of people
diagnosed with bipolar disorder isthe highest among all mental
disorders [4,6]. Even during periods of remission, patients
experience frequent subclinical mood symptoms that impair
daily functioning and increase their risk for relapse [7,8].

The heterogeneity of symptoms and individual courses of
diseasein bipolar disorder makeit difficult to predict the course
of the disorder [9]. Compared to a patient with high blood
pressure who needs to maintain blood pressure below acertain
threshold, no analogous guidance is currently provided for
patients suffering from bipolar disorder. As a consequence,
patients often do not recognize their mood changesin atimely
manner and losetheir insight into illness[10], leading to adverse
consequences [11]. In order to prevent relapses, timely
information on upcoming phase transitions must be available
to patients and doctors [12]. This information could allow
providers to intervene shortly after symptoms appear.

Information from patients’ daily life can help provide an earlier
and more reliable prediction of impending phase transitionsin
bipolar disorder [13-16]. It has been suggested that smartphones
may be easy-to-use, low-cost devices that can be used to
measure this information in the patient’s daily environment.
Using both self-reported information collected by the device
and making use of the smartphone sensor capabilities,
researchers hope to gain insight in the user’s well-being and
behavior. Among mental health patients, too, there is great
interest in monitoring symptoms with mobile apps [17]. It has
been found that daily mood and the level of physical and social
activity can be measured with smartphone sensors [18-22].
These measurements are assumed to represent central aspects
of bipolar disorders [23,24].

Additional research is needed to establish the relationship
between smartphone measurements and clinical symptoms in
bipolar disorder. In particular, amore personalized approach to
capture warning signs for impending phase transitions needs to
consider both the patients overall symptom levels and the
dynamic symptom changes occurring over time. The advantage
of this approach isthat it is able to capture the interindividual
variability and heterogeneity of bipolar disorder, where symptom

http://mental .jmir.org/2016/1/e2/

severity within one patient fluctuates over time [25]. While
statistical methods exist to compute predictions for overall
symptom levels and symptom change in smartphone data [26],
previous studies did not separate between these central illness
components.

To address this research gap, a study was conducted to
investigate whether smartphone data predict impending clinical
symptomsin bipolar disorder. The aim of this study istwofold.
First, we compare the relationship of daily self-reported mood,
smartphone sensor data (ie, Global Positioning System [GPS],
cell tower movements, accelerometer), and smartphone
communication (ie, calls, short message service [SMS] log)
with clinical symptoms. We hypothesize that for depressive
symptoms, higher levelsof self-reported mood, and higher levels
of physical activity and social communication measured by the
smartphone predict lower overall levels of depressive symptoms
and temporal decreases in clinical depressive symptoms. For
manic symptoms, we hypothesize that higher levels of
self-reported mood and higher levels of physical activity and
social communi cation measured by the smartphone predict both
higher overall levels of clinical manic symptoms and temporal
increases in manic symptoms. Second, to identify the clinical
relevance of smartphone data we test the hypothesis that
smartphone data predict the occurrence of overall symptoms
levels above clinical thresholds.

Methods

Recruitment

Figure 1 presents the study flow chart. Participants were
recruited from the outpatient department of aPsychiatric Clinic
in Lower Saxony, Germany, between July 2013 and February
2014. Patients were contacted and assessed for dligibility in
random order from the pool of outpatients. Inclusion criteria
were diagnosis of bipolar | or bipolar 1l disorder according to
the criteriain the Diagnostic and Satistical Manual of Mental
Disorders, 4™ edition (DSM-1V) [27], at least 18 years of age,
sufficient knowledge of the German language, and basic
competence in using mobile devices. Exclusion criteria were
the need for inpatient treatment at the time of recruitment,
suicidality, diagnosis of schizophrenia or an intellectual
disability, and alcohol or drug abuse up to 6 month prior to the
study. All participants provided written consent prior to
participation and were loaned a smartphone for the 12-month
study period. Participantswere provided with an unlimited call,
text, and data plan and were encouraged to use the study
smartphone as their regular mobile device. The study was
examined and approved by the Leuphana University Ethics
Committee.
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Figurel. Study flow chart.
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Smartphone datawere collected on a Sony Ericsson X periaNeo
V smartphone with Android 4.0.4. The device had the Social
Information Monitoring for Patients with Bipolar Affective
Disorder (SIMBA) app pre-installed. The app was devel oped
by the authors and is based on two open source frameworks for
the collection of both subjective self-report data [28] and
objective sensor data[29], which are available at [30,31]. First,
Open Data Kit developed at the University of Washington [28]
collects subjective self-report data. Designed for socioeconomic
and health surveys, Open DataKit provides aplatform to build
guestionnaires and to collect data on a smartphone. Its modul ar
design allowsfor the implementation of questionnaires at fixed
or random time points. Second, the Funf open sensing
framework developed at the Massachusetts Institute of
Technology (MIT) medialab [29] collects objective data using
various smartphone sensors, for example, GPS, accel erometer,
and screen state. It provides an extensible sensing and data
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processing framework for smartphones. As using smartphone
sensors can drain the device battery quickly, Funf is designed
to prolong battery life. The source code for the software
frameworks can be found in Multimedia Appendix 1.

Three smartphone sensors were used to measure physical
activity: GPS for the distance traveled per day, cell tower
movement asan indicator of location changes, and accel erometer
to measure the users' device activity. Both GPS and cell tower
movements capture spatial movement and since the correlation
between GPS and cell tower movementswas low (P=.06), both
measures were included. For the measurement of socia
communication, the number and duration of outgoing callsand
the number of SMS sent per day were logged. The gathered
data were cached in local storage and transferred to a secured
server located at Leuphana University whenever an Internet
connection was available.

Self-reported mood states were assessed once a day on the
smartphone at random timeswith a2-item questionnaire. When
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the questionnaire was available, participants were notified via
abeep and asked if the questionnaire should be answered now
or if the participant wished to be notified later. Affect was
assessed with theitem, “On ascale of 1 (very good) to 10 (very
bad), please describe your present mood,” and energy was
assessed with the item, “On a scale of 1 (very energetic) to 10
(not at all), how energetic do you feel at the moment?’ For the
purposes of thisanalysis, both itemswere reverse-coded so that
higher scoresreflected better mood. Dueto the high correlation
between the 2 items (P=.84), a single mood index was
constructed.

Clinical assessmentswere conducted repeatedly throughout the
study and served as a reference point for the smartphone data.
Appointments with the treating clinician, who was blinded to
smartphone data, were scheduled at approximately 8-week
intervals and included assessment of manic and depressive
symptoms using clinical rating scales. Manic symptoms were
assessed using the German Version [32] of the Young Mania
Rating Scale (YMRS) [33]. The scae is administered by a
clinician and rates maj or rel evant manic symptoms (eg, €l evated
mood, motoric activity) on a scale from 0-64. Values less than
5indicate complete remission [34]. Depressive symptomswere
assessed with the German Version [35] of the Hamilton
Depression Scale (HAMD) [36]. Thescaleisbased on clinician
assessment and scores 17 items within a reference period of 1
week. Values greater than 7 indicate at least amild depressive
syndrome [37].

Statistical Analysis

Smartphone datawere aggregated to assessment periods before
each clinical appointment by computing mean scores from the
daily measurements resulting in an aggregated score for each
assessment period. An assessment period isthe number of days
between two clinical appointments. Then, the effect of the
aggregated smartphone data on the clinical symptoms was
assessed for each assessment period. To accommodate the nested
data structure, where observations are nested within patients,
multilevel models were computed according to [38] in order to
obtain robust and unbiased estimates of variance components.
Random coefficient models were fitted, where assessment
periods were nested within patients. Smartphone data were
model ed to separate between-patient effects (ie, symptom level)
and within-patient effects (ie, symptom change) [26].

http://mental .jmir.org/2016/1/e2/

Beiwinkel et a

We estimated three separate models for self-reported data,
activity data, and social data, and one full model including all
smartphone data. All models were adjusted for age, sex, and
length of assessment period. The total length of assessment
periods was used in order to compute more precise estimates,
as opposed to restricting the analysis to the shorter time frame
using the reference period of HAMD and Y MRS before each
clinical assessment. To compare the results of the models,
standardized regression coefficients are reported [39]. To
provide a graphical representation of the relationship between
smartphone data and clinical symptoms, the results of the full
model were used to compute marginal effects, which were
plotted against symptoms. The analysis was performed using
the “xtmixed” command in Stata 13, where the maximum
likelihood estimation method was specified [40]. Significance
levels are reported at the 95% level.

Results

Sample Characteristics

Of the 14 patients who were recruited, one dropped out before
clinical follow-up assessment and was thus removed from the
study. Table 1 presents the sample characteristics for the 13
patients who completed the study.

Description of Dataset

Table 2 shows the available data points for self-reported data,
activity data, social data, and clinical data. The compliancerate
for self-reported data was 55.7%. Activity data were complete
on 78.2% of days, and socia data were present on 56.1% of

days.
Mean Levels of Smartphone and Clinical Data

Table 3 presents mean levelsand range for smartphone-collected
indicators and clinical data. The average level of self-reported
mood was 6.7 (SD 1.7) with amaximum of 10, indicating that
average mood levels of subjects were at the upper end of the
end of the scale ranging from 1 (very bad mood) to 10 (very
good mood). Clinical symptom ratings revealed mean manic
symptoms levels assessed by YMRS of 2.7 (SD 3.6) and
depressive symptoms assessed by HAMD of 5.1 (SD 5.3),
indicating low prevalence of manic and depressive symptoms
in the sample.
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Table 1. Sample characteristics for 13 patients.

Characteristic N Value
Agein years, mean (SD) 13 47.2 (3.8)
Sex, %
Mae 8 61.5
Female 5 385

Education, %

Lower secondary 9 69.2

Upper secondary 4 30.8
Qualification

None 1 7.7

Vocational 10 76.9

University level 2 154
Employed, %

Yes 4 30.8

No 9 69.2

Diagnosis, %

Bipolar | 6 46.1

Bipolar I 7 53.9
Years since first diagnosis, mean (SD) 13 9.9(3.1)
Manic episodes, mean (SD) 13 8.6 (1.6)
Depressive episodes, mean (SD) 13 12.3(3.0)
Total hospitalizations, mean (SD) 13 6.9 (2.8)
Currently medicated, %

Yes 11 84.2

No 2 154
Study duration in days, mean (SD) 13 365.1 (31.9)
Length of assessment period, mean (SD) 13 68.6 (23.6)

Table 2. Total available data points for self-reported data, activity data, social data, and clinical data collected by 13 patients.

N Mean (SD) Min/Max Rate, %
Self-reported 2456 188.9 (83.3) 24/291 55.7
Activity 3537 272.1(74.9) 154/362 782
Social 2624 201.8 (109.3) 9339 56.1
Clinical 75 5.8 (1.4) 3/8 NA
http://mental jmir.org/2016/1/e2/ JMIR Mental Health 2016 | vol. 3 |iss. 1| €2 | p.78
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Table 3. Mean levels, interquartile range, and range for smartphone indicators and clinical variables for 13 patients.

Variable Mean (SD) Interquartile Range Min/Max
Self-reported
Mood 6.7 (1.7) 20 1/10
Activity
Distance traveled, km 10.5 (41.5) 6.3 0/732
Cell tower changes 10.5 (17.0) 10.0 0/139
Device activity, % of day 7.3(8.2) 9.2 0/75
Social
Number outgoing calls 29(36) 4.0 0/29
Duration outgoing calls, minutes 10.2 (19.6) 11.3 0/181
Outgoing SMS 1.7 (3.6) 20 0/54
Clinical
YMRS 2.7 (3.6) 4.0 0/18
HAMD 51(5.3) 9.0 0/18

Prediction of Clinical Symptoms

This section presents the results from the multivariate models
with smartphone data as predictors for clinical symptoms. We
begin with results from the between-patients analysis,
representing the overall level of clinical symptoms as predicted
by smartphone data. Next, we present results of the
within-patient analysis, representing temporal changesin clinical
symptoms as predicted by smartphone data.

Between-Patient Analysis

The combined model (Model 4) in Table 4 showed asignificant
negative rel ationship between mood level and clinical depressive
symptoms (HAMD: beta=-.56, P<.001) but not on manic
symptoms. This suggeststhat patientswho reported better daily
mood on the smartphone were less clinically depressed. In the

http://mental .jmir.org/2016/1/e2/

activity data, distance traveled as measured by the GPS signal
had a significant negative relationship with clinical manic
symptoms (Y MRS: beta=-.37, P<.001), indicating that patients
who were more physically active experienced fewer manic
symptoms. Cell tower movements and device activity were not
significantly related to any clinical symptoms. Inthe social data,
the number of calls made on the smartphone were positively
related to clinical manic symptoms (Y MRS: beta=.48, P=.03),
suggesting that patients who made a higher frequency of calls
experienced higher levels of manic symptoms. The duration of
callswas not significantly related to symptoms. The number of
outgoing SMS had a negative relationship with clinical
depressive symptoms (HAMD: beta=-.17, P<.001), indicating
that patients who sent more SMS had less severe depressive
symptoms.
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Table 4. Between-patient relationship of self-reported data, activity data, and social smartphone data with bipolar disorder symptoms for 13 patients

based on 75 clinical ratings®

Beta (P)
Self-report Activity Social Combined
Model 1 (N=74) Model 2 (N=62) Model 3 (N=71) Model 4 (N=62)
Mood
YMRS -.09 (.45) .05 (.79)
HAMD -42 (<.001) -.56 (<.001)
Distancetraveled, km
YMRS -.46 (.01) -.37 (<.001)
HAMD -24(.12) -12(.34)
Cell tower movements
YMRS -.24(.29) -14(.12)
HAMD .08 (.58) -.04(.82)
Device activity, %
YMRS 31(.24) 26 (.12)
HAMD -.01(.92) -.06 (.80)
Number of calls
YMRS .19(.38) 48 (.03)
HAMD 34(.17) .08 (.65)
Duration of calls, minutes
YMRS .17 (.45) -08(.72)
HAMD -.22(.25) .03(.83)
Outgoing SM'S
YMRS 03(.72) -.02 (.65)
HAMD .04 (.84) -.17 (<.001)

standardized effects of random coefficient regression models with smartphone data as predictor of depressive symptom levels (YMRS) and manic

symptom levels (HAMD).

Within-Patient Analysis

Table 5 displaysthe within-patient rel ationship between change
in smartphone dataand changein clinical symptoms. Inthefull
model, change in self-reported mood on the smartphone was
not related to clinical symptom changes. An increase in cell
tower movement was negatively related to both manic symptoms
(YMRS: beta=-.17, P<.001) and depressive symptoms (HAMD:

http://mental .jmir.org/2016/1/e2/
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beta=-.11, P=.03), suggesting that when a patient’s activity level
as measured by the smartphone increased, both manic and
depressive symptoms decreased. However, changesin distance
traveled and device activity were not significantly related to
symptom changes. In the social data, an increase in outgoing
SMSwas negatively related to achange in depressive symptoms
(HAMD: beta=-.28, P<.001), which suggests that when more
SMS are sent, clinical depressive symptoms are lowered.
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Table 5. Within-patient relationship of change in self-report, activity, and social smartphone data with change in bipolar disorder symptoms for 13

patients®
Beta (P)
Self-report Activity Social Combined
Model 1 (N=74) Model 2 (N=62) Model 3 (N=71) Model 4 (N=62)
Mood
YMRS -.09 (.28) .03(.73)
HAMD -.18(.10) -.09 (.26)
Distancetraveled, km
YMRS .03 (.40) .01(.85)
HAMD .07 (.23) .03(.66)

Cell tower movements

YMRS -.10(.03) -.17 (<.001)

HAMD -.17 (<.001) -11(.03)
Device activity, %

YMRS -11(.17) -.07 (.26)

HAMD -.15(.09) .02(.87)

Number outgoing calls

YMRS .18(.34) 24 (.44)

HAMD -.07 (.60) -07(.73)
Duration outgoing calls, minutes

YMRS -.25(.27) -.34(.24)

HAMD -.07(.63) -.09 (.58)
Outgoing SM'S

YMRS -.05(.35) .03(.68)

HAMD -.30 (<.001) -.28 (<.001)

standardized effects of random coefficient regression models with smartphone data as predictor of depressive symptom change (Y MRS) and manic
symptom change (HAMD).

smartphone data. The plots are computed from the full models

Clinical Relevance of Smartphone Data inTables 4 and 5.

Figure 2 plots predicted symptoms levels including clinical
thresholds, and Figure 3 plots predicted symptom change by
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Figure 2. Between-patient analysis of smartphone data and symptom levels.
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Figure 3. Within-patient analysis of smartphone data and symptom change.
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Between-Patient Analysis (YMRS: beta=1.17, P=.02) and the average number of outgoing
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threshold are predicted when the average mood level islower  symptoms (HAMD: beta=-.52, P<.001), thisdid not predict the
than 6 points on the 10-point mood scale. While the average  occurrence of symptoms above the clinical threshold.
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Within-Patient Analysis

Figure 3 visualizes the relationship between change in
smartphone data and changein clinical symptoms as computed
in Table 5. The negative relationship of change in cell tower
movements with both clinical manic symptoms (YMRS:
beta=-.34, P<.001) and clinical depressive symptom changes
(HAMD: beta=-.36, P<.02), indicated that when a patient’'s
activity as measured by the smartphone was below average,
clinical symptomswere elevated and vice versa. Figure 3 shows
that when a patient made 20 cell tower movements fewer than
average, the model predicts an YMRS score of approximately
10 points and an HAMD score of 12 points above the patient’s
average. Last, Figure 3 visualizes the negative relationship
between change in outgoing SMS and change in depressive
symptoms (HAMD: beta=-1.21, P<.001), implying that when
apatient sent more text messages than average, symptomswere
lowered.

Discussion

Principal Results

In this pilot study, smartphone-based monitoring of mood,
physical activity, and social communication was conducted in
the daily life of bipolar disorder patients over the course of 12
months. The between-patient and within-patient variance of
smartphone data was analyzed to present the relationship of
smartphone datawith both overall levelsand changesin clinical
symptoms. The results allow conclusions on the usefulness of
smartphone measurements for the monitoring of bipolar
disorder.

Higher overall levels of depressive symptoms were predicted
by lower self-reported mood measured by the smartphone. An
increase in depressive symptoms was predicted by adeclinein
social communication (ie, outgoing SMS) and a decline in
physical activity (ie, cell tower movements). In contrast to our
hypothesis, self-reported mood did not predict clinical manic
symptoms. The overall level of manic symptoms was predicted
by activity (ie, distancetraveled) and social communication (ie,
number of calls). In contrast to our hypothesis, an increase in
clinica manic symptoms was predicted by lower physical
activity (ie, cell tower movements). Other smartphone
measurements (ie, device activity and the duration of calls) were
related to neither symptom levels nor symptom changes.

In addition, the clinical relevance of the results was examined
by investigating if smartphone measurements predicted symptom
levels above clinical thresholds. Thisinformation may provide
information on which smartphone measurements can be used
to predict the occurrence of symptoms above clinical thresholds.
Self-reported mood was found to predict depressive symptom
levels above the clinical threshold but not manic symptoms. No
other smartphone measurements predicted symptoms above
clinical thresholds.

Comparison With Prior Work

Within the self-reported data, our data support the findings
[14,20] that daily mood ratings are useful for monitoring
depressive symptoms in patients who experience bipolar
disorder. Similar to those studies, we could not support the

http://mental .jmir.org/2016/1/e2/
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hypothesisthat daily mood measured by the smartphone predicts
clinical manic symptoms. Thisis probably the result of the low
prevalence of patients with severe manic symptoms in our
sample (see Table 3).

Physical activity wasincluded in the analysis asit represents a
warning sign for phase transitions in bipolar disorder and can
potentially be measured objectively with smartphone sensors.
Similar to the approach in Faurholt-Jepsen et a [20], we used
GPS sensors to track the distance traveled, patient movements
across cell towers as a second measurement of physical activity,
and the smartphone accel erometersto assess patients' interaction
with the device. In our analysis, some within-patient and
between-patient effects showed significant relationships with
clinical symptoms. However, we did not expect to find that
physical activity was negatively related to manic symptoms,
indicating that patients with higher overall levels of physical
activity (ie, asmeasured by distance travel ed) experienced fewer
manic symptoms. We also did not expect to find that declining
temporal activity (ie, as measured by cell tower movements)
was associated with reduced manic symptoms. These findings
run counter to the literature on the early warning signs of bipolar
disorder [41,42], which assumes that increased activity is a
prodrome of mania. These diverging results might be explained
by the low prevalence of manic symptomsin our study sample.
It can be speculated that for patients with subclinical manic
symptoms, as in this study, increased activity signals better
patient condition, but should not be mistaken with hyperactivity
in patients with severe mania.

The social data measured by the smartphones capture patients
level of interaction with their social surroundings as an
early-warning sign of bipolar disorder symptoms. Both between-
and within-patient effects of social communication on clinical
symptoms were found in the data, implying that overall levels
and dynamic changes in communication are relevant for the
prediction of bipolar disorder symptoms. The overall level of
text messages sent and the number of calls placed indicated
levels of depression and manic symptoms, respectively, while
changes in text messages sent predicted changesin depressive
symptoms. As alarger number of calls, but not the duration of
calls, was associated with manic symptoms it is possible that
patients with increased manic symptoms have a larger activity
mirrored by more calls but not the ability to concentrate on
lengthier calls. Overall, our research is in line with findings
from other research that highlights the role of psychosocial
variablesintheillness coursein bipolar disorder [43]. However,
a comparable study [20] did not find significant correlations
between social dataand clinical symptoms.

A magjor feature of this analysis was that the collection of
smartphone data and repeated clinical measures allowed us to
separate two essential components of illness activity: overall
symptom level s as observed by comparing the variance between
patients, and dynamic changesthat occur over the course of the
illness as observed by comparing the variance within one patient
over time. Although this approach introduces additional
assumptions to the model and can make the interpretation of
results more challenging, theoretical reasons speak for the
separation of between- and within-patient variance. Evidence
from modern follow-up studies shows that the course of illness
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in bipolar disorder is characterized by high interindividual
variability and heterogeneity [25]. Symptom severity within
one patient fluctuates over time and often includes the
expression of major, minor, and subclinical symptoms at
different stagesof illness[7]. Between-patient comparisonsare
insufficient to analyze how symptoms devel op over time asthey
do not capture these within-person processes. The repeat
sampling rate of the smartphone data in this study offers the
advantage that the dynamic nature of psychopathology can be
studied in real-time and in the real world.

Limitations

This study had several limitations. The small sample size of 13
patients may have lowered the statistical power of the study,
leading to type Il errors in the statistical conclusions. The
number of participants did not allow the inclusion of additional
level 2 predictors, which might explain between-patient
differences (eg, type of bipolar diagnosis). Therefore, it is
necessary to replicate the study in alarger sample to validate
use of smartphone data for clinical applications.

Thelow prevalence of clinical depressive and manic symptoms
(see Table 3) in our sample may have prevented us from
detecting effects that would have been present in a sample of
patients who experienced more severe symptoms. The
generalization of the results to patients with more severe
symptoms should be made carefully. Patients who are more
severdly ill may show different levels of acceptance in using
smartphones for symptom monitoring. It is possible that the
patients recruited for this study were particularly motivated to
use smartphones.

Finally, compliance with filling out self-reporting data may
have affected the results. However, we did not observe adecline
in compliance with self-reported mood over time, indicating
that missing values were missing at random. The compliance
rate (55.7%; see Table 2) in our study is comparable to a study
by Depp et a [44]. The conclusions of the social data could
have been limited by the fact that we were unable to assess
communication over social media (eg, WhatsApp, Facebook).

Beiwinkel et a

With communi cation habits moving towards social mediaapps,
social mediashould be included in patient monitoring systems.
We cannot exclude the possibility that patients shared the device
with other people, although patientswereinstructed accordingly
and no indication of such usage was found. Regarding the
operating system, monitoring was restricted to Android
smartphones and future studies should implement software for
other operating systems (eg, iOS, Windows Phone) as well.

Ethical Considerations

Symptom monitoring in a patient’s daily life involves the
collection of sensitive hedth-related data including
communication habits and movement patterns. Sensor-based
data, such as GPS locations, need to be protected from
unauthorized access. As such, concerns regarding data privacy
and confidentiality issues need to be taken seriously in order to
guarantee the safety of the collected personal data and to build
patient trust. In this study, the encrypted and anonymized
transmission of smartphone data to a protected server proved
to be successful in ensuring patient data safety. From our
experience, the full disclosure of the functionality of the
monitoring app, aswell asitspotentia clinical application, was
also critical in fulfilling the ethical requirements.

Conclusions

Symptom monitoring isan important strategy to prevent relapses
in patients with bipolar disorder. Smartphone apps are
easy-to-use, low-cost tool sthat assist with symptom monitoring
indaily life. In this pilot study, we tracked patient mood, levels
of physical activity, and social communication over 12 months
with an Android-based monitoring software (SIMBA). To our
knowledge, thisisthe first study that successfully embedded a
smartphone-based monitoring strategy in patients daily life
over such along time frame. The study provides encouraging
results concerning the feasibility, data analytic approaches, and
clinical relevance of smartphone-based monitoring for bipolar
disorder. With further clinical validation of smartphone data, it
may be possible to provide smartphone-based monitoring tools
for routine care, which may benefit patients and doctors.
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Abstract

Blended care, a combination of online and face-to-face therapy, is increasingly being applied in mental health care to obtain
optimal benefit from the advantages these two treatment modalities have. Promising results have been reported, but a variety in
descriptions and ways of operationalizing blended care exists. Currently, what type of “blend” works for whom, and why, is
unclear. Furthermore, arationale for setting up blended careis often lacking. In this viewpoint paper, we describe postul ates for
blended care and provide an instrument (Fit for Blended Care) that aims to assist therapists and patients whether and how to set
up blended care treatment. A review of the literature, two focus groups (n=5 and n=5), interviews with therapists (n=14), and
interviews with clients (n=2) were conducted to develop postulates of eHealth and blended care and an instrument to assist
therapists and clientsin setting up optimal blended care. Important postulates for blended care are the notion that both treatment
modalities should complement each other and that set up of blended treatment should be based on shared decision making between
patient and therapist. The “Fit for Blended Care” instrument is presented which addresses the following relevant themes: possible
barriers to receiving blended treatment such as the risk of crisis, issues in communication (at a distance), as well as possible
facilitators such as social support. More research into the reasons why and for whom blended care works is needed. To benefit
from blended care, face-to-face and online care should be combined in such way that the potentials of both treatment modalities
are used optimally, depending on patient abilities, needs, and preferences. To facilitate the process of setting up a personalized
blended treatment, the Fit for Blended Care instrument can be used. By applying this approach in research and practice, more
insight into the working mechanisms and optimal (personal) “blends’ of online and face-to-face therapy becomes within reach.

(JMIR Mental Health 2016;3(1):€9) doi:10.2196/mental.4534

KEYWORDS
blended care; Internet-delivered cognitive behavior therapy; mental health care; online; shared decision making

In recent studies, this care provider guidance is mostly offered

Introduction

The use of eHealth has shown promising results in various
mental health treatments [1], especially when guidance from a
care provider is included [2-4]. eHedth aso provides
opportunities for self-management and continuity of care. This
combination of advantages of online and offline guidance and
treatment render positive outcomes, making it agood alternative
to regular face-to-face treatment [5].

http://mental .jmir.org/2016/1/e9/

through email. Still, in order to offer patients the “best of both
worlds,” the use of blended treatments, in which acombination
of online (or mobile) components and face-to-face components
isapplied, isrisingin clinical practiceaswell. Blended treatment
or blended cae is described in literature as
“technology-supported care” However, a clear definition of
what blended care precisely withholdsis currently unavailable,
because blended careis operationalized in variousways. Studies
have been performed on computer-assisted therapy as a partial
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replacement of face-to-face sessions (sessions become shorter,
not less frequent) [6]; unguided self-help modules combined
with (scripted) face-to-face sessions to reflect on the progress
of online treatment programs with a therapist [7]; and online
modules as an addition to face-to-face depression treatment
sessions [8]. Literature shows that blended care treatment can
offer synchronous or asynchronous guidance, support viaonline
guidance or self-help modules, and can apply personal or
automated feedback and support, with promising effects [9].
Nevertheless, studies have shown that online and face-to-face
treatments are often not integrated, but rather online components
are used as an addition to regular therapy [3,10,11]. Moreover,
often no rationale for applying specific blends of online and
face-to-face treatment components is provided. These
descriptions reflect the role of technology as supportive to
traditional treatment, and do not acknowledge the potential
equal contribution of both modalities of care.

To define blended mental health trestment and to decide which
face-to-face components can be replaced by online modulesis
difficult. Up until now, only a fraction of all possible
applications of blended treatment in mental health care hasbeen
explored and described. Previous research shows that there is
alack of knowledge on what exactly constitutes blended care,
who can benefit fromit, and how blended treatments should be
set up[12]. Thislack of research into the“ingredients’ of proper
blended care makes it hard to determine the effectiveness of
thisform of treatment and to advance implementation of blended
carein practice. More specifically, questions like “what works
for whom, and inwhat blend?’ need to be answered. Therefore,
the aim of this article isto describe postulates for blended care
and to propose astrategy to implement blended careinaclinical
setting based on predictors of successful online treatment that
can be assessed previous to or during treatment.

Our viewpoint and postulates are based on previous research
on the uptake of blended care and implementation of eHealth
applications and e(mental) care in secondary care practice
[12-14]. In a former study, we investigated barriers and
facilitators to blended care [12]. First, we considered studies
on types (operationalization) of blended care, and asked patients
and therapists what their preferences for certain blended
treatment configuration are, in aDelphi study [12]. Theseresults
showed that patients and therapistsdiffer in their preferencefor
division of online and face-to-face components. Besides,
therapist did not have clear ideas on how online treatment can
support face-to-face treatment; they asked for a guidance on
how to blend online and offline care. This shows that adequate
information and discussions between patient and therapist
regarding the treatment operationalization are essential to
enhance understanding and agreement on proper treatment.
Further, therapists reported that the complexity of patients
problems calls for atailored blended treatment. What parts of
treatment can best be offered online or face-to-face can differ
between patients (based on ability, preference, severity, and
type of problems) and should thus be considered for each patient
individually. These findings indicate that blended treatment is
no fixed formula, and should be approached as an opportunity
to integrate treatment modalities to reach a proper, tailored
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treatment plan. We describe the postulatesfor blended care that
describe how blended care can fulfill this goal.

Postulates for Blended Care

To propose a definition of blended care, in which online and
face-to-face components are used to their fullest potential to
create an optimal combination, we defined the following
postul ates, based on our research in eHealth and blended care
[12,13]:

1 Theterm “blended” refers to an integration of online and
offline componentsin atreatment process. This means that
online and offline components are interconnected in some
way and not standalone treatment pathways [12].

2. Boththetechnology and face-to-face modalities contribute
substantively and procedurally to the treatment process.
This means that the use of online components contributes
equally to the therapy as face-to-face components do [12].

3. Inaddition, online components should be carefully selected
and adjusted to the treatment process and progress. This
meansthat astandard 50:50 ratio of online and face-to-face
care does not (always) suffice. Rather, weighing reasons
and carefully deciding to apply one modality or the other
are caled for, while keeping a close look on the
interrel atedness of both treatment modalities [12].

4. The integration of offline and online components should
be based on the protocol for treatment, the capacities of
technology to motivate and support patients to follow the
treatment process, and the characteristics and capabilities
of patients to receive and participate in online treatment
[13]. Thismeansthat blended careisdynamic and flexible,
as technology has the capacity to present the content in a
nonlinear and dynamic way using text, images, interactive
assignments, etc. Furthermore, it enables monitoring of
online activitiesto intervenein an early stage when needed
[13].

5. Therapists must consider the rationale for providing
face-to-face and/or online modalities, following discussions
with the patient to assure the fit between technology and
the end users[13].

With these postulates in mind, a rationale for applying,
developing, and researching blended mental health care is
provided.

What Is Needed to Benefit From Blended
Mental Health Treatment?

To trand ate these postul atesinto an instrument that summarizes
relevant considerations in setting up blended treatment and
guides therapists and clients through the process of jointly
discussing and setting up blended treatment, we performed an
additional literature search aimed at identifying predictors of
blended treatment success. Only by knowing what variables
play arole in desirable reach, use, and adherence of online
therapy, the fit between a patient and a combination of online
and face-to-face therapy can be created. A literature search on
predictors of successful onlinetreatment for depression showed
that various variables play a part in the process of therapy use,
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adherence, and success (for a complete overview, see
Multimedia Appendix 1). First of all, people who have access
to certain practical resources, are able to benefit from it. These
resources include Internet access [15,16], a computer [15,16],
and a place to work in safety and privacy [16]. In addition,
having experience with computers and the Internet [16] and
sufficient eHealth literacy [15,16] are necessary for online
mental health treatment. Having enough time to integrate the
treatment into (daily) life routine also facilitates online care
[17,18]. Social resourcesareimportant for asuccessful treatment
as well: support from a partner (or someone in the immediate
vicinity of the patient) can improve discipline to use eHealth
[16,17]. On a personal level, motivation and willingness to
complete online therapy [17-20], trust in and credibility of the
therapy [17,20-22], and need for support [17] during therapy
all contribute to successful blended treatment. Independency,
being disciplined, and being able to work in a structured way
areasoinfluential to treatment success[20]. Finally, personality
traits have been reported to be associated with online treatment
outcomes, as well aswith locus of control, self-determination,
and commitment and involvement in therapy [23-26]. Overall,
these findings show that besides the practical necessities such
as having a computer and Internet access, most predictors are
facilitatorsrather than prerequisitesfor blended treatment, when
treatment can be attuned to these particular characteristics.

To validate these facilitatorsfor blended care, weinvited health
care professional s to discuss the rationale for the devel opment
of the instrument. We conducted a focus group in which 5
therapists (3 males) participated. These therapists are (mainly)
experienced intreating patientswith mood and anxiety disorders,
personality disorders, and have (self-proclaimed) previous
experience with eMental health treatment. In addition, we held
individual interviews with 14 therapists (7 males), who had
varying levels of experience in online or blended treatment.
Theseclinical psychologistsare (mainly) experienced in treating
patientswith mood and anxiety disorders, personality disorders,
and developmental disorders. One of these therapists worked
as a manager. These consultations with secondary health care
therapistswere essential to apply a practice-driven scopeto the
predictorsweidentified in literature. The focus of theseiterative
consultations was to assess how the predictors can be used in
practiceto help predict and anticipate blended treatment success.
These discussions reveaed that in practice, very few criteria
make people fully unfit to benefit from blended mental health
treatment: presence of practical barriers (no computer or Internet
access, no place to work) and insufficient (cognitive) skills
(intelligence quotient and Internet skills that do not match the
program’s minimal requirements). Rather, therapists claim that
adjusting the treatment to a person’s specific situation, needs,
and abilitiesisan important predictor of treatment success. This
isin line with what was found in our earlier study among both
therapists and patients, that is, a di scussion between patient and
therapist is essential [12].

Therefore, to facilitate this dialogue on how to jointly decide
on the configuration of the blended treatment, we created a
shared decision-making instrument (Fit for Blended Care). This
instrument addresses the topics regarding the needs,
characteristics, and skills of an individual that need to be
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discussed to enable therapists and patients to decide in which
way blended therapy can best be applied. During the
developmental process of theinstrument, formative evaluations
[13] were conducted with follow-up focus groups consisting of
5 therapists. One of these participantsis male; all therapistsare
experienced in treating patients with substance-rel ated disorders
and in eMental health treatment. In addition, 2 clients (both
treated for personality disorder; one of them is male) were
interviewed. The interviews and focus groups were done to
cocreate and assure a fit between the content of the instrument
and actual practice. These consultations provided input on
formulation on the questions, and also on how such content and
system would preferably be applied by care providersin clinical
practice. Thisled to the insight that strict formulation of topics
(by providing checklist rules; “yes/no” answers) leavestoo little
room for interpretation of the specific situation of the patient.
Issues with specific items (in what situation would crisis or
suicidality actually be arisk for starting or receiving blended
treatment) continued to surfacein our discussions, stressing the
need for therapists to make their own assessment of the risks
and discussing these with the patient and documenting the
outcome of the discussion. In conclusion, care providers
preferred checklist topics to start a shared decision-making
process with their patients on the use and distribution of online
care components.

An Instrument for Implementation in Practice

To support therapists and patientsin outlining afitting blended
treatment, we created an instrument to assist a guided dialogue
between therapists and patients, which is needed to shape and
set up the blended treatment in such way that it matches patient
characteristics (including abilities, needs, and preferences),
according to our postulates, prior experienceswith blended care
[12], and underlying eHealth approach [13]. The aim of the
instrument is to provide input for a conversation that leads to
shared decision making on blended treatment setup, and creates
awareness among both patient and therapist regarding issues
that are relevant to blended treatment success. Because of the
(preferably) natural course of such shared decision making, no
checklist rules are provided. Rather, the topics that need to be
discussed or those that patient and therapist should be aware of
are summarized. This way, the topics (concepts) can be
operationalized by therapists to match their own working
definitions.

The “Fit for Blended Care” instrument consists of four main
parts: (1) prerequisites, which are items on (mostly practical)
preconditions that need to be met to be able to start blended
treatment (9 items); (2) possible barriers, which are items on
issuesthat might hinder blended treatment (5 items); (3) possible
facilitators, which areitems on issuesthat can facilitate blended
treatment, and should be considered when deciding to start a
blended treatment (6 items). (4) advice overview, an (written)
overview of the possible barriers and facilitators that prompts
therapists and patientsto discuss and decide on the composition
of blended treatment. Every item (barriers and facilitators) is
linked to a specific advice, which can be considered if theitem
proved to be relevant (based on the answers and discussion).
The advice describes how to deal with facilitators and barriers
to blended treatment. Furthermore, it provides suggestions for
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additional agreements on what to do if a problem related to
barriers presents itself. The therapist and patient discuss these
outcomes prior to the start of treatment and use the discussion
to make agreements on what type of blended care the patient
receives. Some of the items can be answered in advance by the
therapist or by the patient (eg, before or during intake) to

Textbox 1. Fit for Blended Care instrument overview (in English).

Wentzel et d

facilitate and speed up the process. Currently, the full content
of the instrument (items and advice) is availablein Dutch [27].
Textbox 1 provides an overview of the instrument items in
English. An additional rationale per item is included in
Multimedia Appendix 2.

Therapist checks

Patient checks

1.5. Does he/she have computer access?

1.6. Does he/she have Internet access?

1.7. Does he/she have a private, safe place to work?

1.8. Does he/she have sufficient Internet skills?

Patient and therapist discussions:

1.9. Does the patient have sufficient writing (expression) skills?
2.1. The patient’s motivation and trust

2.2. The patient’srisk of crisis

2.3. Cognitive problems that may hinder treatment

2.4. Psychosocial problems that may hinder treatment
2.5. Other issues/comorbidity that may hinder treatment

3.4. The likeliness of being able to be open in online communication
3.5. Isthe patient conscientious?

3.6. Does the patient have a social support network?

1.1. Are appropriate online modules available related to the main symptoms/diagnosis of the patient?
1.2. Isthere absence of (current) crisis (eg, severe suicidality or psychotic symptoms)?
1.3. Isthere absence of an acute medical care need (that may hinder the patient’s ability to independently work on his/her treatment?)

1.4. Isthe patient’s intelligence quotient match sufficient for the blended treatment content?

3.1. Whether they have (or chances on having) a good therapeutic/working relation
3.2. Practical reasons for preferring blended care, e.g., saving on cost and time, comfort.

3.3. Possible other reasons for preferring blended care such as stigma or safety issues (shame of having to enter aclinic, discussing reason for taking
time off work with employer, fears of going out into public to travel to aclinic)

Implications for Research and Practice

Blended mental health care may have some important
advantages over face-to-face therapy. The client is encouraged
to continue his or her treatment between the sessions with the
therapist in a structured way. Likewise, blended care has
advantages over online therapy because it enables personal
guidance (face-to-face) when needed, and possibly a better
adherenceto treatment. This may make blended care treatments
more cost-effective than face-to-face therapies. Moreover, the
possibility to work on their mental health between sessions
encourages clients’ trust in their own abilities to self-manage
and adapt, which are defined as core aspects of health [28].
These skills are supported by and united with blended treatment
programs. Within acontext of alarge number of people suffering
from mental health problemsand limited professional resources,
blended mental health care may offer treatment modalities that
are both effective and affordable. However, more research and

http://mental .jmir.org/2016/1/e9/

innovation is warranted to decide what blend is preferred by
clients and therapistsin certain situations.

Implications for Research

A rapidly growing number of meta-analyses demonstrate the
efficacy of both face-to-face and online treatments for
psychological disorders [29,30]. However, the implications of
using technol ogy to support online treatments have hardly been
studied yet. It is recommended to compare blended care
treatmentswith current state-of-the-art, face-to-face treatments,
to study whether similar effects can be obtained at lower costs
and with similar client satisfaction. In addition, attention should
be paid to understand which form blended care is effective and
why, not overlooking the special role technology design hasin
such studies.

At present, littleisknown about this. Therefore, we have created
an instrument that supports decision making in the preferred
format for blended treatment. The effects of using this
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instrument and the underlying motivations and mechanisms on
decision making should be studied.

Implications for Practice

Blended mental health care is increasingly being applied and
therapists and patients are discovering the opportunities of
adding technology to treatment. The use of information and
communication technology inherently callsfor personalization
of care; it offersamultitude of possibilitiesfor tailored, personal
treatment. This process of adjusting the design and content of
treatment to patient (and therapist) needs and preferences is
facilitated by technology. However, not much is known about
why certain “blends’ of design and content are chosen and
applied, and with what rationale. Based on experiences from
practice (best practices), and the postulates and instrument we
provide, awell-thought rationae for blended care can be applied.
The use of the postulates can support a therapist's or
organization’s own approach to blended care, and likewise, the
instrument may facilitate implementation and actual execution
of blended treatment. It was created to support practice and

Wentzel et d

create awareness about topics relevant for (starting) blended
treatment.

Conclusions

Blended care offers new possibilities in terms of personalized
mental health care treatment. Technology can (at |east partially)
replace face-to-face contact. Blended care invites patients and
therapiststo think about personal needs and preferences, for an
optimally personalized treatment that can enhance the
self-management of patients and trandation of treatment into
daily life. However, to reach the full potential of blended care,
more insight is needed into what suits whom and how
technology features and treatment operationalization via
technology can be optimized. These fundamental issues should
be of primary concern, as barriers for implementation and
adherence lie within technology and organization of health care,
not in specific patients or patient profiles [13]. We invite
scholars to discuss our findings and ideas and to explore the
underlying mechanisms that explain why blended care is of
added value, in what format and to whom.
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Abstract

In recent years, the number of available eHealth interventions aimed at treating behavioral and mental health challenges has been
growing. From the perspective of health care providers, thereis aneed for eHealth interventions to be evaluated prior to clinical
trials and for the limited resources allocated to empirical research to be invested in the most promising products. Following a
literature review, agap wasfound in the availability of eHealth interventions eval uation principlesrel ated to the patient experience
of the therapeutic process. This paper introduces principles and concepts for the evaluation of eHealth interventions devel oped
as afirst step in a process to outline general evaluation guidelines that relate to the clinical context from health care providers
perspective. Our approach was to conduct a review of literature that relates to the examination of eHealth interventions. We
identified the literature that was most relevant to our study and used it to define guidelines that relate to the clinical context. We
then compiled alist of heuristicswe found to be useful for the evaluation of eHealth intervention products’ suitability for empirical
examination. Four heuristics were identified with respect to the therapeutic process: (1) the product’s ease of use (ie, usability),
(2) the eHealth intervention’s compatibility with the clinical setting, (3) the presence of tools that make it easier for the user to
engage in therapeutic activities, and (4) the provision of a feasible therapeutic pathway to growth. We then used this set of
heuristics to conduct a detailed examination of MyFitnessPal. This line of work could help to set the bar higher for product
developers and to inform health care providers about preferred eHealth intervention designs.

(JMIR Mental Health 2016;3(1):€5) doi:10.2196/mental .4563

KEYWORDS
eHealth; mHealth; digital health; mobile health; heuristics; evaluation; principles; therapeutic process

assessment [3], and to find new ways of evaluating eHealth
interventions asthey evolve[4]. From the perspective of health

In recent years, the number of available eHealth interventions C&€ providers, the state-of-the-art evaluation of eHealth
aimed at treating behavioral and mental health challenges has interventions is expensive, time-consuming, and involves a
been growing. Tens of thousands of hedlth, wellness, and rigorous process of validation, primarily in terms of clinical
medical applicationsare now availablefor download fromonline  @PeCts, data security, and legal agreements. While it is clear
stores [1], and it is clear that eHealth interventions will play a that not all of the eHealth interventions that vendors propose to

substantial rolein shaping health care in the future [2]. health care providers can be empiricaly examined, it is

_ o important to devel op assessment methods for each new product
Scholars have described the need to empirically evaluate the  [4]. In effect, eHealth interventions should be examined prior
efficacy of eHedth interventions, to develop standards of
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to clinical trials so that the limited resources for empirical
research can be invested in the most promising products.

In reviewing the literature, we found a gap in terms of the
minimum standards that eHealth interventions targeting
behavioral and mental health should meet with regard to patients
needsin the therapeutic process prior to empirical examination.
This paper discusses relevant principles and concepts for
evaluating eHealth interventions from this perspective, and
outlines an approach to screen and identify suitable products.
In the following sections, we outline the literature most relevant
to our study, focusing on models informing eHealth
interventions design, eHealth interventions’ heuristic evaluation
and rating systems.

Learning from Models of eHealth I nterventions

There are several models that have informed the devel opment
of eHealth interventions [5-9] and established the fundamental
principles of the design process. These models provide eHealth
interventions developers with ways to transform clinical
understanding and theories into actionable product designs
aimed at creating behavioral change.

Fogg's model [8] relatesto the performance of a specific target
behavior and focuses on the dynamic between the user's
motivations, abilities, and triggers. According to Fogg, for a
person to perform a target behavior, he or she must be
sufficiently motivated, have the ability to perform the behavior,
and be triggered to perform the behavior. When these factors
occur at the sametime and exceed a certain threshold, the target
behavior will be performed by the user. Fogg provides an
example of target behavior, namely having website users provide
their email address in order to receive a newsletter. Users may
seetherequest totypeintheir email (ie, trigger) and find it easy
to type the email address (ie, ability). However, if they have no
motivation to do so the target behavior will not occur. It seems
that if users have much more motivation to receive this
newsl etter they might be willing to do much more than to just
type their email address. While Fogg's model does not provide
a framework for evaluating more complex target behaviors or
treatment outcomes, it does provide a point of reference for
evaluating a feature's ability to create a specific behavioral
change.

Mohr et a’s model [5] is a detailed behaviora intervention
technology (BIT) design model. It provides a step-by-step
conceptual and technological framework that ensuresthe product
isdesigned to be both useful and usable, while keeping in mind
the clinical aim. The model is able to provide clear definitions
and establish a common language for all parties involved in
eHealth intervention development. For example, the model
defines 5 questions that developers should answer when
designing Bl Tsor eHealth interventions: (1) “why,” theclinical
aim; (2) “conceptua how,” the behavior change strategies used;
(3) “what,” the technical elements of the intervention (eg,
notifications); (4) “technical how,” the characteristics of the
various elements (eg, medium, persondization); and (5) “when,”
the time when the intervention should be delivered.

These model s emphasi ze theimportance of relating the product
design to the clinica context—a factor that we find to be
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particularly relevant in the mental and behavioral health
domains. At the sametime, these model s view the product from
the devel oper’s perspective, which makesit difficult for aperson
external to the development process to evaluate the product
without having to trace the devel oper’sand designer’ sintentions.
Inlight of this drawback, we suggest that health care providers
can use a global approach for evaluating a product as awhole,
while taking the clinical context into account.

Heuristic Evaluation of eHealth I nterventions

In contrast to these eHealth intervention development
frameworks, heuristic evaluation is a method that has been
broadly researched and used for assessing eHealth and
technology products, particularly in terms of identifying
problemswith user interface usability [10]. Heuristics are broad
principles of product design that can beinspected by evaluators
prior to empirical testing. Heuristic evaluations can be
implemented widely and transferred easily to new organizational
contexts [11]. The advantage of heuristic evaluation is that it
enablesthe cost-efficient identification of design problems[12],
which is valuable in situations where time or budgetary
resources are limited [11].

Kientz and colleagues [13] developed a set of 10 heuristics
intended to find design problems in persuasive technologies
aimed at health behavior change. Kientz's heuristics relate not
only to user interface usability (eg, “appropriate functionality,”
“usable design”), but also to some aspects of the design that
engage the user in the therapeutic process such as “use of
positive motivation strategies” Kientz et a compared the
performance of these heuristics to that of Nielsen’s heuristics
[14] and demonstrated the effectiveness of their heuristics in
uncovering the main design problems in the domain of
persuasive health technologies. Kientz's heuristics revea the
need to take the user’semotional perspectiveinto account when
evaluating the product’s ability to change user behavior.

App rating systems can also inform the heuristic evaluation of
eHealth interventions, since the subscales reflect the scholarly
understanding of relevant issues. PsyberGuide[15] isa system
through which experts from the clinical and research field can
rate mental health apps and software. The rating scale consists
of subscales based on the extent of empirical research and
support associated with the product. Another rating system was
introduced by the Anxiety and Depression Association of
Americafor rating anxiety-related apps[16,17]. Therating scale
includes dimensions such as ease of use (ie, usahility),
personalization, and empirical evidence. Most recently,
Stoyanov et a [18] developed the Mobile Apps Rating Scale
(MARS) for health and well-being based on the quality rating
criteria found in the research literature. MARS provides a
detailed framework for rating apps according to their
engagement, functionality, aesthetics, information quality, and
subjective quality. Another notable initiative in this domain is
JMIR mHealth peer-review tool for mobile apps. IMIR mHealth
aims to build a database of peer-reviewed and evaluated apps
and then to use this data to identify important domains within
the evaluation of mobile health applications[19].

Thisstream of literature highlightsthe need to devel op agreater
understanding of the core components of eHealth interventions
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and provides a framework for researchers to discuss and
compare different products. While these efforts have been
advancing the science rapidly, there has been little focus on
establishing principles for product evaluation in terms of the
clinical context and the patient’s experience of the therapeutic
process.

Issues related to the therapeutic process have often been
overlooked in the evaluation process because they are thought
to be inherent in eHealth intervention design models and
application development. However, being able to evaluate
eHealth interventions targeting behavioral and mental healthiin
terms of the patient’s needs within the therapeutic process could
contribute to the establishment of standards that eHealth
interventionswould haveto meet prior to empirical examination.
Below, we review the core evaluation principles that we found
to be helpful in understanding the potentia of eHealth
interventions with regard to the clinical context. The primary
aim of this paper is to describe these general principles for
evaluating eHealth interventions as afirst step within a process
that demands rigoroustesting of these heuristics acrossanumber
of contexts, using multiple eHealth products.

Praocess for Defining Heuristics

Theinitial processfor defining the most relevant heuristicswas
composed of severa steps. First, the study authors defined an
overarching framework for defining heuristics. Second, the
authorsreviewed covered literature, heuristics, and rating scales
within the behavioral health domain. Within the overarching
framework, they discussed whether an evaluation principlethat
corresponds with the patient’s clinical context is missing and
can contribute to the evaluation process of new technologies
(see Textbox 1 for alist of reviewed heuristics, principles, and
authors’ comments). Then a group of 4 scholars was gathered.
The group consisted of 3 psychologists (including the study
co-authors) with experience in user-centered design and
evaluation and 1 psychiatrist with experience in managing both
health care clinics and research projects on technol ogy-assisted
interventions in behavioral health. The group reviewed and
discussed the gathered principles, made modifications, and
combined similar principles until reaching consensus. Finally,
the authors provided a detailed examination of the MyFitnessPal
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app using the set of articulated heuristics. In the subsequent
section, we outline our overarching framework articulated for
defining heuristics.

Overarching Framework for Defining Heuristics

Evaluating the Potential Success of eHealth
I nterventions from the Therapeutic Perspective

This paper relates to the context of the patient’s needs from a
clinical point of view. While there is overlap between the
literature in several areas (eg, usability), we have attempted to
explain these overlapping concepts within the context of the
therapeutic process. Accordingly, we have found it useful to
treat the relation between the product’s usability and its
therapeutic potential as the relation between a measure's
reliability and its validity [20], wherein usability is compared
to reliability and therapeutic potential to validity. In effect, a
product can be usable without exhibiting any therapeutic
potential, but it cannot have therapeutic potential without being
usable. On the same note, we relate to heuristics and principles
reviewed within the study scope (Textbox 1) as a starting point
for the process of evaluating the therapeutic potential, whereas
a product that does not answer, for example, safety or quality
of information concerns [21] cannot hold a strong therapeutic
potential.

Examining the Product as a Whole

One of the desired outcomes of heuristic evaluationisto be able
to examine products in a short amount of time, and in a way
that is easy to communicate and transfer to others [11].
Therefore, it is important to examine the product as a whole,
rather than breaking it down into smaller pieces. Indeed,
understanding the gestalt of eHealth interventions is rarely
discussed in the literature; prior research has tried to separate
component parts according to their therapeutic mechanisms,
instead of eval uating the phenomenol ogical experience of using
the product. Similarly, since many eHealth interventions attempt
to address complex problems, such as depression,
self-management of chronic illnesses, and addiction [5], we
recognize that there must be room for creativity in product
design. Such creativity can only be engaged, however, when
the heuristics reflect broader principles for product evaluation.
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Textbox 1. List of established Heuristics/Principles based on covered literature.

Comments regarding missing evaluation principles are provided in the section following the textbox. The same heuristic/principle may appear under
more than 1 subject.

1. Usability/Ease of Use/Functionality

2. Aesthetics

3. Safety

4. Content

5. Engagement

6. Persuasive Design

Visibility of system status

Match between system and the real world

User control and freedom

Consistency and standards

Error prevention

Recognition rather than recall

Burden and effort reduction

Flexibility and efficiency of use

Aesthetic and minimalist design

Help users recognize, diagnose, and recover from errors

Help and documentation

Not irritating or embarrassing (eg, the technology should not inaccurately record or misrepresent the user’s behavior)
Appropriate functionality

Appropriate time and place of information, feedback, and assistance

Easy to use

Aesthetically appealing design
Appropriate design for the target audience

User’s privacy is appropriately protected
Datais secured

The content is based on evidence-based principles and provides reliable information

The content is clear, logical, and correct

The content is based on evidence-based principles and provides reliable information (eg, based on behavioral activation, etc)
The content provides the tools or methods to accomplish its purpose

The extent of content covered is comprehensive but concise

The content istailored

Entertaining
Interesting
Customized/tailored
Interactive

Relevant to target audience

Moativate

Educate users about the connection between user actions and desired outcomes: While the connection between user actions and desired outcomes
is stated, the relation between this connection and the adherence to the therapeutic process should also be explicitly stated when examining the
product within the clinical context.
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«  Sufficient motivation and triggers to promote desired behaviors

7. Research Evidence (thisinformation is not gained from direct examination of the product)

«  Datafrom pilots, open studies, and randomized controlled trials

«  Thecredibility of the organization that administered the research

8. Owners Credibility (thisinformation is not gained from direct examination of the product)

«  Theapp comes from alegitimate source

«  Product has an advisory board with clinical-thought leader input

The usability principle (“ Usability/Ease of Use/Functionality”
in Textbox 1) should relate to the evolving nature of the user’s
expectation as technology evolves all the time. From the user
perspective, is there a benchmark to understand their evolving
expectations regarding product usability? Thisbenchmark could
support the reviewer in the understanding of the patient’s
changing expectations. If the relation between the technology
and the clinical context in which it is being used is not clearly
stated, it may affect the user needsin terms of content covered,
reasons to use it, and impact the product’s applicability to be
perceived as engaging and persuasive (see “Content,’
“Engagement,” and “Persuasive Design” in Textbox 1). While
relating to the question of meeting the product’s clinical aim,
using different heuristics to examine content, engagement, and
persuasive design may miss the gestalt of the intervention. It
can berelated to, after examining all other heuristics, by asking
whether the product provides a strong case for reaching the
desired clinical aim (see “Content” “Engagement,” and
“Persuasive Design” in Textbox 1). The direct impact of
products in promoting desired therapeutic activities by making
it“easier” to conduct them (ie, lowering theinvestment required
for conducting these activities) should be explicitly stated and
evaluated (see “Persuasive Design” in Textbox 1).

Design That Nurtures Users' Motivation

We assume that the user’s motivation to engage with the
computer program and to comply with the intervention increases
the chances of achieving behavioral change, especially when
the product concentrates on behaviors the user finds difficult
[8]. User motivation can aso help in eHeath program
adherence, even when the program is not tailored to meet the
user’s needs. Therefore, all of the heuristics we list below
consider how design can nurture the user's motivation by
relating the product’s ability to provide a suitable user
experience to the user’s therapeutic needs, beliefs, desires, and
intentions.

http://mental .jmir.org/2016/1/e5/

Definitions
Features: Tools and components of the eHealth interventions

that are being used to deliver the intervention (eg, assessments
and psychoeducation ingredients).

Product usability: The extent to which the product is easy for
the average user to learn and to use.

Heuristics

The Product Should Be as Easy to Use as Productsin
Similar Settings.

The product usability and ease of use have been described as a
significant factor within the evaluation process in the covered
literature [11,13,18]. Kientz and colleagues [13], for example,
related appropriate functionality to the product, stating that:
“The technology should function effectively in the user's
environment by being easy to use and integrate into one’s daily
lifeand routine.” From the provider’s perspective, we focus on
the user’s needs and expectations, which are based on available
productsin similar settings. We believe that users' expectations
aremostly general and not defined by the product’sdomain (eg,
entertainment, education, social media). In effect, productsthat
are in general use set the user’s expectations of other similar
products.

Asan example, atool providing breathing exercises (as part of
a stress reduction feature) that consists of a text message
explaining a breathing technique and asking users to do this
exercise will probably result in poor cooperation. A breathing
tool (Figure 1) that consists of (1) abar that shrinks and expands,
(2) an audio-recorded voice that directs the user throughout the
exercise, and (3) the ability to adjust the time of the breathing
cycle (ie, different people have different breathing cycles) will
probably result in ahigher level of user engagement.
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Figure 1. Breathe2Relax screenshots.
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TheeHealth I ntervention Should Respond to the User’s
Needs with Respect to the Specific Clinical Setting

While fundamental principles of eHealth interventions' design
processexplicitly relateto the clinical setting by addressing the
clinical aim [5] and the user’s current mental state [8], it seems
that sets of heuristic evaluation and rating systems [13,15,18]
do not explicitly relate to the user’'s needs as a derivative of the
clinical setting. This gap can be filled by relating within the
evaluation process to the implication of the clinical setting on
the user’s therapeutic needs.

Below, we introduce as examples basic principles derived from
this perspective for a product meant to be used in 2 different
clinical settings: without a clinician support (ie, standalone) or
to complement the clinician’s work (ie, as a supplement to

therapy).

Standalone: As the user has to work through the therapeutic
process alone without external guidance, it seemsthat he or she
might benefit from:

1. A workflow that is tunneled, simple to understand, and
includes tutorials, where applicable;

2. Ways to nurture and reinforce their inner motivation and
to adapt over timeto fluctuating and changing motivations,

3. Theahility to receiverelevant referral for external resources
when needed.

A supplement to therapy: From the provider's perspective, a
product can be easily integrated and used as a supplement to
therapy when it meets the clinician’s standards by providing
tools, exercises, and psychoeducationin linewith theclinician’s
practice. The clinician should also have the flexibility to assign
different product features based on the patient’s current state
and be able to receive reports on the patient’s engagement with
the program.
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The eHealth I ntervention Should Make it Easier for
Usersto Engagein Therapeutic Activities by Providing
Them with the Relevant Tools“ In House”

EHealth interventions are part of atherapeutic intervention. As
such, they often include recommendationsto engagein activities
for atherapeutic gain. Fogg [8] suggeststhat thelower thelevel
of investment necessary for carrying out desired activities, the
higher the chances for these activities to occur. This notion is
congruent with studies in the behavioral health domain
demonstrating that availability and accessibility of services
promotestheir utilization [22-27]. We thus suggest that eHealth
interventions should al so be eval uated by their ability to promote
desired behaviors by providing tools that decrease the
investment needed for these behaviors to occur.

Some examplesfrom the mental and behavioral health domains
are

1. A suggestion to socialy engage with other people might
benefit from including features such as. (1) in-house
engagement options (eg, aclick button that makesiit easier
to send an email or make acall); (2) reminders to perform
the desired activity, if applicable (eg, automatic pop-up
reminders on the mobile screen); and/or (3) alist of modeled
narratives to choose from and customize.

2. A cognitive behavioral treatment (CBT) app that promotes
the documentation of unhealthy thoughts might benefit
from providing the user with a documentation tool.

The eHealth | nterventions Should Provide a Feasible
Therapeutic Pathway to Growth

Relating to the product’s clinical aim and how it is met is a
crucia part of the eHealth product design process [5,6,8] and
evaluation processes of eHealth interventions. Stoyanov et al
[18] examine whether the mobile app has specific, measurable,
and achievable goals, and whether the content is relevant to
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meet the app’s goals. Kientz and colleagues [13] provide a
notabl e exception relating to the user motivation and experience
in this process stating that: “users should understand why the
actions they do promote positive behaviors and how their goals
are being met.”

From a clinician perspective, we suggest addressing these
principles under one umbrellathrough the concept of afeasible
therapeutic pathway to growth. Within the evaluation process,
this concept is meant to capture whether the product features
are built in a way that helps the product meet the eHealth
intervention goal from the perspectives of both health care
providers and patients:

1. The eHealth intervention features should reasonably help
the user meet the therapeutic goals. Scholars within the
relevant domain should be able to roughly evaluate (based
on experience and knowledge of evidence-based
interventions) whether the product’s features are sufficient
enough to meet its goals.

2. In order to benefit users’ adherence with the therapeutic
process, the technology should engage users by providing

Figure 2. Heuristic evaluation process.

the specific clinical setting

clinical aim?

v

MyFitnessPal asan Example

To further elaborate on each heuristic, we use the example of
the MyFitnessPal (MFP) app previously examined by Mohr et
al [5]. MFP is amabile phone and computer application that is
free to download; is available for iOS, Android, and Windows
operating systems; and used by more than 40 million users[28].
Theclinical goal of MFP isto promote weight loss by reducing
caloric intake and increasing physical activity.

to growth?
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a connection between their actions and therapeutic goals.
This might be accomplished if the features are integrated
in away that hel psthe user to understand hisor her current
state and how to use each feature on the pathway to growth.

Evaluation Process

The heuristics have been presented in the order we believe is
most useful for examining eHealth interventions (Figure 2).
Thefirst question iswhether the product “looksand feels” easy
to use (ie, is usable) in comparison to widely used products.
When examining the product’s usability, the evaluator learns
about the product and can consider the extent to which it
correspondswith the clinical setting. These considerations allow
the evaluator to then look closer at the features, assessing
whether they are engaging and whether the necessary tools
accompany the features“in house.” One might argue that since
the “feasible therapeutic pathway to growth” heuristic is more
general than the preceding one, it should be examined earlier.
However, we have found it more useful to examinethe “feasible
therapeutic pathway to growth” heuristic only after examining
all of the product’s features and becoming familiar with them.

The product should be as easy to use as products in similar settings
Is it easy to use the features and the EHI as a whole?

The EHI design should respond to the user’s needs with respect to

Is the EHI design optimized for the relevant clinical setting?

The EHI should make it easier for users to engage in therapeutic
activities by providing them with the relevant tools “in house”
Do the tools promote proposed activities delivered in house?

The EHI should provide a feasible therapeutic pathway to growth
Do the features provided seem to reasonably support meeting the

Are the features integrated in a way that helps the user to understand
his or her current state and how to use each feature on the pathway

Since the aim of this paper is to provide guidance and clear
definitions regarding the relevant heuristics, we address each
heuristic in reviewing the app, aprocesswe conducted in March
2015. For practical purposes, we focused on the app’s ability
to promoteweight loss only in terms of reducing caloric intake.
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The Product Should Be as Easy to Use as Productsin
Similar Settings

The user’'s main investment in the MFP program is to provide
information about food consumed each day. The average user
of similar apps is used to utilizing search boxes to find the
relevant food in the app’s database. Many search boxesin other
programs also provide a word completion option, making it
easier to find the relevant searched-for item. The MFP app uses
several components that meet the average user’'s expectations
when it comesto adding therelevant food (Figure 3), including
(1) a search box that enables the user to find products related
to the search term (eg, the term “pasta’ provides severa

Figure 3. MyFitnessPal food-picking screenshots.
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The eHealth I nterventions Design Should Respond to
the User’s Needs with Respect to the Specific Clinical
Setting

While the MFP app is built to be used as a standal one product,
probably by asubclinical population, wewould like to consider
its applicability as a supplement to treatment for the purposes
of this study. While this app doesn’t seem to be designed to
replace clinicians' work with diagnosed patients, there are
certain features in the app that make it helpful as a supplement
to treatment that we would like to address. A certified dietitian
can recommend that apatient usethe app in order to easily track
the patient’s caloric intake. In this case, the app would become
asmart workbook, hel ping the patient to adhereto “the calories
watch” and would enable the dietitian to easily view past caloric
intake by examining the patient’s diary. While MFP can offer
a path of communication between the patient and the dietitian
through the “friend” feature (ie, the patient addsthe dietitian as
afriendintheapp), it isnot designed to meet this need. For this
product to be optimized as a supplement to therapy, its design
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common pastadish options), (2) an optionto chooseitemsfrom
a “recent foods’ list composed of previously reported foods,
and (3) an option to use a word-completion function (this
function is device-dependent; applicable for the iOS version of
the app at the time of examination). Another available way to
find the caloric and nutritional information for food consumed
is scanning the product’s bar code into the app and clicking the
relevant button on the mobile screen. While it would not be
considered asastandard function by usersof all ages, webelieve
the bar-code scanner meets the expectations of young and
tech-savvy users. Based on these functions, it seems that the
MFP app looks and feels easy to use (ie, usable) and offers
features that meet the standards of the average user.
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should include ongoing automated reports and alerts sent to a
designated dietitian and provide established communication
pathways between the dietitian and the patient (including a
feature that enablesthe dietitian to set goalsand rewardstailored
to the patient). Thesefeatures also add an el ement of supportive
accountability [29], which is especially important with
higher-burden behaviors, such asfood logging, and any reactive
data entry by the end user.

The eHealth I ntervention Should Make it Easier for
Usersto Engage in Therapeutic Activities by Providing
Them with the Relevant Tools“ In House”

Generally, the program design provides the relevant tools to
carry out almost every activity it recommends and to minimize
the investment needed from the user. MFP provides the user
with the ability to easily find the nutritional value of each food
and to receive summary reports. It enables the user to easily
share accomplishments with friends using Facebook, phone
contacts, or email. It provides live community forums and
groups that users can join, which are managed within the
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application. The program also provides healthy recipes with a
designated space to save the recipes.

The eHealth | ntervention Should Provide a Feasible
Therapeutic Pathway to Growth

Theapp includes many relevant featuresto promoteweight loss
by reducing caloric intake. The main featureisthe feedback the
user receives, which providesaclear call for action by indicating
how many caloriesthe user can consume for therest of the day.
Other featuresinclude nutritional summaries, recipe collections,
community (eg, blogs and newsfeeds sharing ideas and thoughts
about healthy living), goal setting, and social engagement. In
light of these features, it seems reasonable that the product
enables usersto watch their diet and adjust their caloric intake.

Whilethe product provides most of itsfeatures as separate tools
and does not offer comprehensive guidance asto how and when
to use them, there are severa elementsthat makeit clear for the
user. Certain featuresin the product seem to be moreimportant
and therefore receive a more prominent spot in the product’s

Figure 4. Navigation between MyFitnessPal features.
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graphical user interface. The main features are the calorie
consumption assessment and summary report presented on the
main page (Figure 4). In addition, there are automatic reminders
prompting the user to compl ete the assessment. Data components
that need to be collected (eg, food, water) throughout the day
are accessible by clicking the “+” button at the bottom of the
screen, while pressing the “more” button reveals all other
features.

Thisapproach relies on several factors. First, the most important
features are the calorie consumption assessments and the
accompanying report. Second, since the informed user may do
many different things to maintain or change a certain diet, the
app does not offer only 1 way to use the tools provided; rather,
it keeps all options open. Third, from the user’s perspective,
the pathway to growth is very clear: it depends on the user’s
ability to meet the set caloricintake goal (in relation to physical
activity). Thedaily feedback reflectsthe user’sgoal and pathway
to growth by providing the amount of calories he or she can
consume for the rest of the day.

Home Screen, the daily summary report
on top with an action item — “calories
o - o 4+ o o left”, integrating between physical activity

and calories consumed so far.

Pressing
“more”
enables the
s User to reach
all other
product
components
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Discussion

In this paper, we have described heuristic evaluation principles
and how they correspond to the patient’s clinical context in
order to outline an approach for identifying eHealth
interventionsthat are suitable for empirical examination within
the mental and behavioral health domains. We view this paper
as afirst step in a process aimed at establishing the minimum
standards that eHealth interventions should meet prior to their
empirical examination within care systems. While this list of
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heuristics should be viewed as a starting point, it has several
potential uses.

Principal Findings

When examining proposed eHealth interventions, these
heuristics can promote better communication between vendors
and care systems by turning the latter into educated consumers
who can define a product’s requirements and focus on user’s
needs from the health care providers' perspective.

While our main aim was to describe genera principles for
evaluating eHealth interventions, we believe that by outlining
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what is expected of these productsin the mental and behavioral
health domains, we have al so provided the basisfor devel oping
rating scales. Rating systems developers can thus examine
whether new scales that are formed based on the heuristics
articulated in this paper provide additional information about
the eHealth products compatibility to the clinical context.

Finally, these principles could provide common language for
discussing the general potential for eHealth interventions to
succeed within the clinical context. Therefore, they open the
door for academic researchers to communicate about eHealth
products and to assess whether certain interventions did not
succeed because of their product design. For example, if an app
aimed at treating depression as a standalone strategy does not
provide satisfactory outcomes, it could be because such
standalone technology is not effective for treating depression
or it could be that the developed eHealth intervention did not
meet the basic guidelines as set out in the heuristics. Being able
to discuss these matters could contribute to gaining a better
understanding of what works and achieving better outcomesin
innovative research projects.

Limitations

There are several limitations of the present work that should be
mentioned. First, the focus of this work was to describe
principles of eHealth intervention evaluation as a viewpoint.
As such, it did not include psychometric measures along with
case studies in order to establish its reliability and validity.
Future research should focus on being able to identify and
evaluate promising eHealth interventions and on investigating
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whether the clinical context perspective articulated in this paper
contributesto making better eval uations. Second, the principles
have been generalized in order to promote understanding and
discussion among eval uators and product owners, and to ensure
creativity in the design process. Therefore, whilethese heuristics
might be used to locate major flaws in eHealth intervention
products based on future research on that matter, it isimportant
to note that they are not meant to be used to identify and
compare nuanced differences between products. This kind of
use case will be applicable only by developing rating scales that
correspond to the articul ated principles. Finally, we focused on
the heuristics we found to be useful for evaluating productsin
terms of the therapeutic process. Future research should expand
on the current literature and examine whether there are more
heuristics that should be used in the evaluation process of
eHealth interventions.

Conclusions

This paper presents heuristic principles for evaluating eHealth
interventions targeting mental and behavioral health from the
perspective of the therapeutic process. While it is difficult to
evaluate the potential of technologies from this perspective, this
line of work may assist in establishing guidelines for product
evaluation that are unique to the behavioral and mental health
domains. These guidelines could help to set the bar higher for
product developers and to inform health care providers about
preferred eHealth intervention designs. We hope that this work
will encourage all relevant stakeholders to discuss this topic
further.
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Abstract

Background: The number of mental health apps (M Happs) developed and now available to smartphone users hasincreased in
recent years. MHapps and other technol ogy-based solutions have the potential to play an important part in the future of mental
health care; however, thereis no single guide for the development of evidence-based MHapps. Many currently available MHapps
lack features that would greatly improve their functionality, or include features that are not optimized. Furthermore, MHapp
developers rarely conduct or publish trial-based experimental validation of their apps. Indeed, a previous systematic review
revealed a complete lack of trial-based evidence for many of the hundreds of MHapps available.

Objective: To guide future MHapp development, a set of clear, practical, evidence-based recommendations is presented for
MHapp devel opers to create better, more rigorous apps.

Methods: A literature review was conducted, scrutinizing research across diverse fields, including mental health interventions,
preventative health, mobile health, and mobile app design.

Results: Sixteen recommendations were formulated. Evidence for each recommendation is discussed, and guidance on how
these recommendations might be integrated into the overall design of an MHapp is offered. Each recommendation israted on the
basis of the strength of associated evidence. It isimportant to design an MHapp using abehavioral plan and interactive framework
that encourages the user to engage with the app; thus, it may not be possible to incorporate al 16 recommendationsinto asingle
MHapp.

Conclusions: Randomized controlled trials are required to validate future MHapps and the principles upon which they are
designed, and to further investigate the recommendations presented in this review. Effective MHapps are required to help prevent
mental health problems and to ease the burden on health systems.

(JMIR Mental Health 2016;3(1):€7) doi:10.2196/mental.4984
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mobile phones, mental health; smartphones; apps, maobile apps; depression; anxiety; cognitive behavior therapy; cognitive
behavioral therapy; clinical psychology
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Introduction

A smartphone is an advanced mobile phone that functions as a
handheld computer capable of running software apps. Within
the last decade, smartphones have been integrated into the
personal, social, and occupational routines of a substantial
proportion of the global population. Over half of the population
in the United States owns a smartphone and 83% of these users
do not leave their homes without it [1]. Average users check
their phones as often as 150 times aday [ 2], which reflects how
smartphone apps can generate, reward, and maintain strong
habits involving their use [3,4]. Apps are also capable of
implementing behavior change interventions [5], which may
improve users physical health [6], such as through promotion
of physical exercise[7].

Over recent years, numerous mental health apps (MHapps) have
been developed and made available to smartphone users. These
apps am to improve mental health and well-being, ranging from
guiding mental illnessrecovery to encouraging beneficial habits
that improve emational health [8]. The demand for MHappsis
strong, as evidenced by a recent public survey that found that
76% of 525 respondents would be interested in using their
mobile phone for self-management and self-monitoring of
mental health if the service were free[9].

M Happs and other technol ogy-based sol utions have the potential
to play an important part in the future of mental health care[10],
making mental health support more accessible and reducing
barriers to help seeking [11]. Innovative solutions to
self-management of mental health issues are particularly
valuable, given that only a small fraction of people suffering
from mood or anxiety problems seek professional help [12].
Even when people are aware of their problems and are open to
seeking help, support is not aways easily accessible,
geographically, financialy, or socially [13].

Smartphones are not constrained by geography and are usually
used privately by one individual. This means that smartphone
apps can be extremely flexible and attractive to users,
empowered by the confidentiality of their engagement. Seeking
help by downloading and using an MHapp iswell suited to the
needs of young adults and other users with a high need for
autonomy [14]. Users also prefer self-help support materialsif
they aredelivered viaafamiliar medium[15], such asapersonal
smartphone. Smartphones apps are almost always accessible to
users, so they can be used in any context and in almost any
environment [16]. Using these apps, users can remind
themselvesthroughout the day of ongoing goals and motivations,
and be rewarded when they achieve goas[17].

However, many MHapps have not capitalized on the strengths
and capabilities of smartphones. Design principles that have
led to the huge success of many physical health and social
networking apps have not been utilized in the MHapp field.
Furthermore, evidence-based guidelines that have been
developed for other self-help mental health interventions have
not been applied to many MHapps. For example, many available
MHapps target specific disorders and label their users with a
diagnosis. Much research has suggested that thislabeling process
can be harmful and stigmatizing [18].

http://mental .jmir.org/2016/1/e7/
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There also appearsto bealack of appreciation for experimental
validation among MHapp devel opers. Donker et al [8] revealed
that thereisacompletelack of experimental evidencefor many
of the hundreds of MHapps available. Their systematic review
identified only 5 apps that had supporting evidence from
randomized controlled trials (RCTs). A search of the Appleand
Google app stores as of January 2014 reveal sthat none of these
RCT-supported appsis currently available to consumers.

For a mental health intervention to be effective, there must be
aprocess of rigorous experimental testing to guide devel opment
[19]. Appropriate theories of engagement and implementation
should also be consulted when introducing an evidence-based
intervention to the public [20]. However, such research is
currently lacking. A series of recommended principles based
on evidence and substantiated theories would be valuable in
guiding the development of future MHapps and future RCTSs.
A review of the literature highlights the numerous ways by
which the design, validation, and overal efficacy of MHapps
could be improved.

Methods

Thisreview aimsto provide a set of clear, sound, and practical
recommendations that MHapp developers can follow to create
better, more rigorous apps. As such, this review covers work
from a number of different research fields, including mental
health interventions, preventative health, mobile health, and
mobile app design. A review of currently available MHapps
was also necessary to gain aclearer idea of whereimprovements
can be made.

Databases such as Psycinfo, Scopus, and ProQuest were
consulted for peer-reviewed sources. Search termsincluded (but
were not restricted to) “ mhealth,” “anxiety,” “depression,” “help
seeking,” “self-help,” “self-guided,” *“smartphones” and
“gamification.” Articles published between March 1975 and
March 2015 were considered for inclusion. Meta-analyses and
systematic reviews were sought for each relevant area of
investigation. Several synoptic texts were also consulted to
guidefoundational understanding of theoretical conceptsrelating
to mobile apps and product design [3,5]. Sources were excluded
from the review if they did not relate directly to mental health
or computerized health interventions. Because this was not a
systematic review, and as such was not based on asingle search
of the literature, the specific number of articles found and
excluded was not tracked. Furthermore, multiple searcheswere
used to explore the concepts and formul ate the recommendations
presented. The lead author (DB) conducted these searches and
formulated the basic recommendations. The secondary authors
provided individual feedback on the review, suggested sources,
and guided further searches that the lead author undertook.

Most research into mobile health has focused on validating
single entrepreneurial apps, rather than pursuing rigorous RCTs
to validate principlesthat can guide devel opment of future apps
[21]. Because of the infancy of the field, the recommendations
presented in the results of this review have not been rigorously
validated by RCTs in an MHapp setting. Instead, each
recommendation should be treated as a guide for both
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development of MHapps and future research. Each
recommendation could well be the target of afuture RCT.

Currently Available Apps

The recommendations explored in this review should be
considered in the context of the existing range of MHapps
available. The suggested recommendations are as follows: (1)
cognitive behavioural therapy based; (2) address both anxiety
and low mood; (3) designed for use by nonclinical populations;
(4) automated tailoring; (5) reporting of thoughts, feelings, or
behaviors, (6) recommend activities, (7) mental health
information; (8) real-time engagement; (9) activities explicitly
linked to specific reported mood problems; (10) encourage
nontechnol ogy-based activities; (11) gamification and intrinsic
motivation to engage; (12) log of past app use; (13) reminders
to engage; (14) simple and intuitive interface and interactions;
(15) linksto crisis support services; (16) experimental trialsto
establish efficacy. Thisis a recommended direction for future
research. To demonstrate the necessity of such afuture review
or some form of accreditation system to ensure the quality of
health care apps[22], thelead author conducted a brief overview
of the range of currently available MHapps via a series of
preliminary searches of theiTunes App Store. The search terms
used included “anxiety,” “depression,” “low mood,” “mental
health,” “therapy,” “relaxation,” and “ self-help.” Inspection and
use of the apps found in these searches revealed some major
gaps in their capabilities when compared with the
recommendations of this review. Table 1 compares a selection
of these apps across the recommended features discussed in this
review.

Results

The recommendationsformulated by thisreview of theliterature
are summarized in the following section. Recommendations
1-7 have been chiefly extrapolated from the mental health
literature, and Recommendations 8-14 have originsin research
on user engagement and designing apps for behavior change.
Recommendations 15 and 16 are recommendations specifically
related to MHapps.

It may not be possible to build every single listed
recommendation into a single app. Rather, this list has been
compiled based on the available evidence to guide decisions
when embarking on an MHapp development project. Many
currently available MHapps lack features that would greatly
improve their functionality, or include features that are not
optimized. Thus, the purpose of this review is to collate a list
of easily followed recommendations to be used by developers
when creating future MHapps.

Some of these recommendations will be relevant to informing
both the interface design and the marketing of MHapps. It is
important to note that the marketing of an app istied to the way
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that users will interact with it [23], in the same way that
pretherapy expectations can influence engagement motivation
and hopefulness [24]. For example, if auser downloads an app
because its description on the app store lists “relaxation,” the
user will plan to use the app for relaxation purposes. When app
design is mentioned in the recommendations, this is inclusive
of an app’s marketing.

Recommendations

Cognitive Behavioral Therapy Based

Cognitive behavioral therapy (CBT) is atype of collaborative,
individualized, psychological treatment that is recognized as
the most supported approach to generate behavioral, cognitive,
and emctional adaption to a wide range of common
psychological problems [25]. The efficacy of CBT has been
supported by a comprehensive review of 106 meta-analyses
across different clinical groups[26]. Other meta-analyses have
found strong support for CBT as an effective treatment for a
huge range of psychological disorders, including depression
[27,28], generalized anxiety disorder [29], social anxiety [30],
health anxiety [31], panic disorder [32], posttraumatic stress
disorder [33], obsessive-compulsive disorder [34], phobias, and
anxiety disordersoverall [35]. Meta-anaytic evidencefor CBT
also extends to anger expression problems[36], insomnia[37],
pathological gambling [38], hoarding disorder [39], irritable
bowel syndrome [40], psychosis prevention [41], and
occupational stress[42].

Although CBT’smost researched applicationisasatherapeutic
technique delivered collaboratively by a trained clinician, its
principles have also been used as the foundation of many
self-help support measures. Using technology isacost-effective
way to enhance the efficiency of CBT treatment [43,44], and
rescarch has adready demonstrated that CBT-based
sel f-admini stered computerized interventions are successful for
improving depression and anxiety symptomatology in adults.
A meta-analysis of 49 RCTs revealed a significant medium
effect size (9=0.77, 95% CI 0.59-0.95) for computerized CBT
(CCBT) for depression and anxiety [45]. Another meta-analysis
of 22 RCTsfound an even greater effect size (g=0.88, 95% Cl
0.76-0.99) [46]. Similar findings for CCBT's efficacy have
emerged from meta-analysesthat have focused on anxiety [47],
depression [48], and its use with young people [49]. CCBT
interventions can be administered by a mobile device and still
retain their therapeutic validity [50]. RCTshave established the
efficacy of CBT-based interventions delivered via smartphone
apps that reduce depression [50], chronic pain [51], and social
anxiety disorder [52]. CBT-based features can al so be appealing
to users. In an analysis of features used on a smartphone app
for smoking cessation, 8 of the top 10 used featureswere CBT
based [53], such as progress tracking and journaling (see the
“Reporting of Thoughts, Feelings, or Behaviors® section).
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Table 1. Currently available iOS apps compared across recommended features.

App Recommended feature®

1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16
AnxietyCoach O O O ot O O O O O O O O O O O O
Behavioral Experiments ad O O ad a O O O a O ad O O ad a O
Breathe O O O O O O O O O O O O ¢ O O O
DBT Diary Card and SkillsCoach [ O O O 0 O O O O O O O o O 0 O
Depression Prevention ad g O ad g a ad ad g O ad g O ad g a
Happify O O O ob O O 0 O O O O O O O O O
HealthyHabits O O O O O O O O O O O O O O O O
HealthyMinds 0 O O g O O d O O g 0 O c g O O
HIAF 0 0 O a 0 0 O O O a 0 0 a 0 0
iCouch CBT O O O O 0 O O O O O O 0 O
icounselor’ o o o ©o ©o O©o o o pd O O o o o O
iMoodJourna O 0 0 a 0 0 a 0 0 a O 0 a 0 0
In Hand O O O O O O O O O O O O O O O
MindShift O 0 0 a 0 0 a 0 0 a O 0 a 0 0
MoodKit O O O O O O O O O O O O gc O O O
Moodlytics 0 O O g O O d O O g 0 O oc g O O
Moody Me 0 0 O a 0 0 0e O O a 0 0 oc a 0 0
Pacifica O 0 0 a 0 0 a 0 0 a O 0 0 a 0 0
Pocket CBT O O O O O O O O O O O O O O O O
SAM O 0 0 a 0 0 a 0 0 a O 0 0 a 0 0
Smiling Mind O O O O O O O O O O O O O O O O
Stress & Anxiety Companion g g O a g | ad g g a ad a O ad a a
SuperBetter O O O ot O O O O O O O O O O O O
ThinkHappy O O O O O O O O O O O O O O O O
What's Up? O O O O O O O
WorkOut 0 O O g d O g 0 c g
WorryTime 0 0 O a 0 0 O O O a 0 0 a 0 0

8See the “Currently Available Apps’ section for the 16 recommendations.
BNot usi ng automated processes.
“Default isfor reminders to be off.

dOnly because there are separate apps for separate problems, so each app recommends activities for that target problem.

€Accessible viaforums

fIncludes separate iCounselor: Depression; iCounselor: Anger; and iCounselor: Anxiety apps.

Although primarily applied in clinical contexts, CBT is also
fundamentally a prevention technique acting to prevent
psychological problems from precipitating or maintaining
clinical disorders[54-56]. Thismeansthat CBT-based M Happs
have the potential to be effective for managing both clinical and
subclinical psychological problems [57], provided that such
apps avoid using CBT-based techniques that are used for very
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specific clinical psychological problems, are marketed correctly,
and employ well-designed interfaces.

To ensure that an MHapp isindeed CBT based, it isimportant
to keep the core principles of CBT in mind. Mennin et a [58]
summarizethe unifying factorsthat underlieall CBT approaches
into three change principles. context engagement, attention
change, and cognitive change. Context engagement involves
training clientsin away that promotes more adaptive associative
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learning, which involves having them learn cuesfor threats and
rewardsthat are more reasonable and lead to better functioning
than existing cues. This includes CBT techniques that aim to
recondition maladaptive associations, such as exposure and
behavioral activation. The app SuperBetter [59] prescribes
“power-ups’ that may incorporate these techniques. Attention
change is the ability to focus attention adaptively on relevant,
nondistressing stimuli. Thisincludestherapeutic processes such
as attention training, acceptance or tolerance training, and
mindfulness. These techniques are employed in Smiling Mind
[60], and can be seen in the meditations displayed in Figure 1.
Finally, cognitive change is the ability to change one's
perspective on an event, which then affects the emotional
significance and meaning of that event [61]. This includes
metacognitive awareness and cognitive distancing, which are
promoted through therapeutic processes such as decentering or
defusion and cognitive reframing or reappraisal. An example
of this can befound in using the Thoughtstool in MoodKit [62],
as seen in Figure 2. If these three change principles are being
employed to some degree by an intervention, then it can claim
to be based on CBT’s core principles.

To employ these change principles effectively, a therapist and
client must develop a relationship that involves collaborative
empiricism (CE) [63]. CE refersto shared work between client
and practitioner to embed a hypothesis testing approach into
interventions [64]. CE empowers clients to explore their
behaviors and beliefs outside of therapy sessions using
between-session (homework) interventions[65]. A meta-anaysis
of studies that compared therapy with and without homework
found an effect size of d=0.48 in favor of using between-session
activities [66]. In the context of CBT-based MHapps, CE may
refer to how the app interacts with the user to complete
therapeutic tasks, and whether it does it in a collaborative,
Figure 1. Screenshot of Smiling Mind displaying meditations.
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experimentation-based way. This would ideally involve
encouraging users to develop their own hypotheses about what
may happen as a result of using the app or participating in
certain activities (seethe“ Recommend Activities’ section). An
app that embraces CE is Behavioral Experiments-CBT [67],
which affords users the ability to predict the outcomes of any
behavioral experiments they participate in. Behavioral
experiments are CBT-based challenges that individuals perform
to challenge their own beliefs about the negative outcomes of
various situations [68]. This process of comparing predictions
with actual outcomes can challenge unhelpful beliefs [69].

Self-determination theory (SDT) can aid in understanding CE's
benefitsin CBT [64]. SDT emphasizes the effects of autonomy
and mastery on intrinsic motivation [70]. Intrinsic motivation
isthe “prototypic manifestation of the human tendency toward
learning and creativity” [71]. Autonomy feeds this motivation
by affording individuals opportunities for self-direction and
choice [72], and fostering self-efficacy [73]. Self-efficacy and
afeeling of competency lead to a feeling of mastery, which is
an intrinsic reward and motivator in itself [74]. CE and
between-session activities promote autonomy and provide
opportunities for development of competence in behavioral,
emotional, or cognitive self-management. SDT can inform
MHapps on how to best engage users in CBT-based
interventions (ie, by intrinsically motivating them). Users will
be more motivated to engage with apps and products that
encourage autonomy, emphasize user choice, and allow
opportunities for building mastery. For example, SuperBetter
[59] employs SDT-based, game-based principlestointrinsically
motivate users to engage with the app and experience the
well-being-promoting effects of mastery (seethe” Gamification
and Intrinsic Motivation to Engage’ section).
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Figure 2. Screenshot of MoodKit displaying thought checker.
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Address Both Anxiety and Low Mood

Emotional disorders (eg, anxiety and depression) are by far the
most common psychological conditionsin the community, with
an estimated 20.9% of US citizens experiencing a major
depressive episode and 33.7% suffering from an anxiety disorder
at some point throughout their lives [75]. Emotional disorders
are also the most treatable [76], but help seeking for sufferers
isvery low [77]. Thereis strong supportive evidencefor CCBT
as an effective therapy for reducing symptoms of the most
common anxiety disorders and depression [45,46].

There is an extremely high comorbidity between anxiety and
depression [ 78], with 85% of people diagnosed with depression
problems a so suffering significant anxiety and 90% of people
diagnosed with anxiety disorders suffering significant depression
[79]. In Australia, 25% of al general practice patients have
comorbid depression and anxiety [80]; whereasin Great Britain,
half of all mental illness cases are mixed anxiety and depression
[81]. Thesetwo diagnoses share afew major underlying factors
[82]. This raises two important considerations for MHapp
self-help interventions. First, interventions designed for one
disorder are likely to have some efficacy for other emotional
disorders, and second, interventionsthat target shared underlying
factors across emotional disorders will be more efficacious.

Transdiagnostic CBT (TCBT) is an effective therapeutic
approach that targets the common underlying factors shared by
different psychological disorders. A meta-analysis of RCTs
found alarge effect size (standardized mean difference=-0.79,
95% CI -1.30 to —-0.27) for TCBT across different anxiety
disorders [83]. Furthermore, TCBT has been found to be
successful in treating depression [25]. Barlow et a’s [84]
Unified Protocol (UP) isarecent TCBT treatment that focuses
on monitoring and adj usting mal adaptive cognitive, behavioral,
and emotional reactions that underlie depression and anxiety
disorders. The UP has yielded very promising results across
various emotional disorders, reducing psychopathology [85]
and improving psychological well-being [86]. It is important
to note that TCBT protocols do not imply that all emotional
disorders can be treated effectively with the exact same
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techniques[87]. Thebasic structurefor treating different clinical
problems may be relatively uniform, but tailoring of
interventions is still essential (see the “Automated Tailoring”
section), and the structure of TCBT affords flexibility. For
example, the UP consists of four core modulesthat are designed
to (1) increase present-focused emotiona awareness, (2) increase
cognitive flexibility, (3) aid identification and prevention of
patterns of emotion avoidance and mal adaptive emotion-driven
behaviors, and (4) promote emotion-focused exposure [88].
This enables a prescriptive approach, whereby certain modules
can be focused on more than others, depending on the needs of
theclient or user [88]. An Internet-delivered TCBT intervention
called the Wellbeing Program used a structure of 8 lessons,
focusing on areas such as psychoeducation, thought-monitoring
strategies, behavioral activation, and graded exposure [57]. A
clinician guided users through the program and tailored the
delivery of each lesson to the user’s needs. An RCT supported
the efficacy of this intervention across depression and anxiety
disorders [57]. Although the Wellbeing Program was guided
by a clinician and not via automated processes, many other
self-guided CBT interventions use a transdiagnostic approach
to maximize efficiency and adaptability [89], particularly in an
automated | nternet-delivered context [90].

Despite the success of TCBT, many MHapps are designed for
thetreatment of specific disorders. Some apps are marketed for
anxiety and others for depression. Few apps acknowledge that
the underlying CBT principles guiding self-help interventions
for anxiety and mood problems are very similar; thus,
broadening the target group of the app can be beneficial for all
users. Combining treatments for both anxiety and depression
into a single app would aso reduce the commitment required
for engagement. Users could consolidate their investment within
asingle app, instead of dividing their effort and time engaging
with 2 separate apps (one for anxiety and the other for
depression).

Designed for Use by Nonclinical Populations

Many apps have been designed for use with populations who
have been diagnosed with a specific clinical disorder, from
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depression (eg, Optimism [91]) and anxiety (eg, SAM [92]) to
eating disorders (eg, Recovery Record [93]) and borderline
personality disorder (eg, DBT [Diaectical Behavior Therapy]
Diary Card and Skills Coach [94]). Some of these clinical
diagnosis apps are known to be effective for interventions [8],
but they do not capitalize on one of the major advantages of
smartphones: high accessibility. Smartphones are interwoven
into the routines of millions of people al over the world, the
majority of whom have not been diagnosed with a clinical
psychological disorder but do experience unpleasant
psychological distress from time to time. Targeting a specific
clinical population with an MHapp automatically excludes the
majority of smartphone ownersfrom using that app. By contrast,
an MHapp built for a population interested in the prevention of
emotional mental health problems increases the number of
eligibleand willing users. A meta-regression of 34 studiesfound
that self-help interventions were significantly more effective
when recruitment occurred in nonclinical settings (effect size
12=0.66) than in clinical settings (effect size 1°=0.22) [48]. The
field would therefore benefit from more MHapps with
preventative applications that are widely marketable, rigorous,
and effective.

An MHapp market saturated with clinical diagnosis apps also
has the potential to be harmful for help seekers. Userswho are
experiencing low-level symptoms of adisorder may feel labeled
by an app that assumes that they have aclinical diagnosis[95].
Self-stigma from this labeling can be harmful, lowering
self-esteem and self-efficacy [96]. Initiatives that acknowledge
the continuum of mental health and theimportance of well-being
promotion may reduce stigma and increase help seeking for
mental health problems[97]. Programs such as Opening Minds
[98] am to reduce mental illness stigma by adopting a
nonjudgmental, nondiagnostic, and nonclinical CBT-based
stance to mental heath problems. MHapps that focus on
nonclinical mental health, psychological well-being, or coping
abilities may therefore avoid the harmful effects of labeling
mental illness [99].

CBT isbuilt on the foundation that mental health isacontinuum
[89] and that supporting individualsin coping with nonclinical
psychologica distress can prevent symptoms from reaching
clinical significance [100]. Furthermore, CBT-based support
can help prevent relapse [101], expand an individua’s coping
skills repertoire [102], and assist individuals experiencing
psychological distress to avoid developing a clinical disorder
[103]. Building a CBT-based MHapp that acknowledges the
continuum of mental health can be used by both clinical and
nonclinical populations.

CBT treatment adopts aformul ation-based approach rather than
adiagnosis-based approach [54,104]; as such, adiagnosisisnot
necessary for support to be given. Formulation involves
exploring the predisposing, precipitating, perpetuating, and
protective factors connected to a psychological problem, and
then building these factors into a causa model [105].
Conversely, diagnosis relies on detection of symptoms and
fulfillment of criteriastatistically linked to aparticular disorder
[106]. In many cases, aformal diagnostic label isnot important
for informing real-world treatment, and it does not specify the
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causal factors contributing to an individua’s unique
psychological problems. Formulation is much more useful
because it can inform exactly which precipitating and
perpetuating factors are contributing to an individual’s unique
psychological problem, and which psychological techniques
can produce optimal solutions [107]. Hofmann [108] proposed
a cognitive behavioral approach for classifying clinical
psychological problems that avoids diagnostic labeling, which
is better at informing CBT-based support becauseit isbased on
formulation. MHapp developers are encouraged to explore
formulation-based approaches to CBT to inform the
development of CBT-based MHapps.

Designing MHappsfor nonclinical support may mean adopting
a preventative framework. There are generally three types of
preventative intervention: universal (ie, delivered to everyone
in the community), selective (ie, delivered to at-risk groups),
and indicated (ie, delivered to individuals with preclinical
symptoms) [109]. Theflexibility of MHapps meansthat asingle
app could theoretically adapt to any of these three intervention
models, providing a universal intervention as default, and
tailoring to aselective or indicated approach if auser’sresponses
suggest that they are at risk of a certain condition.

Some mobileinterventions that have been validated and trialed
experimentally were built for personal digital assistants (PDAS)
and not for modern smartphones [7,110]. This severely limits
their nonclinical use and introduces other barriers to routine
engagement that are not experienced by smartphone apps.
However, evidence and principles from PDA-based studies
should be considered when designing smartphone apps.

Automated Tailoring

An advantage of eHealth interventions over other self-help
interventions is their capacity for tailoring [90,111]. Tailoring
in this context refersto the adjustment of technology-delivered
self-help programs to suit the user’s needs, characteristics, and
comorbidities or case formulation [112]. Tailored CCBT
interventions have been shown to be more efficaciousthanrigid
self-help interventions across arange of depressive and anxiety
disorders[112-115].

Formulation-based tailoring improves the functionality of an
intervention and provides targeted solutions to a user's
psychological problems. There is a large range of different
self-help mental health interventions available, and selecting
the right intervention can be a challenging and overwhelming
process [15]. The complexity of choices can be simplified or
reduced by building an app capable of automated tailoring,
which combines elements of a large number of different
interventions and deploys them strategically depending on the
needs of individual users. A review of currently available
MHapps reveals, however, that many apps aim to provide a
service but do not service aneed [116]. For example, many apps
provide guided meditation, but do not guide users toward
meditation when they are feeling anxious. With tailoring, the
app can recommend users specific solutions to their specific
problems.

Automated tailoring requires the collection of datato identify
the needs of users and develop a functional analysis or case
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formulation. This can be achieved in three main ways. First,
self-report measures can be deployed to elicit in-depth responses
about symptoms and characteristics. Second, datafrom auser’'s
self-monitoring (see “Reporting of Thoughts, Feelings, and
Behaviors’ section) can be used to predict the types of
interventions that are well suited to an individual user. Third,
an app’s behavioral usage data can be used to predict which
features of that app a user is using most. If these second and
third data sources are correctly utilized, tailoring can be carried
out seamlessly, without any additional input from the user,
which decreases users required effort to use the app and thereby
increases app functionality [3].

CBT includes a very wide range of evidence-based techniques
that may be selectively employed by an MHapp depending on
automated tailoring data. For example, if data sources suggest
that the user is experiencing significant physiological arousal,
rather than overwhelming worry or other anxiety-related
problems, CBT techniques such as breathing rel axation may be
recommended over others, based on the available evidence
[117]. Ideally, these therapeutic techniques woul d be employed
by the MHapp that actually performs the automated tailoring,
but restrictions may mean that the MHapp must rely on referring
usersto other apps. Thisisnot ideal, asit may disrupt the user’s
engagement with the MHapp. However, if necessary, any
referrals should be based on a thorough review of the other
existing apps and their supporting evidence [116].

Reporting of Thoughts, Feelings, or Behaviors

Clients who record their own thoughts, feelings, and behaviors
as part of a CBT-based intervention are able to reflect on their
reports and exercise self-monitoring [118]. Self-monitoring is
acorefeature of many evidence-based psychological therapeutic
techniques, including CBT [119,120], mindfulness exercises
[121], emoction-focused therapy [122], DBT [123], and
acceptance and commitment therapy (ACT) [124].
Self-monitoring can be used to restructure mal adaptive anxiety
responses [125,126], challenge perpetuating factors of
depression [127], and sufficiently treat a small but significant
proportion of posttraumatic stress disorder sufferers[128,129].

Self-monitoring is particularly suitable for CBT-based
interventions that am to change behavior, with
self-monitoring-only treatment conditions showing benefitsfor
problem drinking [130] and sleep hygiene [131]. Furthermore,
self-monitoring is a feature of successful weight loss
interventions [132]. Encouraging MHapp users to report their
thoughts, feelings, or behaviors in an objective way should
therefore help promote accurate, beneficial self-monitoring.

Self-monitoring of mood can boost overall emotional
self-awareness (ESA) [133], which can in turn lead to
improvements in emotional self-regulation [134]. Emotional
self-regulationisvaluablefor individualsin preventing distress
from spiraling out of control and thereby culminatingin clinical
problems [135]. Poor emotional awareness is a common
underlying factor for both anxiety and depression [136]. The
ability to differentiate and understand personal emotions, an
integral process in ESA, is positively related to adaptive
regulation of emotions [137] and positive mental health
outcomes[138]. Self-reflection and insight correlate positively
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with levels of positive affect and the use of cognitive reappraisal,
and negatively with levels of negative affect and the use of
expressive suppression [139]. Explicit emotion labeling shares
neurocognitive mechanisms with implicit emotion regulation
ability, suggesting that increasing ESA through practicing
labeling of personal emotions will lead to improvements in
emotional regulation and adaptation [140].

Some self-monitoring interventions are limited by problems
related to recall biases. Self-reflection at the end of aday or in
a time and place removed from normal stressors can be
inaccurate [141]. One of the benefits of MHapps is that
smartphones are capable of ecological momentary assessment
(EMA) and experience sampling methods (ESM), which involve
measuring experiences and behavior inreal time [142]. MHapp
users can record self-monitoring dataon their smartphoneswhile
they are participating in their usual daily routines, undergoing
challenges, or directly experiencing stressors [143]. This can
help reduce bias in self-monitoring [141], thereby improving
the accuracy of users' reflections.

Increasing ESA should lead to greater help seeking, because
factors preventing help seeking include low emotiona
competence [144] and low self-awareness [77]. Using
technology for self-monitoring can increase help seeking,
particularly if thereisacapacity to contact health professionals
built in to the service [145] (see the “Links to Crisis Support
Services’ section).

Self-monitoring via traditional means might also be less
effective for very busy individuals who do not have thetimeto
complete monitoring entries [118]. MHapps can reduce
monitoring demands by automating some parts of the monitoring
process, such as shifting the burden of some of the more
administrative parts of self-monitoring (eg, entering dates and
times, formatting monitoring entries) from the user to the
smartphone [5]. Using smartphone apps also alows for more
frequent and broader opportunities for recording reflections,
such as while waiting or traveling on public transport.

Keeping al self-reports structured and objective can help users
report quickly and in a format that facilitates data analysis by
the MHapp. It may also reduce some of the barriers to
self-monitoring: for instance, some depressed clients may find
the demands of open-ended self-monitoring overwhelming,
whereas perfectionistic or obsessive clients may spend too much
time and effort on their monitoring [146]. MHapps with highly
structured reporting in a simple interface (see “Simple and
Intuitive Interface and Interactions’ section) may be able to
remedy this by limiting the amount of information necessary
for logs, simplifying the monitoring process, reducing the
demands on users, and increasing engagement in the app [5].

Several studies support the efficacy of using app-based
interventionsto increase ESA. Morris et al [147] developed an
app that prompted users to report their moods several times a
day. Usersreported increasesin their ESA, and upon reflection
of their ratings, some were able to recognize patterns of
dysfunction and interrupt these patterns through modification
of routines. Kauer et a [133] used a mobile phone
self-monitoring program to prompt users to report their
emotional state several times throughout the day. Participants
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who reported on their emotional state showed increased ESA
and decreased depressive symptoms compared with controls.
Both of these monitoring systems were, however, quite simple
and offered little constructive feedback to users about their
mood history. They were aso trialed on small samples of
individuals who had reported psychological distress. Thereiis,
therefore, a need to further investigate the impact of
smartphone-based mood reporting on ESA and associated mental
health outcomes, using an app that gives better feedback and is
relevant to nonclinical users.

The reporting required for self-monitoring can also enable
feedback and evaluation of therapeutic progress. In

Figure 3. Screenshot of MoodKit displaying mood chart.
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psychological therapy, therapeutic outcomes can be enhanced
by providing clients and clinicians with feedback concerning
treatment progress [148,149]. These positive effects have been
substantiated via a literature review [150] and a meta-analysis,
which found a notable effect size (d=0.10, 95% CI 0.01-0.19)
[151]. MHapps may be able to provide feedback by presenting
a user’'s own reporting data back to them, but reframed in
context with the user’s treatment goal. For example, the mood
feedback provided by MoodKit [62] can displayed as a chart,
as shown in Figure 3. This type of feedback-focused progress
tracking relates al so to gamification (see the “ Gamification and
Intrinsic Motivation to Engage’ section) and keeping a log of
past app engagement (see the “Log of Past App Use” section).

Mood Chart

Recommend Activities

CBT ams to engage clients in a range of activities that are
congruent with its core principles (ie, context engagement,
attention change, and cognitive change) [58]. This represents a
shift away from passive interventions toward ones that actively
engage clients. CBT-based activities that can be recommended
to MHapp users can be summarized into the following
categories: (1) exercise and direct mood improvement, (2)
behavioral activation, and (3) coping skills training.

Activities That Directly Enhance M ood | mprovement

A range of activities might target mood directly. For example,
it is well established that increasing physical activity and
promoting exercise can reduce depressive symptoms|[ 152-154]
and anxiety [155], and improve psychologica well-being
[156,157]. A meta-analysis of 39 RCTs examined the effects
of exercise on people diagnosed with amental illness, and found
large effect sizes for depressive symptoms (standardized mean
difference=0.80, 95% Cl 0.47-1.13) and schizophrenia
symptoms (standardized mean difference=1.0, 95% CI
0.37-1.64), and a moderate effect size for quality of life
(standardized mean difference=0.64, 95% CI 0.35-0.92) [158].
Effective smartphone apps that promote physical exercise have
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already been developed [7], but lack an explicit link to mental
health that mental-health-focused users may need to justify their
use. Motivating MHapp users to engage in physical exercise
can have a broad range of mental health benefits.

Another activity that has been directly linked to mood
improvement is music listening. Music can be a powerful tool
for evoking emotion [159]. Furthermore, relaxing music can
challenge emotional recall biases [160] and decrease anxiety
[161]. Over 68% of users listen to music on their smartphones
[1], and many users use music to reach specific emotional goals
[162,163]. An MHapp that includes music listening activities
could help users with emotional regulation.

Behavioral Activation

Behavioral activation (BA) isakey CBT techniquethat involves
encouraging individual sto engagein physiologically activating
and psychologically rewarding activities[164]. A meta-analysis
of 17 RCTs reported that BA for clinica depression
outperformed  control  conditions (standardized mean
difference=-0.70, 95% CI —1.00 to —0.39) and was as effective
as CBT-as-usua (standardized mean difference=0.08, 95% CI
-0.14 t0 0.30) [165]. There is aso evidence that BA can help
relieve anxiety [166]. BA aims to (1) encourage the planning
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of activities and the setting of goals so that clients move away
from relying on mood-dependent behaviors; (2) break cycles
of avoidance behavior; and (3) devel op skillsthat focus attention
on the present moment to enable engagement in activities and
associated experiences of pleasure [167]. Motivating MHapp
users to complete BA activities is therefore a simple and
effective way to improve mental heath and well-being
outcomes.

Inactivity perpetuates itself via a vicious cycle of low mood:
inactivity can lead to decreased opportunities to experience
pleasure or gain a sense of mastery, which in turn leads to an
increase in negative thinking. This leads to decreased mood,
which again leads to greater inactivity, and so forth [168]. BA
helps to break this cycle by scheduling activities and reducing
escape and avoidance behaviors [167]. Selecting activities that
involve mastery and promote positive feglings of self-worth is
recommended [ 168], as such activities can boost motivation via
factorsrelated to SDT aswell as self-efficacy [100]. Classifying
activities asroutine, pleasurable, or necessary can be useful, as
each has different motivations and benefitsto performing [169].
To maximize the likelihood that a recommended behavior will
actually be performed by a smartphone user, the behavioral
economics of the situation need to be considered [5].

Using aframework such as Fogg's[170] behavior model, which
has been specifically designed with app usersin mind, can help
in the selection of short, tangible, and universal activities that
will maximize user engagement. Fogg's behavior model states
that three factors determine the likelihood of a target behavior
occurring: behavior triggers, elements of motivation, and
elements of simplicity. Most relevant to selecting BA activities
areelements of simplicity, which affect auser’sability to easily
perform the behavior, and include factors such as time, money,
physical effort, mental effort, social deviance, and routine.
Feedback and self-reflection (see the “Reporting of Thoughts,
Feelings, or Behaviors’ section) can be an important part of
behavioral activation [169]. An app that promotes reflective
learning by encouraging an activity and then prompting
reflection on the experience immediately after can promote
self-discovery [171].

Coping Skills Training

Coping skills training is the most direct way of improving
self-efficacy [172,173]. Coping self-efficacy (CSE) isatype of
self-efficacy reflecting an individua’s perceived ability to
effectively cope with adversity and distress [174]. Individuals
with high CSE have confidence in their ability to cope with
adversity [175] and engage in more active coping strategies
[176]. Having greater CSE is associated with better mental
health outcomes, including lower likelihoods of depression
[177] and anxiety [174], lower overall psychological distress
[178-180], and greater psychological thriving [181].
Furthermore, CSE can decrease the negative effect of stressful
events on physical health [182]. The greater an individua's
CSE, thelesslikely they will also beto avoid anxiety-provoking
situations[174]. Avoidance plays akey rolein the devel opment
of anxiety, depression, and many other psychological disorders
[183], so interventions that boost CSE by encouraging
participation in psychologically beneficial activities will both
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reduce day-to-day distress and help prevent disorders from
developing.

The development of coping skills is a central component in
CBT-based practices, and such skills can help clients reduce
distress that can trigger problematic maintenance cycles
[54,100,104,184]. For example, acore exercisein the treatment
of anxiety is the development of relaxation skills, and a
meta-analysis of 27 RCTs found a medium to large effect size
for relaxation training on anxiety (d=0.57, 95% CI 0.52-0.68)
[117]. Relaxation training not only develops skills to reduce
physiological arousal, but also builds sef-efficacy and
confidencein coping ability [185,186]. CBT for depression also
involves exploration of activities that can reduce distress and
improve self-efficacy [187,188]. Research in positive
psychology stresses that development of a coping skills
repertoire is not only beneficial for those vulnerable to anxiety
or depression, but also important for individuals to function
well emationally and achievetheir full potential [189]. Offering
arange of different strategies and thereby allowing a client to
choose which one fits them best can boost self-efficacy and
perceived control [190,191]. Furthermore, according to SDT,
this choice and control can feed intrinsic motivation toward
self-improvement [70].

Unfortunately, there is currently a lack of technology-based
interventions designed to develop CSE in relation to mental
health. A comparison of 2 Web-based interventionsfor diabetes
management, one involving coping skillstraining and the other
focusing on education, showed that although both interventions
had a positive effect on diabetes self-efficacy, only the coping
skills (ie, active) intervention showed significant increases in
primary control coping behaviors and decreases in perceived
stress [192]. Other studies have found no advantage of coping
skills training over educationa interventions [193-195], but
none has investigated the impact of the type of rea-time
engagement that smartphone apps offer. Many of the coping
skills interventions investigated are limited to a series of
educational sessions about potential coping strategies. By
contrast, smartphone approaches to coping skills interventions
could motivate participants to try a number of different coping
strategies in real-time as they go about their lives and respond
to stressors. This high level of engagement and interactivity
couldyield substantial improvementsin CSE and psychological
well-being.

Mental Health I nformation

Psychoeducation, an integral part of CBT, presents clientswith
mental health information in an attempt to teach them about the
psychological processes underlying their distress and inform
them of resources availableto manageit [196]. A meta-analysis
of 25 RCTs reported that the “Coping with Depression”
psychoeducational intervention, developed by Lewinsohn et al
[197], was effective at treating depression, albeit with a small
effect size (d=0.28, 95% CI 0.18-0.38) [102]. Participants who
completed the preventative version of the intervention were
38% less likely to develop clinica depression [102].
Psychoeducation can also improve mental health outcomes on
a community-wide scale. A meta-analysis of 15 studies
concluded that the Mental Health First Aid program, devel oped
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by Kitchener and Jorm [198], improved participants knowledge
(Glass'sA=0.56, 95% CI 0.38-0.74), attitudes (Glass's A=0.28,
95% CI 0.22-0.35), and supportive behaviors (Glass's A=0.25,
95% CI 0.12-0.38) with regard to mental health [199].

MHappsarewell positioned to deliver psychoeducation, asthey
can engage users with a range of multimedia and audiovisual
tools to aid understanding of mental health concepts. A
meta-analysis of 4 RCTs reported a small effect size (d=0.20,
95% CI 0.01-0.40) for passive psychoeducation including brief
audiovisual sources and information presented viathe Internet,
demonstrating that even thisminimal form of psychoeducation
iseffective at reducing depressive symptoms and psychol ogical
distress [200]. Another meta-analysis of 19 studies found a
significant but small effect size of psychoeducation on stress
(standardized mean difference=0.27, 95% CI 0.14-0.40); in a
follow-up moderator analysis, this study showed that shorter
interventions were significantly more effective than werelonger
interventions (P<.05, B=—0.020, 95% CI -0.024 to -0.016)
[201]. Smartphones are well equipped to deliver this kind of
brief, passive psychoeducation, and MHapps can offer linksto
websites for more in-depth information where required [202].

Psychoeducation topicsthat have greater relevanceto theuser’s
reported problems are of greater use to the user, so MHapps
should tailor psychoeducation to individual users (see the
“Automated Tailoring” section) [111]. For example, if a user
reports feelings of anxiety, delivery of information about the
physiological responses of anxiety and their relationship with
thoughts and behaviors would be more appropriate than would
delivery of information about the physiological symptoms of
depression. Relevance and engagement may also be enhanced
by adopting a collaboratively empirical approach [64], whereby
users are encouraged to apply concepts learned through
psychoeducation to their own circumstances through hypothesis
testing. An app that engages users in a process of
experimentation-based  self-discovery may  enhance
psychoeducational outcomes.

Presenting mental health information and engaging individuals
in psychoeducation can lead to boostsin mental health literacy
(MHL) [203]. MHL hasbeen defined as*“knowledge and beliefs
about mental disorderswhich aid their recognition, management
or prevention” [204]. Greater MHL is associated with a
reduction in stigmatizing beliefs about those with mental illness
[205] and with greater and more appropriate help seeking
[144,206,207]. Known factors preventing young people from
seeking help for mental health issues include poor MHL,
preference for self-reliance in problem management, and
perceived stigma of mental illness[77].

Mental health information can also increase treatment
credibility, thereby motivating users to engage with a given
treatment [208], and can provide evidence-based justifications
for performing recommended activities (see the “Recommend
Activities’ section). Notably, users have atendency to perceive
health information on the Internet as being credible [209], so
thisraisesthe ethical imperative of ensuring that all information
isstrictly evidence based. Providing linksto sources of evidence
may satisfy the needs of scientifically minded users and mental
health experts. The wealth of mental health resources already
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avalable online [210,211] could be utilized by MHapps.
Improving MHL may simply be acase of providing easy access
to these resources through the app.

Christensen et a [212] compared 2 Web-based interventions
aimed at promoting menta health. BluePages, a psychoeducation
site, and MoodGYM, a self-guided CBT site, both led to
decreasesin users' depression symptoms. MoodGY M reduced
users dysfunctional thinking, whereas BluePages failed to do
this. However, BluePages improved users knowledge of
treatments for depression beyond what MoodGY M achieved.
This evidence suggests that both psychoeducation and
self-guided CBT interventions are needed to generate the most
substantial and stable gainsin mental health and well-being. A
successful app-based intervention would combine elements of
both psychoeducation and self-guided CBT.

Real-Time Engagement

The high engagement potential of smartphones meansthat users
areableto seek help for psychological challengesin the moment
they are experiencing them or soon after. MHappsthat have not
been designed to be used in real time will fail to capitalize on
valuable opportunities to engage with users.

Many CBT-based therapy programs utilize in vivo exposure
and between-session (homework) activities to help clients
resolve maladaptive anxiety responses in ecologically valid
settings [65,105]. The advantages of between-session
interventions are wide ranging [66] and have aready been
covered in this paper under Recommendation 1 “Cognitive
Behavioral Therapy Based.” Some therapy programs have even
utilized virtual redlity to harness the power of rea-time
engagement [213,214]. These interventions acknowledge the
benefits of engaging with clientsin real-world contextsin real
time.

The rationale behind real-time engagement includes basic
behavioral principlesof learning. It enhancesthe generalization
of learned skillsto new settings, and can encourage practice of
behaviors to maintain therapeutic gains [215]. Red-time
engagement opens up more opportunities for learning and
applying coping strategies in ecologically valid contexts. Of
the MHapps that aim to increase users coping abilities, few
utilize the real-time capabilities of smartphones [8,216]. Most
deliver long-running interventions designed to increase users
overal resilience or optimism, such as SuperBetter [59]. The
MHapps that do provide users with in vivo coping strategies,
such as Mindshift, are very clinically focused, which restricts
their reach (see the “Designed for Nonclinical, Nondiagnostic
Support” section). Engaging users to attempt coping strategies
in real time improves the functionality of the MHapp and
increases opportunities for learning.

Heron and Smyth [217] call health apps that use real-time
engagement “ecological momentary interventions,” and they
present evidence for the efficacy of such apps in psychosocial
applications. Depp et a [110] developed and trialed a mobile
intervention called PRISM that used real-time data to prompt
individualswith bipolar disorder to engage in self-management
behaviors. The results from this study were promising, but this
rather clinically focused intervention was built for PDAs rather
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than for smartphones, and therefore was unlikely to be as
unobtrusive in daily life as smartphone interventions.

Activities Explicitly Linked to Specific Reported Mood
Problems

Linking recommended activities to specific psychological
challenges hel pstrigger engagement with an intervention. Eyal
[3] emphasizes the need for successful apps to have triggers
that fulfill an immediate and obvious need, using the metaphor
of vitamins and painkillers. Vitamin-like products do not satisfy
immediate needs but are espoused as beneficial, whereas
painkiller-like products give usersimmediate benefits. MHapps
like SuperBetter [59] and Happify [218] require usersto engage
with the app regularly and encourage them to do so by reminding
them of the benefits offered by the app. However, the activities
recommended by these apps are not directly linked to any
specific mood problems that users may be experiencing. Using
specific problems as triggers can strengthen engagement [3]
and can help in the learning of targeted coping strategies.

Utilizing habit formation can be a very effective way of
guaranteeing repeated engagement with an app, which in the
case of MHapps, should lead to mental health benefits. Habits
arerepeated behaviorsthat aretriggered by cues[5]. To generate
a habit that involves using an MHapp, a cue must be selected
to associate with app use through the processes of conditioning
[3]. Using mood problems as cues can drive red-time
engagement (see the “Real-time Engagement” section). For
example, an MHapp that is designed to be used when a user is
feeling low or anxious is better suited to habit formation
processes than isan MHapp that offers no cuesfor engagement
and expects users to engage with it randomly throughout the
day. Habit formation will also be driven if an MHapp islinked
to activities that decrease psychological distress, increase
self-efficacy, or reward users in some other way [5].

Encourage Nontechnology-Based Activities

When designing interventions for smartphones, it may be
tempting to build the therapeutic activities into the app’s
interface. However, this goes against the ethos of CBT-based
practice, which emphasizes the important role of activities and
interventions outside of contact with a practitioner, computer
program, or self-help guide[120]. Encouraging usersto engage
in real-world activities, off the device they are using, respects
that ethos and fosters the environmentally valid application of
skills.

In this context, it is also of note that depression and lower
psychological well-being are correlated with Internet use,
especialy among introverts with low levels of social support
[219]. However, this role is moderated by the function of
Internet use—for instance, Internet use for communication has
been found to be related to lower levels of depression, whereas
Internet use for noncommunication purposes has been found to
be related to greater depression and social anxiety symptoms
[220]. Internet use and Internet addiction have also been
associated with social anxiety [221], and positive correlations
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have been found between avoidance coping and Internet use
[222,223]. This may also apply to Internet-enabled,
noncommuni cation-based mobile phone appsthat distract users
attention away from psychological challenges. Avoidance coping
has been shown to increase the likelihood of acute and chronic
life stressors and depressive symptoms over long periods[224].
Providing users with nontechnology-based activities helps to
balance MHapp-based technology use with positive behavior
change strategies and limits use of avoidance coping strategies.

Technology can allow greater multimodal learning by combining
text with spoken language, sounds, and graphicsthat are closer
representations of learning in an applied setting [225]. For
example, blended learning, which involves blending the use of
technology with applied learning in the classroom [226,227],
has been shown to deliver superior learning outcomes to
traditional teaching methods [228,229]. It has been
recommended that technology be used to enhance real-life
experiences, not replace them [230,231]. MHapps may therefore
harnessthe power of blended, multimodal methodsto effectively
enhance learning of real-world coping strategies.

Some available MHapps encourage users to engage in
nontechnol ogy-based activities. SuperBetter motivates usersto
engage in regular nontechnology-based resilience-building
activities [232]. Preliminary results from an RCT suggest that
SuperBetter is effective for reducing symptoms of depression
[233]: specifically, SuperBetter users experienced a reduction
in the equivalent of 5 symptoms of depression, and waitlist
participants experienced areduction in just 2.

Gamification and Intrinsic Motivation to Engage

The therapist plays an instrumental role in promoting clients’
motivation to engagein psychotherapy and undertake homework
activities[65]. Thismeansthat self-help CBT may be of limited
use if the user suffers from low motivation and volition, which
is common among those with mood disorders [234].
Gamification is a novel solution that may help counteract
problems with motivation and yield additional well-being
outcomes.

To “gamify” something does not mean to turn it into a digital
game. Gamification is instead the use of “game-based
mechanics, aesthetics, and game thinking to engage people,
motivate action, promote learning, and solve problems’ [17].
Many apps have employed the principles of gamification to
motivate usersto pursue various goals, but such goalsarelikely
to be most motivating if they originate from the usersthemselves
[235]. Gamification can enhance a user’s motivation to pursue
an existing goal, but it does not, in itself, create new goals for
users. These goals may require the formation of new routines,
and gamification excels at motivating people to repeat tasks
until new habits are formed [3]. Some examplesinclude Nike+
Running [236] and other fitnesstracking appsthat award points
for reaching fitness goal's, and Smiling Mind [60], which tallies
minutes spent meditating and awards badges for specific
meditation-related achievements, as seen in Figure 4.
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Figure 4. Screenshot of Smiling Mind displaying achievements.

ooooo Telstra =

= 5:20 PM

< Back

Welcome!

Happy Meditating

Bakker et a

@viu

Achievements

Mindfulness 101
Complete the first Meditation in

Mindfulness 101

Mindfulness 102
Complete the first Meditation in

Mindfulness 102

Mindfulness 103
Complete the first Meditation in

Mindfulness 104
Complete the first Meditation in
Mindfulness 104

Mindfulness 105

Games are abstracted, simplified versions of redlity, so
gamification can help users reduce reality’s complexity into a
more easily understood operating model [17]. This helps users
to quickly learn cause-and-effect inferences, without complex
extraneous factors detracting from their motivation to make
change. Gamification isalso based on the principle that making
something goa oriented can increase the positive feelings
associated with it and drive intrinsic motivation [232]. In this
context, gamification is an applied expression of the concepts
proposed by SDT [17] (seethe “Cognitive Behavioral Therapy
Based” section).

Gamification is a means of making intrinsic rewards more
obviousand tangible. Alternatereality games (ARGS) link online
or app-based events and achievementsto real-world ones[237].
By tracking and quantifying the progress of real-world goals,
users are able to reflect on their competency and experience
mastery. Gamification also helps to break larger, more abstract
goals down into smaller, more tangible and concrete tasks. For
example, if auser'sgoal isto build resilience and recover from
depression, the MHapp and ARG SuperBetter is able to break
that goal down into daily tasks of activating 3 power-ups,
battling 1 bad guy, and doing 3 quests [59]. Although many
regular el ectronic games are attractive because they are escapist
[238], ARGs are antiescapist, motivating users to deal with
real-world challenges and increasing the likelihood of them
obtaining intrinsic rewards.

Individuals tend to choose more challenging activities when
these activities are framed as games and imbued with intrinsic
motivation [239,240], and making activities goal-directed further
enhances enjoyment of their challenges [241]. When building
points and award systems for gamified solutions, it is best to
introduce users by awarding them some points or rewards on
sign-up or early on. The endowed progress effect means that
starting with some points rather than zero increases effort and
motivation to engage [242].

Although fun is the primary reward in electronic games,
self-efficacy isthe primary reward in well-structured gamified
solutions [235]. Gamification principles can amplify
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achievements by offering immediate reflections of intrinsic
rewards, thereby boosting self-efficacy. Badges, points, and
other gamification rewards remind usersthat they have achieved
something by quantifying their success and allowing users to
reflect on their own growth [232]. Even apparent failure can be
rewarding in a gamified environment, if the right animation or
interaction—namely, one that maintains the user’s feelings of
competency—is used [17].

One study found that the reward- and motivation-related
neurotransmitter dopamine was released during a simple,
goal-directed game-based task, presenting neurological evidence
for why game-based mechanics may yield positive well-being
effects [243]. A metaanalysis of 10 RCTs found that
€l ectronic-game-based depression interventions had amoderate
effect on depressive symptoms (d=-0.47, 95% CI -0.69 to
-0.24) [244].

Apps alow constant improvement through updates and
Web-delivered content [245], and this is very important for a
successful gamified solution. Not only should the gamified
structures be tweaked until users are being optimally engaged,
but also novel and untried features should be introduced to
motivate usersto maintain their engagement with the app. Apps
that sustain variability throughout use can maintain user interest
with the promise of new and interesting content [3].

Log of Past App Use

Gamification relies on users having the ability to record and
review their achievements. Thus, having a well-presented log
of past app use can potentialy raise intrinsic motivation and
increase users' investment in the app. Logs of past use can aso
enable automated tailoring (see the “Automated Tailoring”
section). If alog isbeing recorded for this purpose, then making
it accessible to the user should not present coding difficulties.

Narrativesin games can link discrete, seemingly unrelated tasks
[232]. Narrative framework embedded into an app’s use can
motivate usersto do small tasksto work toward an overall goal.
Using alog that provides userswith useful feedback about their
successes and challenges can provide this narrative framework.
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For example, many mental health boosting activities, such as
exercise, relaxation, and cognitive reframing, appear to be
unrelated. However, embedding them into a narrative that has
an end goal related to boosting mental health can help users
make sense of the tasks, thereby boosting users’ motivation to
achieve these goals.

Wilson's [246] story-editing technique can be applied to apps
to enhance engagement [5]. According to Wilson's theory,
reinterpretation of a self-narrative can affect future behavior.
Past failings can be reinterpreted as |earning opportunities, and
other actions can be framed as preparations for a specific goal.
Altering self-narrative in this way helps users see “themselves
as someone for whom the action isanatural, normal extension
of who they are” [5]. For example, fitness trackers and apps
that count a user’s steps, such as the Jawbone UP [247], show
users that they have already been exercising, but may need to
increase their level dlightly to achieve their goals.

The addition of more storyline-based game principles, such as
avatars with experience points, can further reinforce a sense of
narrative [17]. Avatars are characters within a game that are
representations of the user [248]. Bandura's [249] social
cognitive theory states that the relatability and similarity of a
model will increase the likelihood of alearned behavior being
performed. Fox and Bailenson [250] substantiated this in a
digital environment, with participants exercising more when
they were shown an exercising avatar that resembled them than
when the avatar did not resemblethem. Furthermore, userswho
are given taller avatars act more confidently and aggressively
than do those who are given shorter avatars, both virtually and
face-to-face[251,252]. Thisindicatesthat the narrative elements
used in agamified solution can translate to behavioral changes
in the real world. If users are capable of exercising autonomy
and customizing their avatars so that these avatars better
resemble users ideal state, the likelihood of behaviora
modification should be improved.

Importantly, users must also be aware of the cognitive or
behavioral work they have completed. Investment through labor
and work increases engagement and enjoyment [253].
Understood through SDT, this may be a reflection of a user’'s
desireto build competency and mastery [254]. Therefore, users
who can log the extent of their app use and receive feedback
on how much they have done or invested are more likely to
have greater, more enjoyable engagement with the app.

To maintain alog of app-based activity, users may haveto create
an account to synchronizetheir app progresswith aserver. This
would alow usersto use multiple devices and help them avoid
losing their progress if their app were deleted or they changed
devices. Many apps use a social networking site login, such as
Facebook, for easy account creation, but this can trigger
privacy-related anxieties in users [255], so it may be best to
avoid this when creating an MHapp that collects potentially
sensitive data. Other ethical and privacy concerns arise when
recording app data to a server [256], so the integrity of storage
sites should be thoroughly evaluated, especially with regard to
obtaining users’ informed permission to record and accesstheir
personal data[116].
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Remindersto Engage

Some of the most successful guided self-help Web-based
treatments for anxiety and depression use email or telephone
reminders to maintain user engagement [10]. Reminders can
increase adherence and reduce dropout from self-help CBT
interventions [24]. Push natifications are aerts that can be sent
viathe Internet to apps on mobile devices [257]. MHapps that
use push notifications are similar to Internet interventions that
use short message service (SMS) remindersin that they prompt
users throughout their day to engage in the intervention.
Previous studies have demonstrated that interventionswith SMS
reminders can be effective for diabetes management [258],
smoking cessation [259], and weight loss [260].

Although external triggers can be useful to remind users of an
app, too many annoying or interruptive reminders can lead to
disengagement. SDT stipulates that anything that quashes a
sense of autonomy, such as a series of insistent reminders, can
reduceintrinsic motivation to engage[71]. Eyal [3] distinguishes
internal and external triggers of engagement, extoling the
long-term benefits of the former over the latter. External triggers
may help to initiate the engagement processes, but internal
triggersare morereliable drivers of long-term habits. Eyal cites
the example of social image-sharing app Instagram, which uses
theinternal trigger “| want to share this experience with others.”
However, if Instagram reminded users every day to post an
image, it is likely that using it would soon be perceived as a
chore with no intrinsic reward.

Although some reminders can restrict a sense of autonomy,
others can encourage it. A recent meta-analysis of 42 studies
found that phrasesthat emphasize an individua’sright to refuse,
such as “But you are free to accept or refuse,” increase the
likelihood of people agreeing to requests, with an overall effect
sizeof r=0.13[261]. Externa reminders should be framed within
an SDT context to grant autonomy and respect intrinsic
motivators. Chaiken's [262] heuristic-systematic processing
theory can further inform the design of reminder
communications. Framing remindersto satisfy the commitment
and consistency, liking, authority, or scarcity heuristics can aid
user engagement [263].

Simple and Intuitive I nterface and | nteractions

The simplicity of a program’s interface and ease of navigation
significantly influence user perceptions of quality in Web-based
mental health interventions [264,265]. User satisfaction and
perceptions of credibility directly influence engagement and
therapeutic benefit [208]. Building an enjoyable app with good
graphic design and a dlick, intuitive, and satisfying interface is
necessary for an effective intervention [5,266]. Simplicity also
reducesthelikelihood of technical difficultiesthat may dissuade
users from engaging [267].

Fogg's behavior model (ie, the model of technology-based
behavior change[268] discussed in the* Recommend Activities’
section) emphasizes that simplicity reduces demands for
initiating behavior outcomes, and increases the likelihood of a
behavior occurring. A simpler interface decreases the ability
required to engage with the app, and increases the likelihood
of successful engagement [3].
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No-action default (or “opt out”) options have enormous
influence over the use of a product or service [269]. For
example, countriesthat have presumed consent organ donation
policies have 25-30% higher donation rates after all other factors
that influence rates are accounted for [270]. It has been argued
that making organ donation as the no-action default option for
Australian citizens could significantly raise donation rates and
save many lives [271]. No-action defaults both preserve
autonomous decision-making and influence behavior toward
goals [272], so MHapps are well positioned to capitalize on
these effects to guide users toward beneficial outcomes. App
settings should be customizable to allow for autonomous use
and tailoring, but come with recommended default options
preset. For example, the default option for reminders should be
set to “on,” and at afrequency that is not overwhelming for the
user (see the “Reminders to Engage and External Triggers”
section).

The language used in the delivery of a mental health
intervention, particularly aself-help intervention, can also have
a major impact on engagement [273]. The language needs to
be simple, concrete, confident, and hopeful for users to
understand and engage with interventions. Language should
also beinclusive of all sexua orientations and lifestyles [274]
and be nonclinical, nonpsychopathological, and nondiagnostic
to avoid stigma[57,99]. The literacy of intended users must be
considered, just as it is for different newspapers [275]. The
length of sentences and paragraphs is not only limited by the
congtraints of a smartphone screen, but also by the working
memory of users. Making information meaningful to users can
help its consolidation into memorable chunks, easing the
demands on memory [276]. Using illustrations, such as faces,
for emotions, can aso improve the efficiency of understanding
[277]. Decreasing load on memory isall the moreimportant for
users suffering from symptoms of depression or anxiety, which
can restrict working memory function [278].

Although keeping information simple is necessary for initial
understanding, enabling exploration of more in-depth
information is important to satisfy some users [202]. Building
afeaturesuch asa“learn more’ or “help” button into an MHapp
can enable users to access more information about certain
content or features. Furthermore, navigation around an app can
be key to maintaining a sense of autonomy and competency.
An app that limits a user’s freedom of navigation may be
frustrating and not intrinsically rewarding to use. Features such
as an ever-present button that navigates the user back to the
home screen can remedy this.

Linksto Crisis Support Services

Crisis support services are valuable resources for vulnerable
individuals undergoing acute psychological distress [279].
Suicidal calersto crisis hotlines experience significant decreases
in suicidality, hopelessness, and psychological pain [280].
Developing and utilizing these services has consequently
become a key area for promoting public mental health care
[281,282]. However, barriers to help seeking can prevent
troubled individuals from utilizing these supports.

Building links to crisis support services into MHapps may
overcome some of these barriers. Furthermore, an MHapp that
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recordsauser’smood (seethe* Reporting of Thoughts, Feelings,
or Behaviors’ section) may be able to unobtrusively detect
indicators of depressive episodes and prompt contact of the
relevant supports. Negative attitudes toward seeking help can
be a major barrier to engagement [77]. However, if an app
presents support optionsin an attractive and easy-to-access way,
accessing those supports is more likely to be perceived as
acceptable and appealing [269]. Lack of awareness of service
availability, or the nature of support offered, can also prevent
help seeking [203], as can the belief that support is rarely
available and will not help anyway [283]. An MHapp that
enables access to information about how support services
operate and how they can help could reduce these barriers.
According to the Fogg's behavior model [268], accessing crisis
support services through technology should be made
straightforward to reduce barriers to action and increase the
likelihood of service contact being made.

Importantly, Internet supports are preferred to telephone
helplines in some populations, including young people [284].
Organizations such as Lifeline have an online crisis support
chat facility [285], so where these are available, links should
be offered on mobile devices. Thereisalso growing support for
the effectiveness of online chat options [286], which may be
better suited to how some individuals who use digital devices
tend to communicate [287].

Experimental Trialsto Establish Efficacy

A major shortcoming of currently available MHappsisthe lack
of RCT evidence for their efficacy. Although many apps use
evidence-based frameworks, like CBT, only a handful have
been experimentally trialed. Donker et al [8] conducted a
systematic review of the literature, searching for evidence of
effective MHapps; only 8 papers were identified as providing
scientific support for MHapps, and in these papers, only 5
separate MHapps were described. Just 1 of these 5 was a
self-contained app, with the other 4 requiring input from a
mental health professional. Frustratingly for those who might
benefit from these apps, none of them is currently available on
the iOS or Android app stores.

This lack of controlled outcome research in the field is
unexpected, given the ease of collecting data using mobile and
Internet technologies [90]. Although validation of other
psychological  interventions requires time-consuming
assessments, MHapps are capable of reliably, quickly, and
automatically collecting amyriad of self-report and behavioral
usage data [288].

When starting with aproduct vision for an app, target outcomes
should be well defined in concrete, objective, and measurable
terms [5]. These overarching goals guide development and
enable a definition of success for the app. There are three main
types of data that can be used to assess the target outcomes of
MHapps: (1) assessment tools administered before and after a
set period of app use, (2) EMA techniquesto administer multiple
brief self-report questionnaires throughout app use, and (3) app
usage data. A thorough assessment of an MHapp should attempt
to use all three data sources.
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Assessment Tools Administered Before and After a Set
Period of App Use

Wendel [5] stresses that, where possible, target outcomes for
apps should avoid user “states of mind,” such as emotions and
other internal, psychological variables, asthese are problematic
to measure. However, the main goal of MHapps is to alter the
user’s state of mind. This means the tools used to measure the
MHapp'starget outcomes should be selected carefully, keeping
in mind the ease of administration via a smartphone, the ease
of integration into an MHapp's interface, the licensing of the
assessment tool, and the validity and reliability of the measure.

Outcome measures for MHapps should contain a suitable
assessment of emotional well-being and mental health. For
example, the 9-item Patient Health Questionnaire (PHQ-9) [289]
is a brief, self-administered, valid, and reliable measure with
88% specificity and 88% sensitivity for major depression. It is
licensed to be used freely, and existing apps have successfully
adapted it for a smartphone interface [290]. The 7-item
Generalized Anxiety Disorder scale (GAD-7) [291] isasimilar
measure for anxiety, and using both the PHQ-9 and GAD-7
together can give a balanced assessment of emotional
psychopathology [292]. To assess the languishing-flourishing
dimension of menta heath, the 14-Likert-item
Warwick-Edinburgh Mental Well-Being Scale could be used,
asitisabrief, reliable, and valid tool [293].

Secondary to mental health outcome measures are measures of
the MHapp's intervention targets. For example, a
self-monitoring M Happ should aim to assessthe degreeto which
insight and ESA are being enhanced by the self-monitoring
intervention (see the “Reporting of Thoughts, Feelings, or
Behaviors’ section). To validatetheir MHapp, Kauer et al [133]
used a short survey, delivered by phone, called the ESA Scale.
Thistool comprises 33items, all rated on ascalefrom O (never)
to 4 (alot), and was adapted from the 20-item Self-Reflection
and Insight Scale[294], the 10-item Ruminative Response Scale
[295], and the 12-item Meta-Evaluation Scale [296]. MHapps
that aim to boost CSE (seethe“ Recommend Activities’ section)
could use the Coping Self-Efficacy Scale[175], whichisashort
guestionnaire that can be administered via a smartphone.
MHapps that utilize elements of psychoeducation may require
assessments of MHL (see the “Mental Health Information”
section). There is no standardized assessment tool for MHL,
but it is often measured using self-report questionnaires and
vignettes [204], which can be adapted for smartphone-based
assessment. However, vignettestend to belong and cumbersome
forms of assessment, and are not well-suited to the restrictions
of smartphone screens and interfaces. A waell-validated,
standardized, brief assessment tool for MHL would benefit the
development of many self-help interventions, including
MHapps.

It is recommended that follow-up data are collected at several
different time points throughout the MHapp intervention and
after its use has been concluded. An RCT on the mindfulness
meditation app Headspace [297] found that it led to increases
in positive affect and decreasesin depression, but had no effects
for measures of negative affect, satisfaction with life, or
flourishing. This failure to uncover effects may be attributable
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to the limited time course of the research, as the intervention
only lasted for 10 days and there was only one postintervention
measurement [298].

Ecological Momentary Assessment

Using EMA, brief self-report questionnaires can be prompted
at various periodsthroughout auser’sday [143], with the precise
time of survey completion accurately recorded. EMA can reduce
biasin self-report data[142] and enables study of ecologically
valid contexts [141]. As described in the “Reporting of
Thoughts, Feelings, or Behaviors’ section, EMA can also bea
valuable part of interventions.

It isimportant to adopt an EMA design that is most appropriate
for the types of data being collected and for the MHapp being
trilled. EMA questionnaires should be brief enough for
smartphone users to feel capable of completing them without
too much interruption to their day. Theaim of EMA isto obtain
an ecologically valid measurement, so limiting disruption
maximizes validity [217]. The design of EMAs can be
event-based or time-based, depending on whether responsesare
collected following a specific event, such as an app-based
interaction, or triggered at a given time point [141]. The choice
in design should also be well thought-out and justified. For
example, if atime-based EMA collects measurements at the
exact same time every day, it may not accurately capture
changes in the user’s state experienced throughout the rest of
the day. Event-based EMA should be used in an MHapp that
recommends activities (see the“ Recommend Activities’ section)
and requests a user to rate their mood before and after
performance of the activity (see the “Reporting of Thoughts,
Fedlings, or Behaviors’ section).

App Usage Data

Ongoing monitoring of client datais valuable to the validation
of CBT-based interventions [142], and ongoing data collection
should be a seamless and constant background process on
smartphone apps. App usage data are often collected
continuously by app developers to analyze user behavior and
improve app functionality. The range of data capable of being
collected in thisway isvery large, including measurements such
astime spent using specific features of an app, number of times
the app is used in day, and what times in the day features on
the app are being used.

Data collected via EMA and other assessment tools may also
provide insight into user variables that affect patterns of app
usage. For example, it may be found that a specific feature is
used most when usersare highly distressed. Thisisan important
information to consider, for both the development of
psychological theories and the development of MHapps, as it
may be appropriate to display alink to crisis services on the
app’s interface when a specific feature is being used.

Program adherence is easily assessed with usage data, and app
design can be concurrently altered to increase adherence [24].
Although there is no doubt that these data are already being
used by developers to improve individual MHapps, there has
seemingly been a lack of academic transparency to validate
those MHapps and aid in the devel opment of others.
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Strength of Evidence for Recommendations

Each recommendation explored in this review is supported by
a different rank of evidence. Table 2 summarizes the 16
recommendations and ranks each according to evidence strength.
The strongest level listed includes recommendations that are
demonstrably effective, as shown by the numerous
meta-analyses and RCTSs of interventions previoudly cited in
this review. However, more research in the form of RCTs is
needed for such MHapps. The next rank of evidence pertains
to recommendations that are probably effective according to
available evidence but still require more research in the MHapp
field. Therank under thisincludes recommendationsthat appear
to be promising according to the evidence, but, again, must be
researched in more depth to validate their stated principlesin
self-help interventions, including M Happs.

Discussion

MHapps offer exciting new opportunities to improve and
manage the mental health of smartphone users. Thisreview has
generated 16 recommendations to be considered in the
development of future MHapps. In summary, MHapps should
aim to prevent emotional mental health problems by employing
a wide array of CBT-based techniques that are tailored to an
individual’ s needs and delivered viaasimple, interactive design.
Structures of gamification and habit formation should be used
to maximize engagement in the app’s interventions. The app
itself should be experimentally validated, and user data should
be utilized for its ongoing improvement.
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It is highly recommended that MHapp developers familiarize
themselveswith theliterature, both inthefield of self-help CBT
and inthefield of app-based behavior change, before embarking
on any MHapp projects. Respecting the value of both of these
research fields should enable the reliable, engaging delivery of
an evidence-based mental health intervention. Thisreview may
help developers get started with this familiarization process,
but further reading is strongly advised. Furthermore, a
multidisciplinary team consisting of experts in app usability
engineering, programming, data collection and analysis, industry
and health care sector applications, clinical psychological
interventions, and any other relevant fieldsis strongly advisable.

The Mobile Application Rating Scale (MARS) is a recently
devel oped measure enabling objective, multidimensional rating
and comparison of mobile health apps[299]. Tools such asthis
will be essential for the future of MHapp development, and will
enable clinicians and consumers to make more informed
decisions about their choice of smartphone-based support.

Thereisarisk of researchers developing MHapps primarily for
research needsrather than to meet the needs of end users. When
an MHapp isreleased to the public, it isaself-contained product
and must operate efficiently in the user’s daily routine. For
MHapp research to be ecologically valid, MHapp developers
must create self-contained apps that still function outside of a
research setting. Several RCTs have been conducted on MHapps
that are not publically available[52]. This prevents researchers
and intervention developers from analyzing and exploring
existing evidence-based MHapps. It also blocks help seekers
from finding evidence-based MHapps and benefiting from
effective support.
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Table 2. Recommendations for future mental health apps.

Bakker et a

Evidence Recommendation

Details

Demonstrably effective, but
more research needed in
MHapp field

1. Cognitive behavioral therapy based

2. Address both anxiety and low mood

Probably effective, but more
research needed in MHapp
field 4. Automated tailoring

5. Reporting of thoughts, feelings, or behaviors

6. Recommend activities

7. Mental health information

8. Real-time engagement

Supported by theory and in-
direct evidence but focused
research needed

mood problems

10. Encourage nontechnol ogy-based activities

11. Gamification and intrinsic motivation to en-

gage

12. Log of past app use

13. Reminders to engage

14. Simpleand intuitive interface and interactions

15. Linksto crisis support services

Necessary for validation of
principles

16. Experimental trials to establish efficacy

3. Designed for use by nonclinical populations

9. Activities explicitly linked to specific reported

Start with an evidence-based framework to maximize effectiveness

Increases accessibility and addresses comorbidity between anxiety
and depression. Also compatible with transdiagnostic theories of
anxiety and depression

Avoiding diagnostic |abels reduces stigma, increases accessibility,
and enables preventative use

Tailored interventions are more efficacious than isrigid self-help

Self-monitoring and self-reflection to promote psychological growth
and enabl e progress evaluation

Behavioral activation to boost self-efficacy and repertoire of coping
skills

Develop mental hedlth literacy

Allows users to use in moments in which they are experiencing
distress for optimum benefits of coping behaviors and relaxation
techniques

Enhances understanding of cause-and-effect relationship between
actions and emotions

Helpsto avoid potential problems with attention, increase opportu-
nities for mindfulness, and limit time spent on devices

Encourage use of the app viarewards and internd triggers, and
positive reinforcement and behavioral conditioning. Also linkswith
flourishing

Encourage use of the app through personal investment. Internal
triggers for repeated engagement

External triggers for engagement
Reduce confusion and disengagement in users
Helps userswho are in crisis to seek help

It isimportant to establish the app’s own efficacy before recommend-
ing it as an effective intervention

A behavioral plan is a “detailed ‘story’ of how the user
progresses from being a neophyte to accomplishing the action
while using the product” [5]. Any app should be designed from
the foundation of a comprehensive behaviora plan [5]. This
means that it may not be possible to incorporate al 16
recommendations listed herein into a single MHapp. To guide
development of behavioral plans and interactive frameworks,
it would be helpful to focus on specific foundations. Three of
the recommendations listed can be used as foundations for
intervention development, as they aim to target specific
psychological constructs, such as ESA, MHL, and CSE. The
“Reporting of Thoughts, Feelings, or Behaviors’ section details
mood reporting, self-monitoring, and improving ESA. MHapps
that use this as a foundation could be referred to as
“reflection-focused.” The “Recommend Activities’ section
relates to engaging users in activities to improve their CSE.
MHapps that use this as a foundation could be referred to as
“goal-focused.” The“Mental Health Information” section relates
to mental health information, psychoeducation, and improving
MHL. MHapps that use this as a foundation could be referred
to as “education-focused.” More research is needed to
investigate the different effects of reflection-focused,
education-focused, and goal -focused MHapp designs on mental
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health, and whether different users obtain different benefits
from each design.

Each recommendation explored in this review could be the
target of an RCT. RCTs that compare identical MHapps with
or without specific features could provide evidencefor or against
these features in future MHapps. However, it is important to
acknowledge the influence of the overall behavioral plan onthe
MHapp's effectiveness. Some features may work better in one
MHapp’sbehavioral planthanin another’s, and simply including
more recommended features may not improve the overall
intervention. Future MHapp and eHealth RCTs should aim to
validate underlying theories and principles for intervention
improvement [21].

The World Health Organization [300] predicts that depression
will becomethe global leading cause of disease burden by 2030.
There is an enormous worldwide need for better preventative
mental health, and MHapps that target emotional well-being
are set to provide exciting new opportunities in the field. The
evidence-based recommendations discussed herein areimportant
for al MHapp devel opersto acknowledgeif better interventions
are to be developed to meet this rising demand in the future.
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Abstract

Background: Internet interventions are increasingly being recognized as effective in the treatment and prevention of mental
health conditions; however, the usefulness of such programs from the perspective of the participantsis often not reported.

Objective: Thisstudy exploresthe experiences of participants of a 12-week randomized controlled trial of an automated self-help
training program (e-couch), with and without an Internet support group, targeting depression.

Methods: The study comprised a community sample of 298 participants who completed an online survey both prior to and on
completion of an intervention for preventing or reducing depressive symptoms.

Results: Overall, participants reported a high level of confidence in the ability of an online intervention to improve a person’s
understanding of depression. However, confidence that a website could help people learn skills for preventing depression was
lower. Benefits reported by participants engaged in the intervention included increased knowledge regarding depression and its
treatment, reduced depressive symptoms, increased work productivity, and improved ability to cope with everyday stress. A
minority of participants reported concerns or problems resulting from participation in the interventions.

Conclusions: The findings provide consumer support for the effectiveness of this online intervention.

Trial Registration: International Standard  Randomized  Controlled  Trial Number  (ISRCTN):
65657330; http://www.isrctn.com/| SRCTN65657330 (Archived by WebCite at http://www.webcitation.org/6cwH8xwF0)

(JMIR Mental Health 2016;3(1):e4) doi:10.2196/mental.4356

KEYWORDS
Internet interventions; depression

increased interest in online participation appears indicative of

Introduction

Growing numbers of people are turning to the Internet as a
preferred method for obtaining health-related information, or
as an option for accessing therapeutic interventions [1]. In the
areaof mental health, Internet-based interventionsfor depression
have undergone significant development [2]. Importantly, as
use and service options have expanded, research has
demonstrated the efficacy of online programs in reducing
depressive symptoms [3-10], improving depression literacy
[11,12], and decreasing stigma [11-13]. However, while

http://mental .jmir.org/2016/1/e4/
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the acceptance of Internet-based interventions, the benefits of
these programs from the perspective of the participantsis often
not reported.

Consumer satisfactionisintegral in assessing the quality of any
health service delivery. While the effectiveness of interventions
in reducing symptomsiscritical, the experience and satisfaction
of participants has important implications for treatment
outcomes, continuation of treatment (adherence), and
re-connection with a service at a latter point of need [14,15].
Consumer satisfaction reports are increasingly being used to
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assess the quality of mental health services [14,16-19]. Some
research has also investigated the rel ationship between consumer
satisfaction and objective mental health outcome measures[20].
However, to date, consumer feedback has primarily been utilized
in the devel opment and eval uation of community-based mental
health services[21].

Some researchers have investigated consumer satisfaction with
e-mental health programs. Proudfoot and colleagues [22]
investigated community attitudes and the acceptability of mobile
phones for self-monitoring of symptom severity and obtaining
self-help for depression, anxiety, and stress, and obtained
positive feedback. High levels of general satisfaction with
Internet-based treatment has also been reported in the context
of randomized controlled trials (RCTs) conducted for various
mental health conditions [23-25]. One study [25] investigating
an Internet based intervention for depression found that, on
average, participants reported feeling very confident that the
“treatment would be successful at teaching them techniquesfor
managing their symptoms’; and a high level of confidence in
“recommending thetreatment to afriend with depression” (p21).
However, largely thisis an areawithin e-mental health services
research that has not undergone detailed investigation.

Evaluations of the WellBeing trial [26,27] found that exposure
to a 12-week automated training program comprising
psycho-education and cognitive behavioral and interpersonal
therapy (e-couch) used both alone and in combination with an
Internet support group (1SG) produced significant reductions
in depressive symptoms at 6- and 12-month follow-ups [27].
In addition, the automated training program was associ ated with
immediate improvements in self-esteem and empowerment
relative to control participants, and when combined with the
ISG, 6-month improvements in perceived quality of life [28].
However, the subjective experience of the intervention
participants in the WellBeing trial was not reported.

The aims of the present study are to (1) explore the level of
consumer confidence in online e-mental health programs both
prior to and following participation in the trial; (2) investigate
the benefits and changes in behavior reported by participants
following participation in thetrial; and (3) identify any problems
encountered by participants. Further, given that publicly
available online mental health (depression) interventions are
most likely to be accessed by individuals self-identifying as
being depressed, comparisons were made between those
reporting that they currently suffer from depression (at baseline)
with those that did not.

Methods

This study was approved by The Australian National University
Human Research Ethics Committee (Protocol 2007/2259) and
the WellBeing trial described in this paper was registered with
the Controlled Clinical Trialsregistry (ISRCTN65657330). The
current paper contains only a brief description of the
methodology specific to the present study as the complete
WelIBeing trial protocol has been published previously [26,27].

http://mental .jmir.org/2016/1/e4/
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Participants

The study comprised 298 adults aged 18 to 65 years recruited
to the WellBeing trial between August 2008 and May 2009.
Participants were recruited through a screening survey posted
to 70,000 adults randomly selected from the electoral rolls of
8 Australian electora divisions (4 rural and 4 metropolitan).
Participants were informed that the trial was designed to
investigate “the usefulness of self-help Internet programs for
improving emational well-being and preventing or reducing the
symptoms of depression” [26]. To be dligible for the trial
participants required a Kessler Psychological Distress (K10)
score greater than 22, and access to the Internet. Respondents
were excluded if they were currently (1) receiving treatment
from a mental health professional or participating in a mutual
support group; (2) participating in another research project at
the lead investigator's (KG) research center; and (3) reported
current or past experience with or diagnosis of psychosis,
schizophrenia, or bipolar disorder.

Procedure

The study employed alongitudinal RCT design. Data pertaining
to participant confidence in online interventions and satisfaction
were collected via self-report questionnaires administered at
baseline (oneweek prior to commencement of theintervention),
and at the conclusion of the 12-week intervention period.

Interventions

Participants were randomly allocated to receive one of four
conditions: an 1SG, which utilized a moderated bulletin board
format to facilitate discussions between participants on topics
primarily related to depression; a depression Internet training
program (e-couch) comprising adepression literacy component
and onlineversions of cognitive behavior therapy, interpersonal
therapy, applied relaxation, and physical activity programs; a
combination of the two (e-couch and ISG); or an attention
control website (HeathWatch). HealthWatch comprised 12
online modul es, each containing the following components: (1)
a series of questions participants were asked to consider on
topics potentialy related to depression and well-being (eg,
nutrition), and (2) online health information about a topic that
may be related to well-being but did not address depression
specifically (eg, environmental health). The content of each
intervention has been described in further detail elsewhere
[26,27].

Randomization was conducted by the trial statistician using a
stratified block design procedure, with afixed block size of 4.
Stratification variables were level of psychological distress,
gender, age, and location of residence [27]. The number of
participants completing the baseline questionnaire and
commencing the intervention following randomization was as
follows: ISG (n=77), e-couch (n=74), e-couch and I SG (n=73),
and HealthWatch (n=74).

M easures

This study explores participant confidence in the effectiveness
of online interventions (collected prior to and after the
intervention), and problems encountered, self-reported benefits,
and behavior change following the intervention.
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I ntervention Benefits

Immediately following theintervention trial period, participants
were asked to respond to 14 items reporting the extent to which
the website helped them in areas such as “being productive at
work” and “reducing the emoctional pain they were
experiencing”; and the extent to which the website hel ped them
to “discuss subjects that | felt unable to discuss before”, “feel
encouraged and supported emotionally”, “feel lessisolated and
lonely”, “fedl proud of myself for helping others’, “learn more
about depression and its treatment”, or “seek professional help
for my depression”. Items were developed for the purpose of
the study based onitems developedinaUK study of depression
ISG users[29], and the Consumer Reports Effectiveness Scale
(CRES-4) [17,30]. Participants responded to each statement on
a5-point scale from 1(strongly agree/made things a | ot better)
to 5(strongly disagree/made things a lot worse). The scale was
then dichotomized as 0 (neither/no difference, disagree/made
things somewhat worse, strongly disagree/made things a lot
worse), 1 (agree/made things somewhat better, strongly agree/
made thingsa lot better) to assess the proportion of participants
reporting benefit in each area.

User Confidence

At each assessment point participants rated their confidence
that a website could both “help people understand depression
better” and “help peoplelearn skillsfor preventing depression”.
Participants responded 0 (No) or 1 (Yes) to each statement.

Behavior Change

Participant self-reported behavior change was assessed across
the sample using 4 items. Participants responded 0 (No) or
1(Yes) to indicate if they had “given advice about depression
to someone else”, “sought help from a health professional”,
“sought more information”, or “tried a self-help treatment”.

Table 1. Number of participantsin each condition at baseline and post-test.

Crisp & Griffiths

Problems Encountered

Following theintervention trial period, participants were asked
toindicate if they had encountered any problems as a result of
using the website or participating in the trial. Responses were
recorded as O (No) or 1 (Yes). Items were developed for the
purpose of the study. The survey was tailored to the types of
problems that may have been encountered in each trial arm.
Itemsin the survey of participants exposed to the HealthWatch
(contral) or e-couch (including combined condition) websites
were “Feeling bored”, “Feding frustrated”, “Feeling more
anxious’, and “Finding the program too impersonal”. Items
received by ISG participants (including combined condition)
were“ Feeling annoyed or upset by the comments made by other
members on the board”, “Feeling frustrated that | could not
meet other members of the board in person”, “Feeling upset
that | couldn't help other board members more”, and “Feeling
very anxious about other members on the board” .

Statistical Analysis

All primary comparisons were conducted using chi-square
analyses. Post-hoc comparisons identifying significant
differences between the four intervention groups were based
on the standardized residual for each cell. Values greater than
+1.96 indicate adifference at aP value of .05, and values greater
than £2.58 indicate a difference at a P value of .01.

Results

The numbers of participants in each condition at each wave of
data collection (baseline and post-test) are shown in Table 1.
At post-test, drop-out was significantly lower in the
HealthWatch control condition compared to the other conditions.
Few significant differences were found between compl eters and
non-completers on measures of depression or demographic
characteristics [27].

Total sample, Intervention condition,
N n (%)
HealthWatch e-couch I1SG e-couch and ISG
Baseline 298 74 (24.8) 74 (24.8) 77 (25.8) 73 (24.5)
Post 231 71(30.7) 59 (25.5) 53 (22.9) 48(20.8)

Confidencein Online Interventions

Across the sample it appeared that confidence in a website as
a tool to improve depression literacy was high (Table 2). At
baseline (prior tointeracting with the website), 83.6% (249/298)

http://mental .jmir.org/2016/1/e4/

of participants were confident that awebsite could help people
understand depression better. Confidence in the ability of a
website to help people learn skills for preventing depression
was | ess certain across the sample at baseline, with only 48.3%
(144/298) of people making the endorsement.
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Table 2. Number of people confident that a website could improve depression literacy or be used as a prevention tool.

Depression literacy®

Prevention tool?

Baseline Post Baseline Post
Total sample, NS (%) 249/271(91.9) 195212 (92.0)  144/235(61.3)  135/203 (66.5)
I ntervention condition, /N (%)
HealthwWatch 62/71 (87.3) 62/67 (92.5) 38/62 (61.3) 40/64 (62.5)
e-couch 61/67 (91.0) 51/56 (91.1) 40/63 (63.5) 37/54 (68.5)
ISG 68/70 (97.1) 42/48 (87.5) 37/61 (60.7) 27146 (58.7)
ISG and e-couch 58/63 (92.1) 40/41 (97.6) 29/49 (59.2) 31/39 (79.5)
pd .200 972 372 190
Current depression, n/N (%)
Yes 164/184 (89.1) 131/141 (92.9) 91/160 (56.9) 87/134 (64.9)
No 82/84 (97.6) 62/69 (89.9) 52/72 (72.2) 47/68 (69.1)
pd .019 446 .026 551

8Confident that awebsite could help people understand depression better.

bconfident that awebsite could help people learn skills for preventing depression.

N values vary due to missing data.
dChi-square significance level for the test of difference between groups.

Following the intervention period this indicator of confidence
remained relatively stable with no significant change in the
proportion of respondents making these endorsements. No
significant differences were found based on intervention group.
There were significant differences in the responses of
participants who did and did not report depression at baseline.
At baseline, participants reporting current depression were
significantly less likely than those not reporting depression to
be confident that a website could either improve people’'s
understanding of depression (P=.019) or teach people skillsfor
preventing it (P=.026). However, this significant difference was
not maintained following the intervention. Following the
intervention participants were asked to report on the usefulness
of the website. Of the 226 respondents to the question, 76.5%
(173/226) of people indicated they found the website useful or
very useful. There were no significant differences between any

http://mental .jmir.org/2016/1/e4/

of the conditions, or on the basis of self-reported depression at
baseline (Table 2).

User-Reported Benefits

The most frequently endorsed benefit of participating in the
trial by participants across the sample was one of increasing
depression literacy (Table 3). Across the total sample, 76.2%
(170/223) of respondentsindicated that the website hel ped them
to“learn more about depression and itstreatment” . In particular,
this benefit was strongly endorsed by participantsin the e-couch
and combined e-couch and ISG condition; participants in the
ISG condition were significantly less likely to report that the
website helped them to learn more about depression and its
treatment when compared to the e-couch and combined ISG in
combination with e-couch conditions (P<.05). No significant
differenceswerefound between those participants self-reporting
current depression at baseline and those who did not.
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Table 3. Reported benefits of engaging in the online interventions, by intervention condition.

Total sample, Intervention condition pc
b
N® (%) HealthWatch, e-couch, ISG, e-couch and
nIN (%)° nIN (%)° nIN (%)° ISG,
N (%)°
Thewebsite helped
meto...
Discusssubjectsthat  94/220 (42.7)  22/65 (33.8) 25/58 (43.1) 26/50 (52.0) 21/47 (44.7)  .269
| felt unableto dis-
cuss before
Feel encouragedand 104/218(47.7) 23/64 (35.9) 29/57 (50.9) 28/51(54.9) 24/46(52.2) .157
supported emotional -
ly
Fedl lessisolated 93/219 (42.5) 18/65 (27.7) 26/57 (45.6) 25/51(49.0) 24/46(52.2) .033
and lonely
Feel proud of myself 74/209 (37.1) 23/62 (37.1) 14/53 (26.4) 21/49 (42.9) 16/45(35.6) .370
for helping others
Learn more about 170/223(76.2) 48/69 (69.6) 52/58 (89.7) 23/49 (46.9)  47/47 (100.0) <.001
depression and its
treatment
Seek professional 35/204 (17.2)  8/62 (12.9) 10/53 (18.9) 6/46 (13.0) 11/43 (25.6)  .309
help for my depres-
sion
How much do you
feel the website
helped you in
Being productiveat  62/209 (29.7) 14/63 (22.2) 22/55 (40.0) 8/48 (16.7) 18/43 (41.9) .010
work
Coping with every-  115/218(52.8) 25/65 (38.5) 38/58 (65.5) 22/50 (44.0) 30/45(66.7)  .003
day stress
Enjoying lifemore  96/215 (44.7) 23/65 (35.4) 31/57 (54.4) 17/50 (34.0)  35/43(58.1) .019
Persona growthand 125/216(57.9) 32/64 (50.0) 38/57 (66.7) 28/50 (56.0)  27/45(60.0)  .309
understanding
Reducingtheemo-  92/213 (43.2) 17/64 (26.6) 30/56 (53.6) 21/49 (42.9)  24/44(54.5)  .007
tional pain youwere
experiencing
Reducing the symp- 97/214 (45.3) 18/62 (29.0) 34/57 (59.6) 17/52 (32.7)  28/43(65.1) <.001
tomsof your depres-
sion
Your ability torelate 105/218(48.2) 22/65 (33.8) 35/58 (60.3) 24/50 (48.0) 24/45(53.3) .026
to others
Your self-esteem 88/217 (40.6) 20/64 (31.3) 29/57 (50.9) 20/51(39.2) 19/45(42.2) 179

and confidence

8N values vary due to missing data.

bPercentage of respondents endorsing the statement as “agree-strongly agree” or “made things alot or somewhat better”.

CChi-square test of significance for the difference between groups.

When asked how much they felt that the website had helped
them in areas such as coping with stress and reducing symptoms
of depression, the benefit endorsed most by participants was
that of promoting personal growth and understanding, reported
by 57.8% (125/216) of respondents (Table 3). Comparing
benefits obtained acrossthe different intervention groupsit was
found that the e-couch and combined e-couch and | SG condition
participants were again significantly more likely to report that

http://mental .jmir.org/2016/1/e4/

the website hel ped reduce symptoms of depression and increase
productivity at work, the ability to cope with everyday stress,
and enjoy life more, compared to the control and 1SG alone
conditions (significant at P<.05). Compared to the control
condition, participants in the e-couch and combined condition
were more likely to report that the website helped their ability
to relate to others, and reduced their emotional pain (P<.05).
The e-couch participants were also more likely to report that
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the website helped with self-esteem and confidence compared
to the control group (significant at P<.05). Again, no significant
differenceswere found between those participants self-reporting
current depression at baseline and those who did not. See
Multimedia Appendix 1 for each comparison.

When asked if they had done something different (eg, sought
more information or treatment) as a result of the website,
approximately 47.8% (109/228) of respondents indicated they
had (Table 4). Thiswas significantly higher amongst participants

Crisp & Griffiths

in the e-couch and combined e-couch and I1SG conditions.
Respondentsin both conditions were more likely to report have
done something different because of the website compared to
the control and ISG conditions (P<.01). Specifically, when
asked what they had done, participantsin both the e-couch and
the combined condition were more likely to have tried a
self-help treatment compared to control and ISG conditions
(significant at P<.01), as was the combined condition
(significant at P<.05).

Table 4. Reported help-seeking actions following participation, by intervention condition, in response to the question “Have you done something

different because of the website?’

Total sample, Intervention conditions pc
/N2 (%)° HealthWatch, e-couch, ISG, e-couch and
/N (%) N (%) N (%) ISG,
n/N (%)

Yes (total) 109/228 (47.8) 17/70 (24.3) 43/59 (72.9) 13/51(25.5) 36/48 (75.0) <.001
Yes, given advice about depression  28/228 (9.4) 4/71 (5.6) 10/58 (17.2) 5/52 (9.6) 9/47 (19.1) .084
to someone else
Yes, sought help from ahedth profes-  16/228 (5.4) 2/71 (2.8) 5/58 (8.6) 2/52 (3.8) 7147 (14.9) .060
sional
Yes, sought more information 33/228 (11.1) 6/71 (8.5) 7/58 (12.1) 8/52 (15.4) 12/47 (25.5) .071
Yes, tried a self-help treatment 66/228 (22.1) 6/71 (8.5) 31/58 (53.4) 6/52 (11.5) 23/47 (48.9) <.001

8N values vary due to missing data.
bPercentage of respondents endorsing the statement.
CChi-square test of significance for the difference between groups.

Overall, those reporting depression at baseline were not more
likely than their counterparts not reporting depression to have
done something different because of participation in the program
or website. However, when asked about what they had done,
participants self-reporting current depression at baseline who
had taken action were significantly more likely to have sought
help from aprofessiona (P=.022), and were morelikely to have
sought moreinformation (P=.055). For tables representing each
comparison, see Multimedia Appendices 1-3.

User Problems

The investigation of concerns or problems encountered by
participants indicated few stressors resulted from participation
in the interventions (Table 5). When asked about problems

http://mental .jmir.org/2016/1/e4/

resulting from the use of the e-couch or control program, 27.6%
(45/162) of respondents overall reported finding the program
too impersonal. While no significant difference was found
between conditions, the highest endorsement figure wasfor the
HealthWatch condition which used impersonal content, followed
by e-couch and the conditions involving an ISG. Problems of
“Feeling frustrated and bored” were endorsed by less than 20%
of the sample; 11% (18/165) of the participants reported feeling
anxious as aresult of using a program. Examining differences
between conditions, respondents in the combined condition
were more likely to report feeling more anxious or feeling
frustrated compared to the control condition (significant at
P<.05).
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Table 5. Problems reported by trial participants by intervention condition.

Crisp & Griffiths

Total sample, Intervention condition pc
b
N® (%) HealthWatch, e-couch, I1SG, e-couch + I1SG,
N (%)° nIN (%)° N (%)° /N (%)°
Problemsreported
with the e-couch or
HealthWatch pro-
gram?
Feeling bored 29/165 (17.6) 9/67 (13.4) 12/56 (21.4) N/A 8/42 (19) 489
Fedling frustrated ~ 32/166 (19.3) 7/68 (10.3) 11/56 (19.6) N/A 14/42 (33.3) .012
Feeling moreanx-  18/165 (10.8) 3/66 (4.5) 5/56 (8.9) N/A 10/43 (23.3) .008
ious
Finding the pro- 45/162 (27.6) 23/64 (35.9) 15/55 (27.3) N/A 7/43 (16.3) .084
gramtooimperson-
a
Problemsreported
with the WellBeing
Board?
Feelingannoyedor  8/94 (8.4) N/A N/A 5/51 (9.8) 3/43(7.0) .625
upset by the com-
ments made by
other memberson
the board
Feeling frustrated ~ 16/92 (17.0) N/A N/A 11/49 (22.4) 5/43 (11.6) 172
that | could not
meet other mem-
bersof theboardin
person
Feeling upset that  27/91 (29.0) N/A N/A 14/49 (28.6) 13/42 (31.0) .804
| couldn't help oth-
er board members
more
Feeling very anx-  14/93 (14.7) N/A N/A 8/50 (16) 6/43 (14) .783
ious about other
members on the
board

8N values vary due to missing data.
bPercentage of respondents endorsing the statement is indicated.
CChi-square test of significance for the difference between groups.

When asked about problems resulting from participation in the
ISG, 29% (27/91) of respondents overall reported feeling upset
that they could not help the other members of the ISG more,
and 17% (16/92) reported frustration that they could not meet
the other members of the ISG in person (anonymity was arule
governing participation in the | SG).

No significant differencesin concerns or problems encountered
were found between those participants self-reporting current
depression at baseline and those who did not (see Multimedia
Appendices 1-3 for tables presenting each comparison). Few
participants reported being upset or annoyed by the comments
of othersin the ISG.

Discussion

To our knowledge, thisis the most comprehensive quantitative
investigation of consumer perspectives on Internet-based

http://mental .jmir.org/2016/1/e4/

RenderX

depression interventions. Examining confidence and satisfaction
with the online services, the benefits and changes in behavior
reported by participants following participation in thetrial, and
problems encountered by participants, the study provides
evidence to support the benefits of online psycho-education and
cognitive behavior therapy programs from a consumer
perspective. Overal, participants reported a high level of
confidence in the ability of the online interventions to improve
people's understanding of depression, and following
participation in the program a clear majority reported the
interventions were useful. Participants engaged in the e-couch
intervention indicated that the website helped them to learn
more about depression and its treatment and helped reduce
symptoms of depression, increase productivity at work, improve
their ability to cope with everyday stress, and enjoy life,
compared to the control and ISG conditions. A minority of
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participants reported concerns or problems resulting from
participation in the interventions.

Confidencein Online Interventions

The successful development and implementation of online
interventions for mental health conditions, such as depression,
depend on consumers confidence in the program and
willingnessto engage in this alternative treatment. As such, the
present study first examined participant confidence that a
website could help people understand and learn skills for
preventing depression. Resultsfound that overall confidencein
the ability of awebsite to increase understanding of depression
was high; however, only 61.3% (144/235) of participants at
baseline reported confidence in awebsite (online intervention)
as atool to help people learn skills for preventing depression.
The high level of confidence in the ability of a website to
increase knowledge or literacy, particularly at baseline, is
perhaps unsurprising given that the Internet is largely an
information resource and the participants of this study had
signed up for an online intervention trial. However, the
comparatively lower confidence in websites as prevention
strategies or toolsis of importance since such perceptions may
serve as a barrier to the use of the Internet for prevention
programs for depression. Moreover, participants reporting
current depression were significantly less confident in the ability
of a website to either improve people’'s understanding of
depression or teach people skillsfor preventing it, compared to
those not reporting depression. Despite this scepticism, the
willingness of participantsto participatein the study (promoted
as a trial designed to improve well-being) and to try new
interventions is positive. Importantly, the differences (abeit
small effects) in confidence that a website could help people
understand depression or learn skills for preventing depression
identified at baseline between participants self-reporting
depression and those that did not, were not found following the
intervention. While no significant increase was found across
the sample in overal confidence in the ability of an online
intervention, the results reflect small increases in confidence
after having completed the intervention amongst those
participants reporting current depression at baseline.
Expectations are likely to play a significant role in whether a
consumer seeks help from an online program. Accordingly, the
continued monitoring of the acceptability and perception of
e-mental health initiatives and programs should be central to
the continued expansion and implementation of e-mental health
services. This monitoring also should include items which
determine consumer perspectives on the effectiveness of online
programs for treating depression as well as preventing it. It is
possiblethat perceived treatment effectiveness would be higher
than perceived preventive effectiveness among consumers.
However, this requires further consideration.

Reported Benefits of Participation

Participants reported benefits and behavior changes as a result
of their participation in the trial. An increase in depression
literacy was reported by over half of participants, with this
benefit most strongly endorsed by those engaged with e-couch
(either alone or in combination with the 1 SG). Thisis consistent
with the fact that e-couch incorporates a specific depression

http://mental .jmir.org/2016/1/e4/
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literacy and educational component and might therefore
reasonably be expected to deliver greater improvements in
literacy than either an | SG or the control condition. One question
of interest iswhether self-reported improvementsin depression
literacy should be greater among the ISG participants than the
control group given that depression 1SGs are often used as a
means of communicating information between members [31].
Here they were not. In fact, asurprising large percentage of the
HealthWatch control participants perceived an improvement in
their knowledge about depression and treatments after
completing the condition. This may be explained by the fact
that in the quiz sections of the HealthWatch condition
participants were asked to think about the role of different
lifestyle issues in depression (eg, humor in depression).
Participants may have interpreted this as information about
depression and its treatment. Further, the ISG used was an
experimental group that was established for the purpose of the
research trial. Research isrequired to investigate the perceived
benefits of well-established Internet groups with large numbers
of participants including those with strong depression literacy.

Participants allocated to e-couch (more than other intervention
groups) reported the website as hel ping to reduce symptoms of
depression, increase productivity at work, improve ability to
cope with everyday stress and enjoy life more. Further, they
reported an improved ability to relate to others and reduced
emotional pain compared to control participants. Thesefindings
provide corroboration that e-couch is a helpful online
intervention for depression. Specifically, these reports
complement the initial evaluation of the WellBeing tria that
found a significant objective reduction in depressive symptoms
at 6 and 12 months following the combined e-couch and 1SG
intervention [27]. Moreover, it provides support that there are
additional benefits from participating in such an automated
training program [28]. The lack of significant difference in
findings between participants self-identifying as currently
depressed versusthosethat did not isimportant. It suggeststhat
these benefits may be conferred despite a lack of individual
awareness and self-identification of depression. Finally, while
it may be anticipated that participation in an 1SG should offer
stronger perceived benefits for loneliness and isolation, and
improved ability to relate to others and cope with everyday
stress this was not evidenced in the present study. However,
further research examining established | SGsisneeded to provide
amore ecologically valid consumer evaluation of the benefits.

Perceived Difficulties

Difficulties or problems were reported by some participants.
The primary concern of those participating in the automated
training program (e-couch) was that it was too impersonal.
Although this represented a minority of participants (27.3%,
45/162) and the intervention aims to incorporate engaging
graphical and written content, the findings suggests the need to
focus on innovative strategies to increase the personalization
of automated online interventions. Participants engaged with
the ISG reported that they were upset and anxious that they
could not help other members more. Thismay stemin part from
rules of the board which required anonymity and are not a
characteristic of all support groups. However, it may also bean
intrinsic aspect of online support groups where participantslack
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face-to-face contact, or the asynchronous nature of the bulletin
board format. Further, the concerns about not being able to
assist more may arise regardless of the communication format
(face-to-face or onling). A peer supporter may not have the
resourcesto solveal the problems of their peer with depression,
this may be an inherent disadvantage of participation in 1SGs
for some potential participants.

Limitations and Conclusions

Complementary to other more objective outcome evaluations
[8-10,27], this study reports the experience and outcomes of
this type of online intervention from the perspective of the
participants. However, the findings must be considered in the
context of several limitations. The analyses did not include
participants who failed to provide follow-up data. They may
have been less satisfied and |ess positive than those who were
retained in the tria.

In addition, items used to assess the problems encountered and
user confidence was adapted for the purpose of the study and
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as such has not been externally validated. While responseswere
accepted based on how the participant interpreted the meaning
of the items, it is possible that individuals may differ in their
understanding of terms such as prevention. Moreover, while
tailoring the types of problems participants were asked about
to the different interventions reduced the number of perceived
irrelevant items being completed by participants, this approach
offers limitations in that it makes comparisons between
interventions difficult. Further research should consider
assessing more generic issues that may be associated with all
online interventions.

While further investigation of consumer reports across online
mental health interventionsisrequired, the results of the present
study offer an important consumer perspective on program
effectiveness which complements existing objective and
empirical evaluations [27,28]. This enables a more complete
understanding of the experiences of participants which may
assist in the development and evaluation of future programs.
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Abstract

Background: Victimsof traumaareat high risk for mental health conditions such as posttraumatic stress disorder and depression.
Regular assessment of mental health symptomsin the post-trauma period is necessary to identify those at greatest risk and provide
treatment. The multiple demands of the acute post-trauma period present numerous barriers to such assessments. Mobile apps
are a method by which to overcome these barriers in order to regularly assess symptoms, identify those at risk, and connect
patients to needed services.

Objective: The current study conducted a usability evaluation of a system to monitor mental health symptoms after a trauma.
The system was devel oped to promote ease of use and facilitate quick transmission of data.

Methods: A sample of 21 adultswith ahistory of trauma completed a standardized usability test in alaboratory setting followed
by a qualitative interview.

Results: Usahility testing indicated that the app was easy to use and that patients were able to answer severa questionsin less
than 1 minute (mean [SD] 29.37 [7.53]; range 15-57). Qualitative analyses suggested that feedback should be included in such
an app and recommendations for the type of feedback were offered.

Conclusions: Theresults of the current study indicate that a mobile app to monitor post-trauma mental health symptoms would
be well received by victims. Personalized feedback to the user was identified as critical to promote the usability of the software.

(JMIR Mental Health 2016;3(1):€3) doi:10.2196/mental.5023

KEYWORDS
mobile phone; trauma; posttraumatic stress disorder; usability

prevent these outcomes [4]. Indeed, several studies have shown
that brief interventions that begin within hoursto days after the
trauma can mitigate early distress and prevent long-term
psychopathology [5,6]. Such early interventions addressamajor

Introduction

Approximately one in three victims of a traumatic injury will
develop achronic mental health disorder including posttraumatic

stress disorder (PTSD) within 1 year after the trauma [1,2].
Victims of trauma often experience arange of symptomsin the
acute post-trauma period [ 3] that may serve as early indicators
of long-term chronic outcomes. Given the trauma is a known
event, early intervention delivered shortly after exposure can

http://mental .jmir.org/2016/1/e3/

public health concern [7] as PTSD is associated with persistent
functional impairment, even in those who have resolved
symptoms [8]. Furthermore, relatively few victims of trauma
independently seek out mental health treatment in the acute
aftermath of a trauma [1,9], which highlights the need for
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protocols that begin within an acute care setting when patients
can be engaged in care while receiving treatment for their
specific event.

There are several barriers, however, in implementation of such
early interventions[4]. First, it isunclear who isat risk for PTSD
immediately after atrauma, such that repeated assessments are
necessary [10,11]. Conducting such assessments with
interviewersis costly and burdensome[12]. Second, the clinical
presentation of patients varies greatly in the acute post-trauma
period and in those with chronic presentations of the disorder
[13]. Effective early intervention requires targeting a patient’s
specific clinical needs [3]. Third, rates of refusal for treatment
that beginswithin hours of theinjury and attrition ratesfor those
that engage in such treatment are high [6,14]. Finaly, the
considerable clinical demands of acute care centers often limit
the type of treatment available. Technological solutions, such
as mobile apps, have the potential to overcome these barriers,
reduce provider burden, and facilitate critical early post-trauma
intervention [15]. Indeed, similar monitoring strategies have
been accepted for monitoring depression in outpatient clinical
settings [16,17], but none has been evaluated for addressing
early symptoms that may lead to PTSD in acute care settings.

Mobile apps can advance acute post-trauma care and mental
health treatment more broadly [18]. Mobile devices are near
ubiquitous among adults in the United States [19].
Approximately half of American adults have downloaded apps
to their mobile phones. Health apps can provide education and
intervention, facilitate communication between patients and
providers, and provide disorder-specific  feedback.
Communication with patients and providers can occur
asynchronously to accommodate patient and provider schedules.
Mobile apps are easily disseminated, low cost, and easily
integrated with electronic medical records[20]. Finally, mobile
apps can be tailored to assess the wide range of possible
post-trauma mental health symptoms and those of related
conditions. Thisflexibility isimportant given that post-trauma
symptoms develop at different rates after atrauma[21,22].

In order for mobile app post-trauma care to have the proposed
impact on health care, it is necessary to design systems that
address the needs of this patient population. Those recently
exposed to a trauma have multiple competing concerns in the
acute aftermath of an event that place significant demands on
their time [3]. Apps created by the Veterans Health
Administration and the Department of Defense for chronic
PTSD were well received by patients [23,24] and providers
[25]. However, these apps may be inappropriate for use in the
acute post-trauma period given that symptoms may not have
fully developed. Indeed, PTSD symptoms fluctuate in the
post-trauma period [21]. Relatedly, the concerns of the patient
are likely to vary during the acute period. The best method to
ensure that an app addresses the concerns is with a usability
evaluation [26]. The belief isthat an assessment method should
place minimal burden on the patient so as not to interfere with
recovery. The maobile app should allow question content to
change during the assessment period to capture the course of
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symptoms. Including amethod to capture the dynamic concerns
of the patient so intervention and assessment can be tailored
accordingly is necessary. To determine if these features are
useful in post-trauma care, amixed-method usability evaluation
is needed. The current study conducted a usability evaluation
of a system that includes a mobile app to monitor post-trauma
symptoms. The primary aim of the current study wasto highlight
key usability and design components of this platform that will
inform development of systems designed to track patient
progress.

Methods

Participants

A total of 21 college-aged adults with a history of a trauma
exposurethat resulted in ahospital visit participated in the study.
Participantswere 19 yearsold (mean [SD] 18.8[0.87]), and the
majority were female (16/21, 76%) and White (15/21, 71%).
All participants owned asmartphone, primarily iPhones (15/21,
71%). Participants all texted, took pictures, listened to music,
downloaded apps, recorded videos, and accessed the Internet
on their phones. A majority used their devices to obtain
information about physical health (17/21, 81%) and mental
health (14/21, 67%). All participants provided verbal consent
as the Ingtitutional Review Board did not require written
consent. Consent was recorded using arequired documentation
form.

Development of the M obile App

A development team with expertisein mobile app devel opment,
database creation, acute trauma care, and post-trauma mental
health care created a prototype app. Design was guided by the
Technology Acceptance Model (TAM) [27], which posits that
adoption and continued use of software is a function of
perceived usefulness and perceived ease of use. Perceived
usefulness is the extent that a technology will increase the
likelihood of agiven outcome. Applied to the current problem,
monitoring may improve the likelihood that an individual
receives mental health care after a trauma. Perceived ease of
use is the extent that minimal effort is needed to use the
technology.

A distributed system comprising several major software
components was created (Figure 1). The patient-facing
component is a mobile app that administers self-report
assessments. The system also includes a database and a Web
interfacefor care providers. The Web interface allows providers
to manipulate patient data (add new patients, view existing
patients, obtain reports of responses provided by patients) and
manipulate questions (create, edit, and delete). Creation and
modification of questions can be done quickly and efficiently
with a series of menus and text fields through the Web portal.
Notifications can be assigned to alert the patient to complete
an assessment at a specific time or randomly within a
pre-specified interval [28]. Notifications are automatically
pushed to the mobile app. The following areas were prioritized
during the development process.
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Figure 1. Schematic diagram of the components of the system used to monitor symptoms after a trauma.
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Speed of Completing Assessments

Several steps were taken to ensure question sets could be
completed quickly. First, two types of question responses were
implemented: Slidersand Toggles (Figure 2). Sliderswerevisua
analogue scales, a commonly used method to assess symptom
severity in health research [29]. A dlider allows participants to
make choices more rapidly than other commonly used methods
such as a Likert scale. Mobile device screen size limits the
amount of text that can be presented, which imposesachallenge
presenting a question and corresponding text for 5-9 discrete

Figure 2. Screenshot of slider and toggle type questions.
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How much are you thinking
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now?
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Next»
I

Ease of Use

The types of questions allowed were selected to improve the
ease of use. Consideration was given to presenting multiple
items on a single screen in which users would scroll through
all itemsor presenting multiple screens. The use of anative app,
as opposed to a Web survey, reduced load times to overcome
the limitation of using multiple screens to complete a survey
[30].

http://mental .jmir.org/2016/1/e3/

Patient Questionnaire
App

Send survey
answers securely ™=

/ fo server
Hons

\(\0'3
Get survey /

N~ questions securely
from server

options on a single screen. Toggle questions were used to ask
guestion with a dichotomous response (eg, Yes/No).

Second, app speed was prioritized. Initial prototypes included
multipleicons on the home page that ultimately interfered with
speed of use. A home page with asingleicon “Begin Questions”
inthe center was used instead. Transitions between screenswere
removed. Responses were stored localy on the device and
transmitted when the assessment was completed, to eliminate
network latency that is common in Web forms [30]. Responses
were sent automatically rather than prompting the user to upload
their responses.

Pod 1218 PM

Is anything nearby
reminding you of what
happened?

Next»
I

Flexibility in Assessment Content

Considerable flexibility was needed to assess a range of
symptoms. For example, there are 20 possible symptoms that
make up the diagnosis for PTSD. Surveys were alowed to be
of unlimited length, have editable content, and have additional
items added or removed via the Web interface. Furthermore,
participants could be assigned different surveys based on the
time of day.
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Usability Measures

Usahility was assessed with the Perceived Useful and Ease of
Use Survey (PUEU) [27] and aqudlitativeinterview. The PUEU
is a 12-item self-report survey with subscales assessing the
perceived usefulness of agiven technology (eg, “ The app would
enable me to communicate with my doctor more quickly”) and
the perceived ease of use of a given technology (eg, “It would
be easy for me to become skillful at using the system”). Each
item is rated on a 7-point Likert scale with higher scores
indicating a more favorable rating. A qualitative interview was
conducted to assessimpressions of the app and guide subsequent
development. Participants were asked for their thoughts on the
app, components they liked most, components they liked least,
and to suggest features to improve the app. Responses were
audio recorded and transcribed for review.

Mobile Devices

The mobile app was evaluated on an iOS (iPod Touch 51 Gen)
and an Android device (Motorola Moto G). The interface was
nearly identical across both platforms. Half of the sample used
each device. Use of the mobile app was monitored using a
universal serial bus (USB) camera mounted to the device.

Procedure

Standardized taskstook place within alaboratory. To standardize
the use of the app, participants were read a script describing a
motor vehicle accident that required immediate and sustained
medical attention. They weretold that this app was being given
to them to monitor their recovery after they |eft the hospital and
they were asked to complete a set of self-report assessmentsin
the coming weeks. Participants used the app atotal of 5 times,
each time progressing further intheir recovery. Trained research
assi stants observed the parti cipants during their interaction with
the app and interactions were recorded with a usability mounted
camera[31]. They then completed a brief qualitative interview
to assesstheir thoughts on using the app. Videoswerereviewed
toidentify user interaction errors, defined as errors made by the
user due to the interface. These include tapping an icon that is
not a responsive icon or being unable to determine how to
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complete a specific task. The university’s Institutional Review
Board approved all procedures.

A clinical psychologist analyzed the qualitative data. A
constructivist grounded theory approach was used in which
commentsand interviewswere reviewed multipletimes, coded,
and primary themes were extracted. Themes that were present
for more than three cases were retained. Themes that were
present in three or fewer cases were reviewed, merged with
other themes, or discarded. Coding and thematic analyseswere
conducted after each wave to determine the point at which
saturation had been obtained and when no new bugs were
identified. A hierarchical structure in which themes were
evaluated as representing perceived usefulness or perceived
ease of use was then evaluated to determine the extent that the
qualitative data corresponded to the quantitative data. Several
passes of the data determined that this structure represented the
datawell. Matrix analyses combined the quantitative datafrom
the PUEU and the qualitative data from the interview.
Triangulation of the mixed-method yielded a high degree of
overlap across the quantitative and qualitative data, which adds
validity to the conclusions drawn from the qualitative analysis.

Results

Participants used the app a total of five times. Participants
completed a standard question set that contained 7 items (6
dider-type and 1 toggle-type). Questions assessed symptoms
of PTSD (re-experiencing, avoidance, hyperarousal, numbing),
pain, and socia support, and the presence of trauma-related
cues. The time to complete the question sets was mean (SD)
29.37 (7.53) seconds (range 15-57). A review of the video
recordings of participant interaction revealed minimal user
interaction errors. Participants were able to navigate each use
of the app without error. The app stalled for approximately 30
seconds for 2 participants after al responses were logged. No
other usability issues were observed. Table 1 shows the results
from the qualitative and quantitative data according to the two
TAM themes.
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Table 1. Results of the perceived usefulness and perceived ease of use survey.
1 (Unlikely) 2 3 4 5 6 7 (Likely)
Per ceived usefulness, %
The app would enable me to communicate with my doctor more quickly. 0.0 48 00 00 286 381 286
The app would improve my recovery from atraumatic event. 0.0 143 95 238 286 190 48
The app would improve the quality of medical care| received after a 0.0 48 286 48 286 143 190
traumatic event.
The app would make it easier for me to remember to follow the doctor’s 0.0 00 48 238 286 238 190
instructions after atraumatic event.
The app v_vould make it easier for me to seek additional medical careafter 0.0 48 48 95 333 238 238
atraumatic event.
| would find this app useful after a traumatic event. 0.0 48 95 143 286 190 238
Perceived ease of use, %
Learning to use the app would be easy for me. 0.0 00 00 95 48 238 619
| would find it easy to get the app to do what | want it to do. 4.8 00 00 190 190 143 429
My interaction with the app would be clear and understandable. 0.0 00 00 286 143 48 524
| would find the app to be flexible to interact with. 0.0 48 00 143 238 333 238
It would be easy for me to become skillful at using the system. 0.0 00 00 48 238 190 524
| would find the system easy to use. 4.8 00 00 143 95 095 619

Per ceived Usefulness

Ratings of overall perceived usefulness according to the PUEU
suggested that parti ci pants thought amobile monitoring system
would be useful inimproving post-traumarecovery (mean [SD]
5.14 [1.1Q]). Participants reported the app would facilitate
communication with their provider (mean [SD] 5.81[1.17]). A
substantial portion (11/21, 52%) reported that this app would
improve communication above and beyond traditional follow-up
methods in the qualitative interview. Participants requested
two-way communication with their provider through the app
(12/21, 57%). That is, they wanted a provider to give feedback,
but the type varied. A portion wanted personalized feedback
(6/21, 29%), whereas others preferred a notification that the
doctor received or viewed their responses (12/21, 57%). Severa
(3/21, 14%) recommended the app list contact information for
aprovider. Last, severa participants (5/21, 24%) reported that
reminders for intervention (eg, take medication, complete
physical therapy) would be helpful.

Participants rated the app as moderately likely to improve their
recovery from the traumatic event (mean [SD] 4.42 [1.43]) and
thought it would be useful after a trauma (mean [SD] 5.19
[1.47]). A magjority thought a monitoring system would be
helpful (13/21, 62%), with a portion stating it would indicate
their provider cared about their recovery (4/21, 19%). However,
several participantsvoiced concernsthat thisapp would replace
face-to-face provider contact (2/21, 10%).

Per ceived Ease of Use

Overall ratings suggested the app was easy to use (mean [SD]
5.92[1.05]; mean calculated out of 7), easy tolearnto use (mean
[SD] 6.38[0.97]), and it would be easy to become skillful with
the app (mean [SD] 6.19 [0.98]). Qualitative responses were
supportive of these data. Nearly all (19/21, 90%) reported the

http://mental .jmir.org/2016/1/e3/

app was easy to use and they enjoyed the simplicity of the
design. Several found the design calming and engaging (5/21,
24%). A substantial majority reported assessmentstook minimal
time to complete and would impose minimal burden (17/21,
81%). Indeed, participants reported they would be willing to
answer mean (SD) 2.86 (1.85) question sets per day, mean (SD)
4.90 (2.41) days per week.

Participants had several recommendationsto enhancethe design
and features of the app. Half (11/21, 52%) suggested that
personalizing the app would be helpful. Specific
recommendations included changing colors, setting
backgrounds, and personalizing the question content.
Personalized content involved using specific details about the
individual (eg, name) and questions about their trauma (eg,
“how isthepaininyour left leg?’). Second, it was recommended
that each question have a free text response option to clarify
ratings (7/21, 33%).

Participants reported they wanted the app to provide feedback,
including a graph of their responses (10/21, 48%). Participants
wanted to receive positive feedback that informed them of areas
where they were improving and did not wish to be notified if
symptoms were worsening (8/21, 38%). Rather, they preferred
that worsening outcomes be reported to their provider and the
provider contact them.

Discussion

Principal Findings

The current study obtained important information about user
preferencesfor amonitoring system for mental health symptoms
following atrauma. Participants preferred an app that was easy
to use, would not impose a significant burden, and was
customizable. The findings are consistent with the TAM [27].
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Prior work with websites for health care have also shown that
ease of useis correlated with sustained use [32]. The app was
focused on a single purpose, obtaining self-report data, which
allowed participants to respond to 7 questions in less than 30
seconds on average and showed increased willingness to use
the app for asustained period. The speed with which individuals
were ableto respond suggeststhat longer question setsarelikely
to impose minimal burden. Difficulty providing responses may
undermine the utility of mobile monitoring apps[33].

Participants were moderately positive that amobile monitoring
app would help their recovery. Thisis consistent with evidence
suggesting that monitoring is helpful in reducing symptoms of
PTSD [34] and that interactions via SMS after a trauma are
perceived as helpful [35]. To increase perceived helpfulness,
participants should be given a rationale as to the benefit of
monitoring. In addition, participants should be told how their
datawill be used if no other feedback mechanism is available.

A key theme was the importance of providing feedback.
Participants were unanimous in their request to interact with
their provider through the app rather than as a one-way
communication tool. Most users wanted immediate feedback
from their provider after completing an assessment. An
immediate response, however, would be challenging given the
burden this would impose on a provider [12]. Rather, a
two-tiered feedback method is recommended. The first would
involve an immediate response. This could include a graph of
responses, positive praise for completing the assessment, or
notification that their provider will review their responses. More
patient-specific responses may become feasible as the
computational power of mobile devices increases. That is,
devices may be able to generate a specific response to a patient
based on their answers with a more powerful mobile device.
The second type of feedback would involve provider interaction
at alater point, such asaphonecall or session. Interactionswith
providers should explicitly highlight that the data obtained from
the mobile app triggered this contact. Additional work isneeded
to determine how to best tailor this feedback and use these data
in clinical practice.

A related theme was the personalization of the app to the needs
of the patient. Personalized feedback is highly relevant to
outcomesand sustained use [36,37]. Advanced analytic methods,
such as machine learning, may be especialy well suited to
provide personalized feedback. These methods can usethelarge
guantities of data generated by these apps to provide specific
feedback to anindividual [38]. For example, apatient with poor
sleep, increased arousal, increased pain, and a prescription for
narcotic pain medicine may be at risk for substance abuse. The
system could use these data to provide very specific questions
or information to the individual about their medication use.
Such information would then facilitate care interactions.
Relatedly, this ability to taillor question content should
specifically address the traumatic event that the participant
experienced. Rather than using generic language, it would likely
be beneficial to ask targeted questions about specific symptoms,
injuries, or events that reference the participant’s experience.
Such an approach will assure the participant that this app is
tailored to their needs. When implemented successfully, this
strategy would improve the efficiency and quality of care for
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patients in settings with considerable clinical demands, such as
the emergency department. As an example, arecent study used
mobile telehealth to monitor healing after surgery [39]. The
system allowed physiciansto monitor healing, providetargeted
feedback, and eliminate unnecessary follow-up appointments
for those healing as expected while spending more time with
those who had complications.

Participants provided two areas of caution. First, participants
wanted automated feedback to be positive and preferred that
negative outcomes trigger a provider touchpoint. Within the
context of TAM, it is possible that negative feedback may
diminish the perceived usefulness of an app. Those who are not
recovering likely do not want feedback reinforcing their lack
of progress but rather want intervention. Alternatively, providing
positive feedback about their progress may be perceived as
encouraging and supportive. Second, participants cautioned that
such monitoring systems should not replace interpersonal care.
It is unclear if this concern could be addressed by providing a
more personalized experience, such as telehealth or telephone
sessions, or additional contact from their provider. Wound care
after surgery using telehealth reduced the need for in-person
follow-ups, which was preferred by patients [39].

Limitations

Our conclusions should be considered within the context of
several limitations. The sample size for the current study was
within the recommended size for usability studies [40] but is
still relatively small. The current study was conducted within
alaboratory setting with patients who had a trauma history but
were not currently dealing with the repercussions of their event.
As such, the ecological validity of the current study islimited
[26]. Additional usability and feasibility testing is needed with
asample of patientswho have recently experienced atraumatic
event. Such studies should coincide with validation studies in
which responses to the surveys administered via the mobile
platform are compared with responses to a gold-standard
measure. The magjority of the participants in the current study
were young, White, female, iPhone-owners, which may limit
the generalizability of thefindingsto other populations. Indeed,
recent work has highlighted the ethnic, racial, and economic
diversity of patientsin an acute setting [15], such that evaluation
acrossamore diverse group of participantsiswarranted. Finally,
the current study focused primarily on the use of a mobile app
by patients. The current framework, however, involves a
provider dashboard that displays results, allows providers to
create and edit question sets, and reviewstheir patient priorities.
Additional usability testing is needed to eval uate this component.

Conclusion

The results of this study provide several points of feedback to
advance modern methods for monitoring mental health recovery
after atrauma. The need for personalized feedback, the type of
feedback provided, and how patients view such a system has
broad implicationsfor other conditions. These recommendations
should guide the refinement of current systems and the
development of new strategies that leverage novel technology.
Although technology changes rapidly, the principles obtained
from this study and related projects are applicable to systems
that address mental health. Such work is essential to the
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development of systemsthat will be used by patientstoimprove  outcomes.
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