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Abstract

Background: The development of Web-based interventions for substance abusein Latin Americais anew field of interest with
great potential for expansion to other Spanish-speaking countries.

Objective: This paper describes a project aimed to devel op and eval uate the usability of the Web-based Help Program for Drug
Abuse and Depression (Programa de Ayuda para Abuso de Drogas y Depresion, PAADD, in Spanish) and also to construct a
systematic frame of reference for the development of future Web-based programs.

Methods: The PAADD aims to reduce substance use and depressive symptoms with cognitive behavioral techniques trandated
into Web applications, aided by the participation of a counselor to provide support and guidance. This Web-based intervention
includes 4 steps: (1) My Starting Point, (2) Where Do | Want to Be? (3) Strategies for Change, and (4) Maintaining Change. The
development of the program was an interactive multistage process. The first stage defined the core structure and contents, which
were validated in stage 2 by a group of 8 experts in addiction treatment. Programming of the applications took place in stage 3,
taking into account 3 types of end users: administrators, counselors, and substance users. Stage 4 consisted of functionality testing.
In stage 5, atotal of 9 health professionals and 20 drug users currently in treatment voluntarily interacted with the programin a
usahility test, providing feedback about adjustments needed to improve users’ experience.

Results: The main finding of stage 2 was the consensus of the health professionals about the cognitive behavioral strategies
and techniques included in PAADD being appropriate for changing substance use behaviors. In stage 5, the health professionals
found the functionalities easy to learn; their suggestions were related to the page layout, inclusion of confirmation messages at
the end of activities, avoiding “read more” links, and providing feedback about every activity. On the other hand, the users said
theinformation presented within the modules was easy to follow and suggested more dynamic features with concrete instructions
and feedback.

Conclusions: The resulting Web-based program may have advantages over traditional face-to-face therapies owing to its low
cost, wide accessibility, anonymity, and independence of time and distance factors. The detailed description of the process of
designing a Web-based program is an important contribution to others interested in this field. The potential benefits must be
verified in specific studies.
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Introduction

I nternet-Based Cognitive Behavioral | nterventionsfor
Drug Use

The drug treatments with the greatest empirical validity are
those involving cognitive behavioral interventions (CBls) [1].
Some authors argue that the success of such interventions is
related to the use of specific techniques, such as exploration of
the positive and negative consequences of substance use
(decisional balance); self-monitoring, or diary of use, where
situations of high risk for drug use can also be identified;
elaboration of strategiesto anticipate and face situations of risk
and craving; and training in socia abilities [2-4].

A recent meta-analysis of the effectiveness of Internet-based
interventions based on cognitive behavioral therapy
demonstrated a large effect size (0.83, n=3960) as compared
with other modalities, including psychoeducation (0.46, n=6796)
[5]. On the other hand, it has been reported that the principles
and techniques of CBIs focused on reduction in acohol and
tobacco use lend themselves more easily to adaption to an
Internet-based format [6].

Web-based interventions allow complex treatments to be
delivered with consistency and minimal demands on staff time
and training resources. M oreover, computerized programs may
belessthreatening, provide greater anonymity [7,8], and reduce
the effects of stigma, allowing individuals to seek information
inrelative privacy [9]. The expansion of the Internet offers new
treatment opportunities for a large number of individuals at a
relatively low cost; they may be particularly useful in rural or
remote settings, where access to psychotherapy for substance
use disorders may belimited, and they may thus help to broaden
the availability of treatment [10-15]. Current Web-based
programs differ in the level of therapist support provided and
the use of toolsthat require or not aresponse from the user. The
level of support can vary from nonassistance (self-help) to
having some level of therapist contact by email or telephone;
the latter has shown results superior to those of total self-help
programs [5,16-18].

During the last decade, several Web-based interventions have
been developed and validated in the mental health field [5].
Those for substance abuse, however, have focused mainly on
alcohol [19-21] and tobacco [22,23]. There are few validated
Web-based interventions to address drug abuse [24-27] and
even fewer that address substance abuse and depression together
even though comorbidity is highly frequent [28,29].

http://mental .jmir.org/2016/3/e47/

Internet Use and Web-Based Treatment in Latin
America

Web-based interventions developed in Latin America are very
limited and focus on smoking [30], heavy drinking [31,32], and
depression [33,34]. Given the 560 million people worldwide
who speak Spanish, 40 million of whom live in the United
States, there is a pressing need for Web-based interventionsin
this language [35].

Approximately 3.3 hbillion people around the world use the
Internet, among them 345 million in Latin America, with a
growth of 1808.4% in the past 15 years [36]. According to the
Mexican Internet Association [37], there are approximately 53.9
million Internet users in the country, 46% of whom are aged
13-24 years. Although there are no specific studies of the use
of the Internet for health care, it has been documented that
health-related pages occupy the eleventh place among Web
searches as awhole [38].

There are few publications that describe the process of
devel oping aWeb-based intervention, the selection of strategies
required, or the limitations involved in starting it up [39]. Such
information could help to provide better interpretations of data
on the effectiveness of Web-based programs, aid in the design
of outreach strategiesto target popul ations, and suggest avenues
for further research [40]. It could also testify to the complexity
of designing such programsin a L atin American context, where
they have seldom been attempted and where there is still a
degree of resistance to their use.

The purposes of this paper are therefore to describe the
development process of the Web-based Help Program for Drug
Abuse and Depression (Programa de Ayuda para Abuso de
Drogasy Depresion, PAADD, in Spanish) [41] in Mexico and
to describe its final structure and functioning, which includes
the participation of a counselor.

Methods

Stages of Development

The PAADD was developed in an interactive multistage process
that involved design, testing, and redesign tasks, following
international recommendations for the devel opment of eHealth
strategies and ethical standards for Web-based interventions
[42].

Stage 1. Conceptual Design

The aims of this phase were to define the structure and contents
of the program. After a search of the literature on treatment in
Mexico for problems of substance use and depression, 3 sources
were chosen: (1) self-help manua ¢Cémo dejar de consumir
drogas? (How to Stop Using Drugs) [43]; (2) Web-based
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program Ayuda para Depresion (ADep, Help for Depression)
[33,34]; and (3) Web-based program Beber Menos (Drink Less)
[31].

The basic structure of the intervention and the specific
techniques of behavior modification were taken from the
self-help manua How to Stop Using Drugs [43], abrief CBI.

The Web-based program ADep [33,34] isa CBI-based self-help
program addressed to women but also used by men. It was
designed for the general population to reduce depressive
symptoms or their severity in those already suffering from
depression. It provided the basis for the cognitive restructuring
component to change negative thoughts associated with
substance use, aswell asrelaxation exercises; it does not address
substance abuse.

The Web-based program Beber Menos[31] ispart of amultisite
project coordinated by the World Health Organization. This
self-help program is directed at persons with hazardous or
harmful alcohol use and served asamodel for thefunctionalities.

Onthebasisof theliterature review of \Web-based interventions,
the specific characteristics of the PAADD were defined as
follows:

1. The PAADD isastand-aloneintervention directed at persons
with risky levels of drug use and not at those with drug
dependence.

2. It offers strategies to address substance abuse and depressive
symptoms together.

3. Itincludes 4 stepsto establish abaseline and atreatment goal,
in addition to strategiesto change the pattern of use, stay focused
on the goal, and prevent rel apses.

4. It offers contact from a counselor, which previous studies
have shown produces favorable results [44,45]

Stage 2. Validation of Content

Once the outline and the core contents for each step were
planned, these were shared with a focus group of 8 expertsin

http://mental .jmir.org/2016/3/e47/
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addiction treatment from the public mental health care system
in the Mexico City metropolitan area. Participants were asked
to comment on the proposed techniques and the possible impact
of the program and to provide suggestionsfor improvement and
implementation.

These experts expressed the opinion that the CBI strategies and
techniques for changing substance use behaviors were
appropriate. Their comments were useful for fine-tuning the
inclusion criteria: (1) medium risk level of drug use according
to the Alcohol, Smoking and Substance Involvement Screening
Test [46] and (2) moderate depressive symptomatol ogy assessed
with the Patient Health Questionnaire (PHQ-9) [47] administered
inafirst face-to-face on. They suggested including different
easy-to-use applications including workable user reports to
record the amount of drugs consumed and sending users
reminders to finish their activities. They aso offered
observations on the functions of the counselor, suggesting in
particular that there be an initial face-to-face meeting in order
to forge a therapeutic alliance, explaining that the PAADD is
not atreatment in real time but that the counsel or would provide
written feedback. It was al so suggested that training be offered
to the counselor in skills such as empathy and motivational
interviewing—based reflective listening. Finally, they offered
recommendations regarding the vocabulary used so that the
program would also be accessible to users with a low
educational level.

Stage 3. Structure of the PAADD

The PAADD was structured into 4 successive steps. The home
pageis shownin Figure 1. Table 1 indicates the CBI strategies
used in each step, such as self-control, functional analysis of
consumption, and exercises to identify risk situations and
transform negative thoughts associated with depressive
symptoms; Figures 2-5 show some exampl es of the content and
functions of each step. Users receive feedback from the
counselor via a message system to motivate them to complete
all the exercises.
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Table 1. Overall structure of the Web-Based Help Program for Drug Abuse and Depression (Programa de Ayuda para Abuso de Drogas y Depresion,

PAADD, in Spanish).

Step

Cognitive behavioral strategies

Step 1: My Starting Point

Step 2: Where Do | Want to Be?
Step 3: Strategies for Change

Step 4: Maintaining Change

Establishment of baseline
Identification of pattern of use
Depressive symptoms
Identification of negative thoughts
Decisional balance

Motivation and reasons to change

Goal setting

Self-monitoring

Functional analysis of substance use
Developing an action plan
Psychoeducation

Relaxation exercises

Stopping unwanted thoughts

Cognitive restructuring—link to ADep?[31]
Positive reinforcement

Social skillsfor resisting pressure

Seeking socia support

Assertiveness

Monitoring results

Adopting behaviors incompatible with substance use
Relapse prevention

8ADep: Ayuda para Depresion (Help for Depression).
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Figurel. Help Programfor Drug Abuse and Depression (Programade Ayuda para Abuso de Drogasy Depresion, PAADD)" swelcome page. Illustration
of the stages and tools comprised in the program.

Programa de Ayuda
para el Abuso de
Drogas y Depresién

Comentarios

« Analizar tu consumo de drogas

+ Reconocer los pensamientos que te dificultan dejar de usarlas

« Establecer una meta respecto a tu consumo y un plan para alcanzarla

« Aprender estrategias que te permitan pensar y actuar de manera mas conveniente para modificar tu consumo
« Utilizar estrategias para mantener, a lo largo del tiempo, tu meta de dejar las drogas y evitar recaidas

Si tienes dudas o necesitas el apoyo de tu orientador recibiras respuesta en un plazo maximo de 24 horas.
El siguiente diagrama muestra los pasos que integran el programa y el proceso que seguiras en el PAADD.

Para empezar el analisis de tu consumo continuaremos con el Paso 1.

Estodo de animo y

Motivacion pora combiar
Exploracion del p g

MI PUNTO DE PARTIDA

\ Razones para cambiar

(A DONDE

ESTRATEGIAS
Ry QUIERO LLEGAR?

PARA EL CAMBIO

Diario de consumo

Situociones de riesgo

Ansiedad y deseo Estoble
stoblecer

objetivos y metos

MANTENIENDO

Pensomientos
negativos EL CAMBIO Manejo de la presion pora consumir
Pros y contras
______ de mi consumo
Reconacimiento de logros (?I;:Ifl.ill
mi decision
Prevencidn
de recoidos
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Figure 2. Timeline followback in step 1. Tool used to record drug use during the previous week and the amount of money expended.

Programa de Ayuda
para el Abuso de
Drogas y Depresion

Comentarios

PROGRES O 182%

Mi consumo de la semana pasada

Ahora analiza cémo fue tu consumo en la tltima semana o en una semana tipica, la que mejor represente tu nivel de consumo.
Para registrar tu consumo, arrastra la imagen de cada una de las drogas que hayas consumido cada dia y luego registra la
cantidad que usaste.

Si no consumiste un dia completo, utiliza el icono "Sin consumo™. Completa toda la semana.

Sin Consumo » Lunes 25-07-2016
. * Domingo 24-07-2016
Marihuana %

oo
Total =[1]

» Sabado 23-07-2016

» Viernes 22-07-2016

» Jueves 21-07-2016

» Miércoles 20-07-2016

» Martes 19-07-2016

;Cuanto gastaste en drogas la semana pasada?: pesos
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Figure 3. Decisiona balancein step 1. Tool to identify advantages and disadvantages of drug use.

Programa de Ayuda
para el Abuso de
Drogas y Depresién

Mis ventajas y desventajas de consumir

Tiburcio et d

Comentarios

PROGRES O 545%

Este ejercicio te ayudara a identificar cuales son las ventajas y desventajas tanto de consumir como de estar en abstinencia. Esto
te servira para identificar la manera en la que el consumo afecta tu vida.

Del lado izquierdo aparecen algunas opciones que representan ventajas o desventajas. Arrastra las opciones y ponlas en el
cuadro segun consideres que es una ventaja o desventaja para ti.

|pr0b|em;a

|ninguna

lhinguna

lhinguna

|no me compro zapatos

drogo

personas hablan mal de mi por que me

Puedo salir a hacer ejecrcicio con mis
hijos y no me canso

lse fijaran mas las mujeres en mi

lse mejorara la relacion con mis
familiares

lsentirme mejor con Migo mismo

ISENTIRME NO PREOCUPADO, O
ALTERADO

Siempre despierto con una gran
nostalgia y tristeza

Isoy pacifista
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Duermo mejor : Me rinde mas el dinero
Me hace sentir en hd : Me da mas energia .
ambiente con mis :
amigos(as) 5
Me divierto mas bt :
Se me olvidan las cosas bt ; Me sentiré solo .
Tengo problemas en el hd : Me sentiré nervioso(a) o
trabajo o escuela :
Los hombres ya no me et '
buscan
Siempre despierto con .. :
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Figure4. Goal setting in step 2. Tool to set a consumption goal for the following week.

Programa de Ayuda
para el Abuso de
Drogas y Depresién

Paso 2 Comentarios Reporte
Linea Base

Mi meta semanal
Ahora establece cual sera tu meta para la siguiente semana, o la semana que decidas iniciar.
La tabla de abajo muestra las drogas que consumes. Para establecer tu meta:

1. Da dlic al recuadro que se encuentra a la izquierda de las drogas que elijas reducir.

2. Observa cual es tu consumo habitual y decide qué dias vas a consumir y qué cantidad. Es muy importante que esta
cantidad no sea mayor a la que consumes de forma habitual. Recuerda... establece metas
SIMPLES , ESPECIFICAS y REALISTAS .

3. Anota cero en los dias que planeas no consumir.

4. Repite el proceso para cada una de las drogas que consumes, recuerda que puedes incluir hasta tres drogas a la vez.

Voy areducirmi 5 Miércolesi Jueves Viernes Sébado Dcmingci TOTAL

consumo de: i Lunes Martes : : : : : :
,@ 0 o T o O o s [ o [ s I ey R |
""" Tonsmoameios | 2 | 1 2 | 2 2 | 3 | 3 | o1
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Figure5. Cognitive restructuring in step 3. Tool to analyze negative thoughts associated with drug use.

Programa de Ayuda
para el Abuso de
Drogas y Depresién

Mi diario
llegar?

A dénde quiero  ;C6mo voy?

Situaciones de

riesgo deseo

Ansiedad y

Pensamientos Reconocer mis
Megativos ogros

Ahora, reflexiona sobre los pensamientos que has tenido en situaciones recientes, el cuadro de abajo te puede ayudar.

Si tienes duda, pasa el cursor por los encabezados de cada columna para saber qué anotar en cada espacio.

Describe la situacién Identifica:

pensar asi?

Cuestiona: Transforma: iCrees que pudiste

haberlo detenido y
Pensamiento negativo ;Quéte hace sentir ;Esrazonable esoque ;Podriaverlodeotra 3mbiar de actividad?

me digo? manera?

Step 1: My Starting Point

The aim of thismoduleisto promote the awareness of personal
drug use and its risks in order to increase the motivation to
change. This module includes assessment instruments and
behavioral strategies to establish a baseline. At the end, users
receive a printable report and are asked if they are committed
to participating in aprocess of change. A positive answer directs
them to step 2; a negative answer redirects them to a feedback
page to prompt reflection about the consequences of drug use.

Step 2: Where Do | Want to Be?

The purpose of this step is to set treatment goals. Users are
provided with various tools, such as the recommendation to
defineagoal (smple, specific, realistic), to establish areduction
plan (to focus on 1 drug at atime, to plan ahead, to remember
that any reduction in use is a step forward), and to set atime
limit to achieve the goal. At the end of this step the user receives
a printable feedback page.

Step 3: Strategiesfor Change

Step 3 isamed at achieving behavioral change in accordance
with the goals established in step 2. Users are advised to log in

http://mental .jmir.org/2016/3/e47/

RenderX

every day, record daily drug use, review the progress graph,
and do an activity to achieve the change. They are offered tools
to perform a functional analysis of substance use behavior, to
develop action plansto face risk situations, to apply emotional
control techniques to cope with anxiety, to generate positive
self-reinforcement, and for cognitive restructuring of negative
thoughts.

Step 4: Maintaining Change

The objective of step 4 is to reinforce changes in drug use
behavior and avoid relapses. It offers strategies for recognition
of success (self-reinforcement), for facing pressure to use drugs
(assertiveness), and for seeking social support, among others.

The counselor makes the decision to enable this step in
accordance with the results from step 3.

The program is designed to be completed in 8 weeks, but this
period can be extended if necessary depending on the evaluation
of the counselor, who might suggest specific activities that the
participant may have skipped, according to the progress and
needs of each user. The role of the counselor aso includes
monitoring the completion of the activitiesaswell as providing
written feedback and encouragement within; all thesefunctions
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are performed through a messaging system within the program
within 24 hours after a user logs in. Thisis aminimal contact
scheme that differs from conducting therapy ons via the
Internet and represents an opportunity to optimizetime because
one counselor can monitor 2 or more patients simultaneously.

The structure of the Web-based intervention was outlined as a
diagramin order to establish the sequence of the stepsinvolved.
The PAADD was constructed by a commercia programming
company as a Web application accessible through computers,
laptops, or tablets with any browser; although it is not amobile
application, it can also be accessed with amobile phone. It took
into account 3 types of end users: administrators, counselors,
and substance users. Functionality and usability tests were
performed on the completed application.

Stage 4. Functionality Test

The purpose of this process was to ensure that the PAADD met
the technical requirements set out in the functional design and
to identify programming glitches. The test specifically verified
the following:

«  The program worked according to specifications.

« The database responded to the input and output
specifications of expected information.

« The system followed the sequence identified in the
functional design.

These functionalities were tested by members of the research
team (n=7), who interacted with the program and verified each
one, following a checklist. Errors found were corrected and a
second test was performed. This functionality testing was then
followed by a usability test.

Stage 5. Usability Test

Usahility is defined as the ability of a software or program to
be understood, learned, used, and be attractive to the end user
under specific conditions of use [48]. The objectives of this
phase were (1) to test the usability of the PAADD and (2) to
identify the sections that needed adjustment to improve users
experience.

Participants

A total of 9 hedlth professionals from Mexico City, State of
Mexico, and the states Morelos, and Baja California agreed to
participate. Inclusion criteria were that (1) they worked in an
addiction treatment center; (2) they had at least a year of
experienceworking in substance abuse treatment using cognitive
behavioral strategies; (3) they had experience using the Internet;
and (4) they were regular email users. Each was asked to invite
patients under treatment (n=20) to give their opinion of the
PAADD. Theinclusion criteria for the patient group were that
(1) they were adults; (2) they had received a minimum of 4
treatment sessions for abuse of psychoactive substances during
the previous 6 months; (3) they could read and write; (4) they
had experience using the Internet; and (5) they were regular
email users.

Evaluation I nstruments

All participants (both health professionals and patients)
responded to a questionnaire about their Internet usage and
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received an instruction guide for usability test. The checklist
for the health professionals focused on evaluating the role of
the counselor (usefulness of strategies, contents, and message
system), whereas that for patients focused on their perspective
about language and ease of use.

Procedure

Thisprocedure was approved by the Research Ethics Committee
of the Ramdén de la Fuente Mufiz Nationa Institute of
Psychiatry. All participants were volunteers and signed an
informed consent form with the understanding that the data
might be used in research. All information obtained in this
program is confidential and available only to members of the
research team. The questionnaires, forms, and other documents
wereidentified by anumeric code that avoids the identification
of participants.

The usability test was based on a selection of tasks and pages
according to the guidelines proposed by Dumas and Loring
[49]: (1) frequently used tasks; (2) tasks that are basic to the
general program; (3) tasks that are critical because they affect
other parts of the design, even though they may not be frequently
used; (4) tasksin which problems are anticipated; (5) tasks that
test the structure and components of the design; and (6) thetime
available for the evaluation.

The tests carried out by the health professionals consisted of
navigating the PAADD, following alist of specific actions, and
reporting on their experience. Thetestsby patientswere carried
out at the centers where they were receiving treatment. A
member of the research team accompanied them and recorded
their commentaries and suggestions.

Results

Results of the usability test are presented here separately by
type of participant.

Characteristics of the Health Professionals

The group included 5 women and 3 men with an average age
of 30.25 years (SD 5.33). All participants had a master's degree
in psychology of addiction and had an average of 5 years of
experience using the CBI approach to treat persons with
problems of substance abuse. All participantswere regular users
of the Internet, with an average daily use of 6.1 hours, the
majority from their home and workplace.

Professionals Suggestions

The main suggestions from the health professionals focused on
the content and format but not on the structure of the program,
for instance, recommendationsto change the color scheme, page
layout, font size, arrangement of functions, inclusion of
confirmation messages at the end of activities, avoiding the use
of technical language and “read more” links, providing short
introductory textsfor every task, and creating morevisible help
buttons with specific explanations and tips. They found the
functionalities easy to learn, although they indicated that some
were not intuitive at first glance. They suggested providing
feedback about every activity and including more activitiesand
exercises within the program, as well as more tips on how to
end substance abuse. They also suggested the possibility of
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including testimonials from persons who had benefited from
the program (see Table 2).

Characteristics of the Users

The user group included 16 men and 4 women, 60% of them
single, with an average age of 29.6 (SD 9.1) years. Inthisgroup
70% (14/20) had completed high school, 15% (3/20) an
undergraduate degree, and 15% (3/20) elementary school; 65%
(13/20) were employed, 20% (4/20) did not work, and 15%
(3/20) were students. All participants were regular users of the
Internet, with an average daily use of 3 hours, the majority from
home (85%) and therest using their cell phoneand/or at I nternet
cafes.

Table 2. Observations and suggestions from health professionals.

Tiburcio et al

Users Suggestions

Users suggested amore dynamic design with images and colors,
clearer, more concrete instructions, inclusion of empathetic,
reflective feedback, and also a chart showing the names and
appearance of different drugs. Themajority said it wasimportant
to be able to modify the weekly goal and clarify the sequence
of activitiesin the program (see Table 3).

The observations and suggestions of users and hedlth
professionals were compiled into a document that served as a
guide for development of a new version of the PAADD, which
was in turn put through an evaluation process.

Step Positive aspects Negative aspects Suggestions

Step1 Includes counselor from first contact. It is necessary to clarify someinstructions  Indicate what each instrument evaluates.
The format of the instruments facilitates ~@nd the sequence of the instruments. Provide motivational, reflective, and personal
response. Feedback is very brief. feedback.
Providing asummary of resultsof theini- Cannot log fractional amounts of substances  Include alist of common names for drugs.
tial evaluation favorsadecisionto change.  used. Allow logging of open responses.

Includeinteractive applications, examples, and
vignettes.

Step 2 Gives users the responsibility to set their  The sequence of activitiesis not clear. Provide simpler instructions.
own goals. The setting of goals does not consider mul-  Compare habitual use with the weekly goal.
Weekly goal report helpsthe user notto  tiple use. Allow setting of goals for more than 1 drug.
forget it.
Information provided helps usersto plan
their weekly goals.

Step 3 The graph of use allows usersto observe  The sequence of activitiesis not clear. Make the sequence of activities explicit.
their changes. Complex texts. Include clear, concise texts with interactive
Thediary of drug use allowsthe identifi-  Thereisnoindication to show theendof ~ €/€ments such as vignettes and images.
cation of risk situations. the activities. Include abrief explanation of the significance
Thesummary of drug use situationsallows of the graphs.
for the analysis of factorsthat interfere Add a phrase to show when an activity isfin-
with the goal. ished.

Step 4 The exercisesincluded are strategically ~ Needs automatic feedback on finishing ex- Add a phrase to show when an activity isfin-

important to maintain the changein drug  ercises.

use.
They are easy to do. ty.

ished.

Needs an indication of the end of an activi-
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Table 3. Observations and suggestions from drug users in treatment.

Tiburcio et al

Step Positive aspects Negative aspects Suggestions
Step 1 Theinitial information and theinformed The design of the program is very serious. Use adynamic design that includes images,
consent help to understand what the The exercises on advantages and disadvantages vignettes, and more color.
program is about. of drug use are complex. Provide clear and simple instructions.
The feedback for every questionnaireis  The jnstructions for some questionnairesare  Give reflective and empathetic feedback to
very useful. not clear. help interpret the result.
Thereport letsyou seethe combined re-  Therestechnical languagein theinstructions,  Include examplesof different formsand names
sults of the evaluation. exercises, and feedback. of drugs.
Highlight the link to the page on risks associ at-
ed with drug use.
Step 2 Feedback on setting goalshelpstore-  The instructions are complex. Include more than 1 drug in the log of goals.
member them. The sequence of activitiesis not clear. Allow achangein goal.
Compare the weekly goal with habitual use
logged in step 1.
Step 3 Theinitial screen shows a general The instructions are complex. Provide clear and concise instructions and in-
overview of the activities of this step. The diary does not allow logging of fractional teractive examples of the activity log.
The drug use diary lets you identify the amounts of substances used. Provide more concrete texts.
factors that encourage use. Interpretation of the graphs s not clear. Include a brief explanation of the meaning of
The graphs show progressinreducing  Texts are long. the graphs.
ggﬁf and situations of use and Needs an indication of when all the activities Make the sequence of activities explicit.
) are finished. Include a phrase that shows the end of the ac-
tivity.
Step 4 The activities are easy to do. Activities do not provide feedback, and there  Give automatic reminders in case the weekly
isno indicator of when they are finished. goal is not met.
Indicate atime period for each activity.
Discussion to the motivational interviewing techniques. This element is
intended to strengthen adherence, asit has been shown that the
Main Findings inclusion of health professionals has a positive influence on

Thispaper describesthe development and results of the usability
test of PAADD, aWeb-based intervention with the participation
of a counselor, the first of its kind in Latin America that is
designed to reduce substance use and depressive symptoms.
The development of the program was systematic and rigorous.
It began with a review of the literature on brief interventions
and incorporated the opinions of expertsin addiction treatment
as well as 2 types of end users, following a procedure similar
tothat reported by Morrison et a [50]. Theresult of the process
was a Web-based program that contains the key elements of a
CBI, with a user-friendly design, simple instructions, and
intuitive and time-efficient functions.

Thetrandation of cognitive behavioral strategiesto the concrete
activities of the PAADD was complex and time consuming.
Van Voorhees et a [51] note that afocus on detail is necessary
to achieve good results in this type of process. Likewise, a
multidisciplinary approach considering different points of view
leads to more satisfactory results[52]. The detailed description
of the process of designing aWeb-based program isan important
contribution, given that there is no specific method for the
creation of this intervention modality [50]. This study can
therefore serve as a guide to others interested in thisfield.

Acceptance and Usability Test

An important characteristic of the PAADD is that it includes
the participation of counsel orswho provide feedback according

http://mental .jmir.org/2016/3/e47/

retention and motivation of participants in such programs
[53,54].

In the usability test, drug users commented that the PAADD
was professional and clear. Many felt that the information
presented within the modules was relatively easy to follow,
comprehensive, and of good quality. A few participants reported
at times feeling impatient to receive the next module. The
majority of users commented positively on the content of the
program and felt that they could benefit from it. In their view,
it helped principally with improved self-awareness of their
pattern of drug use. They reported that the PAADD encouraged
them to think about self-management techniques, how to monitor
their thoughts and feelings, and how to regulate their behavior
and consumption patterns. These observations suggest that the
design process was successful; it resulted in a program that is
easily usable by persons who wish to end their substance use
and who present depressive symptomatol ogy.

The PAADD may have advantages over traditional face-to-face
therapies because of itslow cost, wide accessibility, anonymity,
and independence of time and distancefactors. It may be agood
alternative for persons not receiving treatment owing to factors
such as physical distance from available services, lack of
qualified providers, socioeconomic condition, and stigma,
although these potential benefits will have to be verified in
specific studies.
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Future Directions

In future efforts it will also be important to consider that the
initial investment for the design of a Web-based intervention
can be high and that it is necessary to perform a cost-benefit
analysis to document the viability of the project. It should also
be kept in mind that technologies are developing rapidly; in
order to provide increased availability and accessibility, it is
necessary to plan from the beginning the possibility of using
the program on diverse types of devices, such as mobile phones
and tablets, and not just on computers.

Because PAADD is not an open-access program, it will also be
necessary to design adissemination strategy that would include
training of counselors and to promote the use of PAADD in
specialized treatment centers. This will alow to document
adoption and implementation in real-life scenarios.

Tiburcio et al

Limitations

The lack of forums or chat functionalities for users to interact
with each other may be a limitation in this program because
having contact with othersin the same situation can be asource
of support. It is also possible that the small humber of users
participating in the usability test limited the number of opinions
regarding improvements to the program. Such limitations have
been reported in similar studies [53,54].

Conclusions

Data from the usability test indicate that the PAADD has the
necessary featuresto support usersin their process of reducing
drug use. If this is corroborated in effectiveness studies, the
program could be used as an alternative to treatment as usual .
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Abstract

Background: Thereisagrowing body of evidence relating to how information and communication technology (ICT) can be
used to support people with physical health conditions. Less is known regarding mental health, and in particular, mood disorder.

Objective: To conduct a metasynthesis of all qualitative studies exploring the use of ICTs by people with mood disorder.

Methods: Searches were run in eight electronic databases using a systematic search strategy. Qualitative and mixed-method
studies published in English between 2007 and 2014 were included. Thematic synthesis was used to interpret and synthesis the
results of the included studies.

Results:  Thirty-four studies were included in the synthesis. The methodological design of the studies was qualitative or
mixed-methods. A global assessment of study quality identified 22 studies as strong and 12 weak with most having a typology
of findings either at topical or thematic survey levels of datatransformation. A typology of ICT use by people with mood disorder
was created as aresult of synthesis.

Conclusions: The systematic review and metasynthesis clearly identified a gap in the research literature as no studies were
identified, which specifically researched how people with mood disorder use mobile ICT. Further qualitative research is
recommended to understand the meaning thistype of technology holdsfor people. Such research might provide val uableinformation
on how people use mobile technology in their livesin general and also, more specifically, how they are being used to help with
their mood disorders.

(JMIR Ment Health 2016;3(3):€30) doi:10.2196/mental 5966

KEYWORDS
information and communication technology; ICTs; mood disorder; metasynthesis; self-management

: long-term conditions is a major challenge facing health care
Introduction providers. In order to effectively manage their health and
Mood disorder is a diagnostic category containing, among Wellbeing, people with amood disorders may have to master a
others, diagnoses such as major depression and bipolar range of skillsand makelifestyle changes, either independently
depression [1]. For some, having a mood disorder can be a O with the support of others, such asfamily, friends, third sector
lifelong problem and the need to support people with such ~ Services, and mental health and social care professionals[2].
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In mental health care systems designed primarily to treat acute
episodes of care, theriseinlong-term conditions hasthreatened
the sustainability of services and ultimately failed to meet the
needs of patients with ongoing care management and the
delivery of psychosocia interventions [3]. Developments in
information and communication technology (ICT) (such asthe
use of the Internet or computer technology and electronic
systems) have begun to provide new waysfor peopleto manage
their health. ICT interventions have become affordable,
accessible, and versatile such as through the use of Web-based
self-help resources [4]. Psychological interventions have been
effectively delivered through ICTs[5] while having the ability
to reach rural areas within diverse populations and settings[6].

ICTs are increasingly being used for direct patient care [7].
eHealth is the umbrella term used for a broad range of health
informatics applications that facilitate the management and
delivery of health-related care, including the dissemination of
health-related information, storage, and exchange of clinical
data, interprofessional communication, computer-based support,
patient-provider interaction, education, hedth service
management, health communities, and telemedicine, among
other functions[8].

In mental health care, eHealth technologies can facilitate the
delivery of awide range of effective treatmentsfor avariety of
clinical problems. They have widened the choices available to
patients for selecting an approach best suited to manage their
long-term condition [7]. Such choices include: computerized
cognitive behavioral therapy (cCBT) [9]; computerized
bibliotherapy, and Web-based self-help resources/patient
information websites [10]; online counselling [11]; patient
forums, blogs, social media/social networking sites (SNSs) [12],
and online self-management groups [13].

Morerecently, ashift has occurred toward making technologies
more portable or mobile, evidenced by the recent rise in
smartphone and tabl et ownership and usage [14]. Consequently,
mHealth has become important for the delivery of health and
health services. Improvements in reliability and broadband
coverage means greater and faster Internet access for these
mobile technologies. As aresult, mobile devices have changed
the way that consumers manage their health and engage with
the health care system [15].

Evidence suggests that mHealth can facilitate the provision of
effective interventions and support the self-management of
long-term conditions [15]. Self-management is an interactive,
dynamic, and daily set of activities by which people manage
their long-term condition through overlapping skills, tasks, and
processes. [16].

However, despite its growing popularity over the last decade,
systematic research on the use of mHealth as a means of
improving health outcomes remains scarce [17,18]. Many
mHealth development studies to date, mostly outcome studies
and randomized control trials (RCT), have failed to include
patients or end users in a meaningful way or considered them

http://mental.jmir.org/2016/3/e30/
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only in limited ways in the design process [5,14,19-22]. This
oversight has contributed to technology redundancy and
abandonment rates [23]. Qualitative research that provides a
more in-depth understanding of users' views and experiences
of how eHealth and mHealth affects their lives [23,24] is of
vital importance if we are to understand how people use or
benefit from technology and what drives them to engage, or
not, with these technologies.

With the fast accumulation of qualitative studies in practice
disciplines that specifically reflect experiences and subjective
perspectives there is a need to bring together evidence from
these studies[25]. We therefore conducted a systematic review
in order to collect and synthesize al qualitative evidence
exploring the use of ICTs and/or mobile information and
communication technologies (mICTs) by people with mood
disorder. We sought to answer the following review questions:

1. Why do people with mood disorders use (m)ICTs?

2. What are (m)ICTs being used for by people with mood
disorders?

3. What are the perceived benefits and challenges of using
(m)ICTs by people with mood disorders?

4. In what ways are (m)ICTs being used for self-management
by people with mood disorders?

5. What role, if any, do (m)ICTs play in terms of social
relationships for people with mood disorders?

Methods

Rationale

A protocol for the review was published in PROSPERO
(ID=CRD42014008841). The systematic review and
metasynthesis drew on methods proposed by Sandelowski and
Barroso [26], Thomas and Harden [27], and Barnett-Page and
Thomas [28]. Qualitative research synthesis is an approach
developed to make use of this proliferation of qualitative
findings driven from the growth of empirical research and
evidence-based practice in the 1990s [26].

Search Strategy

Dueto potential difficultiesin finding qualitative research [27],
a sensitive systematic search strategy was created to maximize
the likelihood of finding all relevant studies. The strategy
consisted of two search strings combining thesaurus terms,
free-text terms, and broad-based terms. one for ICTSmICTs
and one for qualitative methods (See Textbox 1 for an example
of asearch). Initially there were a so terms for mood disorders,
however, the pilot searchesidentified theinclusion of thisstring
as being too specific limiting the aggregative capabilities of the
search strategy. The systematic review would therefore
categorize and catalogue all qualitative health research related
to ICTs with mood disorder being the category focused upon
for synthesis.
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Textbox 1. Example search of Cumulative Index to Nursing and Allied Health.

1. (MH “World Wide Web Applications+”) (MH “ Computers, Hand-Held") (MH “Macintosh Microcomputers’) (MH “Multimedia’) OR (MH “ Social
Media’) (MH “Telemedicine+") OR (MH “Telepsychiatry”) OR (MH “Telehealth+") (MH “Computers, Portable+”) (MH “ Computer Input Devices+”)OR
TI App OR TX Mobile phone* OR TX Mobile Internet OR TX Sony OR TX HTC OR TX Nokia OR TX Samsung OR TX WirelessOR Tl 5G OR
Tl 4G OR Tl 3G OR TX Touch screen OR TX Context-aware system* OR TX Cel* Phone* OR TX User-centered design OR TX Mobile app* OR
TX Internet treatment OR TX Virtua realit* OR TX Internet delivered OR TX Mobile technolog* OR TX Electronic health OR TX Mobile health
ORTX iPad* OR Tl Apple OR TX mHealth OR TX eHealth OR TX Android OR TX Blackberry OR TX Windows mobile* OR TX Windows phone*
OR TX Smartphone* OR TX iPhone* OR T Mobile*

2. (MH “Phenomenologica Research”) OR (MH “Observational Methods+”) OR (MH “Patient Attitudes’) OR (MH “Ethnographic Research”) OR
(MH “Constant Comparative Method”) OR (MH “ Purposive Sample”) OR (MH “ Qualitative Studies+”) OR (MH “Focus Groups’) OR TX Theoretical

3.1AND 2
4. Limit 3 to published 2007-2014

sample OR TX Qualitative research OR TX Theoretical saturation OR TX Mixed methodolog*

Searches were run in eight electronic databases: Medline,
Embase, Cumulative Index to Nursing and Allied Health, the
psychological literature database, Applied Socia Sciences|ndex
and Abstracts, British Nursing Index, Socia Sciences Citation
Index, and Cochrane Library. The results from each database
were exported into Endnote X 7 where duplicateswere removed
electronically and manualy. The title and abstracts of the
remaining articles were exported into a Microsoft Word
document and numbered ready for screening.

Additionally, to optimize qualitative article retrieval the
following methods were used: footnote searching; citation
searching; journal run; area scanning; and author searching. In
addition, experts and key authors were contacted to identify
unpublished and ongoing studies. Due to research on the mobile
aspect of ICTs being an emerging field, it was envisaged that
grey literature might be avaluable source of primary data. Grey
literature covers a wide range of material including: reports,
government publications, fact sheets, newsletters, conference
proceedings, policy documents, and protocols. We therefore
searched the following sources for grey literature: The New
York Academy of Medicine's Grey Literature report and Open
Grey and Grey Source Index. The Journal of Medical Internet
Research and Biomedcentral Psychiatry were hand searched
from 2007 to present day.

Eligibility and Screening

Onereviewer screened dl of thetitlesand abstractsfor inclusion
in accordance with the following inclusion criteria: study used
widely accepted qualitative methods to €licit in-depth
experienceswith findings appearing well supported by raw data
(eg, participant quotes); study sample included people with
mood disorders; study sample included the use of (M)ICTS;
time period of 2007 to 2014 (2007 saw the release of the first
‘smartphone’, ie, Appl€e'siPhone); and English language.

http://mental.jmir.org/2016/3/e30/

To optimize the validity of the search a systematic sampling
strategy was adopted, whereby 10% of results were coscreened
(HF & SM/LM) to facilitate consistency of approach [29]. All
guestionable citations from the full search resultswere discussed
in order to reach consensus on disposal. Full textswereretrieved
for those publications that were deemed to meet inclusion
criteria and those that could not be adequately assessed for
inclusion with the information provided in the abstract. Two
authors independently assessed the full texts for inclusion and
then met to discuss their decisions. Where they could not come
to a consensus, a third author was consulted.

Quality Appraisal

There is a lack of agreement about the approach to quality
appraisal in qualitative research [26,30]. Therefore, due to the
scarcity of data on the topic being studied, papers were not
excluded based on quality, instead all paperswereincluded and
their quality appraised. A global assessment of study quality
was undertaken assessing studies as being either strong or weak.
Strong studies would likely include elements of respondent
validation, triangulation of data, transparency, reflexivity, clear
descriptions of methodology, methods of data collection,
analysis, and an overall fit in regards to the research questions
and the design of the project [31]. Reports were both
individually and comparatively appraised. A typology designed
by Sandelowski and Barroso [32] for classifying findings was
used. Rather than comparing differences in quality between
studies the typology was used to identify the level of data
transformation.

Synthesis

The synthesis stage used thematic synthesis, an approach that
combines elements of meta-ethnography and grounded theory
providing the opportunity to synthesis methodologically
heterogeneous studies[27,28]. The thematic synthesisfollowed
athree-step process described in Textbox 2.
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Textbox 2. Thematic synthesis steps.
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Step 1

codes created.
Step2

of ahierarchical tree structure of descriptive themes.

Step 3

Free sentence-by-sentence coding: the verbatim findings of each selected study were entered into NVivo 10. Codes were developed initially free from
hierarchical structure but as the translation of concepts developed from one study to another new codes were either added to existing ones or new

Organization of free codesin hierarchical order under arange of descriptive themes: free codes were organized into related areas to create descriptive
themes; then similarities and differences between codes were studied, facilitating the organization of the codes into related groups and the formation

Development of analytical themes: descriptive themes were analyzed and then organized into more abstract analytical themes, producing a synthesis
that went beyond the data.in the original studies and addressed the research questions.

In order to keep the synthesis as close to the data as possible
the research questions were initially set to one side facilitating
an inductive process. Codes were applied as part of an iterative
process with constant comparison with other codes (Step 1).
This process was repeated for al the codes until higher order
categories were constructed and all codes accounted for (Step
2). Thereview questionswere then brought to the fore and used
as aframework to guide the analytical process, which focused
and transformed the descriptive themes into the final synthesis
(Step 3). The categorization process was examined by the
reviewing team where, through discussion, changes, and
adaptions were made where necessary until consensus was
reached and no further changes were required. The reviewing
team scrutinized the synthesis at an analytical level through a
cyclical process until afinal synthesis was achieved.

Results

Search findings

The search identified 12,926 titles;, 67 publications were
retrieved in full (Figure 1). The methodological designs of the
studies were qualitative or mixed-methods using focus groups,
interviews, or forum/message boards as the methods for
generating data. Studies originated mainly from Europe, the
United States, or Australiaand New Zealand.

Only one paper was identified from the systematic review of
qualitative papers and therefore, synthesis of mICTs and mood
disorders was not possible due to lack of data. However, the
review mapped and categorized all qualitative papers in the
domain of heath and ICT research. This facilitated
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methodological development in order to find a solution
regarding how to use imperfect data. Rather than lose the
potentially valuable qualitative data of relevance to the project,
the 67 full-text papers were rescreened. The aggregative and
sensitive systematic search strategy offered aflexible approach
toward the data. This provided the researchers with the ability
to use the existing data to explore how people with mood
disorders used ICTs ‘of relevance’ to mobile technology. This
would include, but not be limited to, ICTs such as websites,
online therapy, online support groups, forums, blogs, and so
on, essentially, ICTs that could be accessed from mICTs but
were not necessarily made explicit within the text. Thirty-four
studies were included in the synthesis after the full-text articles
had been rescreened; a summary of their results can be found
in Multimedia Appendix 1.

The results of the appraisal process are shown in Table 1 with
22 studies identified as being strong and 12 weak, with most
having atypology of findings either at the topical or thematic
survey levels of data transformation. Therefore, with over a
third of the studies being weak in quality, the appraised strength
of the studies weighed upon, in a measured manner, our
interpretation of the study findings.

The synthesis created three analytical themes and a number of
respective analytical subthemes to describe people's use of
ICTs. Thisis presented as atypology of findings (Textbox 3).

The research questions were then used as atempl ate, explicating
the typology of findings to understand how the descriptive
themes interrelated with their analytical themes, thus helping
to answer the questions asked of the data. The results are
presented bel ow.
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Table 1. Appraisal of qualitative papersin metasynthesis.

Fulford et al

Global assessment of study quality n (%)
Weak 12 (35)
Strong 22 (65)

Typology of findings
No findings 4(12)
Topical survey 11 (32)
Thematic survey 14 (41)
Conceptua thematic description 5(15)
Interpretive explanation 0(0)

Total 34 (100)

Textbox 3. Typology of findings.

Movement and change

Change processes
Engagement

Motivational aspects of use
Recovery

Taking action

Values

Providing a source of community

Communication
Intrapersonal effects
Safe places

Sharing

Socia aspects

The person and technology

Acceptance of technology
Design features
Functionality

Personal time

Safety

Technical mastery
Technical issues
Usability
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Figurel. PRISMA diagram of screened articles of relevance to mood disorders and mICT .

Why do People With M ood Disorders use (Mobile)
Information and Communication Technologies?

Considerable overlap was found in terms of why people used
ICTs and the perceived benefits this technology gave them.
Two studies [33,34] provided data regarding motivation to use
ICTs. For those involved in Internet-based treatment, the
interactive nature of |CTs appeared to increase their motivation
to engage with treatment and, in so doing, possibly helpintheir
recovery [34].

Three studies showed how users of ICTs liked the option of
being able to choose where to use technology (ie, at work or in
the convenience of their own homes) [35-37]. Having easy
accessto information from around the world, at any timein the
day, through use of the Internet was regarded as useful in
comparison to using books [37,38].

The use of websites to support relatives of people with
depression appeared to decrease feelings of stigma in both by
enabling people to draw strength from talking more openly
about their situation [37]. Young people were concerned about
feelings of embarrassment if other people realized they had
depression increasing a sense of helplessness [38-40]. Fear of
being judged by others due to having a mental health issue was
aparticular problem faced by some young users of ICTsand it
became a specific reason for using the technology [39,41]. Fear
of school peersfinding out and potential linksto bullying opted
users to engage with ICTs in the privacy of their own homes
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[41]. People who felt shame due to experiencing emotional
problems would put a lot of effort into hiding their symptoms
so having awebsite where people could discusstheir emotional
problems anonymously was considered a good thing and often
would be the first time sharing their experiences [40]. The use
of websites to support relatives of people with depression
appeared to decrease feelings of stigmaand support their mental
health [41]. Using Web-based assessment tools appeared to
facilitate dial ogue between patients and clinicians. For instance,
patients felt it was easier to talk to their general practitioner as
they had thought about things beforehand and would be more
confident in receiving a diagnosis [36]. Of significant
importanceto using | CTswasthe concept of privacy [37,42-44].
Web-based programs were considered, by some, as providing
the most private way to seek help for psychological issues[35].

ICTs appeared to provide people with options regarding how
they used technology with choice over temporal, location,
treatment, privacy, and disclosure aspects of their care needs
[33,38,39,41,45]. The credibility of ICTsappeared an important
factor when deciding upon usage [35]. For example, having
testimonialsfrom other users displayed on Web pagesregarding
credibility, and knowledge that the ICT was designed on
research appeared to raise confidence in technology [35,46].
ICTs were aso regarded as cost-effective solutions to
access-to-care problems faced by people living in remote
localities, by both patients and health professionals [47].
Participants reported being aware of long waiting times for
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specialist health services and, with the alternative being
expensive private treatment, the low cost nature of ICTs made
them attractive [34,37,42]. Modifying aspects of ICTs with a
user-centered design appeared to facilitate use to some extent
by reducing technical challenges and helped people feel more
competent and autonomous [48,49].

What are (M obile) Information and Communication
Technologies Being Used for by People With Mood
Disorders?

The use and view of ICTs as a resource appeared to be an
important factor in peopl€e’s lives. ICTs could open up access
to information, support, and treatment in a highly accessible,
interactive, and instant way [37,38,42,50,51]. The Internet was
also considered empowering [45] and provided a resource for
learning [46,48,52]. Holding certain val ues appeared to suggest
people were going to commit to using and completing
therapeutic work vial CTs morethan others, for example, having
a sense of what one should, or should not do, appeared to
influence some people’'s commitment to complete Web-based
programs regardless of how tedious or frustrating they were
[53]. ICTs appeared to be used as a resource for people to
communicate and exchange information and storieswith others
[38,43,45]. They appeared to facilitate disclosure of personal
information regarding people's mental health [40], indicating
aneed by peopleto talk about their issues [34].

What are the Perceived Benefits and Challenges of
Using (M obile) Information and Communication
Technologies by People With Mood Disorders?

There was significant overlap in terms of why people use ICTs
and the benefits provided. As these benefits have already been
identified and discussed in the previoustwo sections, this section
focuses on the challenges of using technology. Certain forms
of technology and their functionalities produced usage
difficulties [42]. That is, people were put off using ICTs if
software was slow, had broken hyperlinks, was unnecessarily
complex or impersonal, and if use required additional software
[47,50,54]. For some people, there were concernsregarding the
safety of using ICTs for treatment purposes due to queries
regarding the levels of confidentiality the technology could
provide [47,52,55]. Being able to use ICTs anonymously
appeared to be an important aspect in managing confidentiality
and a factor when assessing the appropriateness of using a
Web-based intervention [37,40,43]. Indeed, there were people
who preferred not to share personal information unless it was
face-to-face dueto theimportance they placed on confidentiality
[38].

Some people made a conscious decision not to use ICTs.
Reasons included having no interest in certain forms of
technology, not being technologically savvy, and being too
unwell to use technology (for example, reduced energy and
motivation due to an acute depressive phase) [38,41,56]. There
were also practical reasons for not using ICTs, such as, having
no need to use it, not identifying with content, inhibitive cost,
or having no Internet connection [42,48]. Users needed to
believe and trust in the ICTs they were using [48,52]. There
were concerns regarding information reliability and quality on
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the Internet, and doubts as to whether people had the ability to
discriminate trustworthy information themselves [45]. Of note,
was the generally limited mention of negative outcomesin the
reviewed studies.

In What Ways are (M obile) I nformation and
Communication Technologies Being Used for
Sdlf-M anagement Pur poses by People With Mood
Disorders?

The use of ICTs appeared to support people to acquire relevant
knowledgein regardsto their mood problems providing asense
of recognition in situations that might be difficult to accept or
unfamiliar, thus helping them feel supported [34]. ICTs were
used, by some, to acquireinformation about treatment, diseases,
drug information, and the experiences of others[44,45]. Some
people read information specificaly targeted toward health
professionals as they deemed it to be the most comprehensive
and up-to-date sources of information [45]. Seeing relevance
in material appeared to be a factor in the process of acquiring
new self-knowledge. This was achieved through learning
together by reflecting and restructuring new knowledge to suit
one’'s own needs [34]. ICTs appeared to be being used for
hel p-seeking through the acquirement of self-help information,
the development of skills, and also as a means to seek help
through online support groups and forums [38,40,45,57,58].
Sitting down at a computer at regular times working on a
self-help programs appeared to be of benefit; people reported
experiencing an empowering effect, a change of perspective,
increased personal agency, and away of keeping new learning
at theforefront of their minds[46]. A programsto help monitor
depression (on amobile phone) appeared to hold potentia asa
motivational tool to support people to look after themselves
[42]. Sdf-help books were viewed as having a number of
disadvantages such as being hard to read, noninteractive, and
difficult to engage with; where available, people preferred
Web-based versions [50,59]. ICTs appeared to provide people
with informational support and the ability to delve asdeeply as
they wished into certain topics, such as medication management,
counselling services, negative thinking, and poor concentration
[40,52]. TheInternet appeared to be considered akey component
in providing greater access to health information by patients
and receiving benefits from engaging in self-help
[34,40,45,46,52].

ICTs appeared to help provide a sense of control in people’s
lives by providing them with the opportunity to find information
about where to find help, assisted them with understanding
when to seek help, and what support was available to them
[38,52]. They helped prepare for meetings with health
professionals, thus making treatment more collaborative [45].
Support from online forums was flexible and inexpensive [60].
Maintaining contact with friends and family was also feasible
through diverse Web-based platforms [39].

Receiving support through ICTs appeared to be of benefit by
people with mood disorders [49]. People required support in
mai ntai ning rel ationships and dealing with broken relationships
while recovering from a mood disorder [50]. Methods of
support, in preference to telephone calls or home visits by
professionals, included the use of emails dueto their unintrusive
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nature [49,50]. People also appeared to benefit from support
from friends, family members, and significant others to
encourage and help them persist with using ICTs for their
recovery [48]. Web-based programs potentially offered ameans
to lessen stigmatoward mental health and encourage acceptance
of conditionssuch as Bipolar Disorder [35,37,52,61]. Web-based
programs supported people to feel validated and empowered
increasing feelings of confidence and self-worth [36,46,57].

Learning time management techniques facilitated people to
organize their time better helping them meet deadlines and
prepare for exams[35,48]. Time was required to be set aside to
use ICTs and having personal time in a private space was
appreciated [ 37]. Peopletaking responsibility for their treatment,
had a sense of determination, curiosity, and attributed success
to their own endeavors appeared to benefit more from treatment
delivered through ICTs [53,62]. People were able to use ICTs
to contact health professionals and source health information
for themselves, which appeared to help them manage their own
problems moving from a position of passivity to one of activity
[34,38,53,62]. Being aware of one's motivational levels and
having responsibility for maintaining motivation to use
interventions delivered through ICTs appeared helpful [33].
Holding certain values would help people to complete
Web-based programs and othersfound their own way of working
with material to face and overcome challenges and seeing
difficulties as potentially valuablelessonsto belearned [53,62].

People’s awareness sometimes appeared to change when using
ICTs. For instance, becoming aware of holding high
expectations toward technology and feeling disappointment if
programs did not meet al their needs fostered a sense of
consideration to revisit and work with material to seeif it would
be of benefit [62,63]. Web-based programs held the potential
to help people become more aware of their negative thinking
habits, promoting reflection, and challenging of thoughts moving
people in a more positive direction toward self-acceptance
[34,37,50,64]. Participant feedback in the design process of
ICTs potentially influenced the goals of particular programs
centering on raising awareness regarding the importance of
managing depressive symptoms among their users [65]. The
use of ICTs to access information and seek other people’'s
opinions through online forums for example offered different
viewpoints and helped people understand more about the
difficulties they faced [37].

What Role, if any, do (Mabile) I nformation and
Communication Technologies Play in Terms of Social
Relationships for People With Mood Disorders?

Using ICTsfor social support appeared to be of benefit to people
and one of the predominant reasons for using the technology
on a daly basis [42]. Meeting similar people in virtual
environments created a sense of acknowledgement and
recognition decreasing feelings of social isolation, loneliness,
and dienation [37,48,52]. People could use ICTs as an
opportunity for sharing their feelings, emotions, and personal
stories [40]. The exchange of experiences and knowledge in a
supportive environment appeared to help people; narrate their
experiences, gain asense of community, sharetips, and provide
a sense of comfort, strength, and hope in people [37,42-45].

http://mental.jmir.org/2016/3/e30/

Fulford et al

Using ICTs made some users less inhibited, in terms of the
personal information they shared, because they felt more secure
about privacy being maintained and, therefore, found ICTsless
discomforting than face-to-face interactions [37,38,40].

ICTs provided people with the capacity to use online social
networks in order to communicate with people experiencing
similar issues, to ask advice or discuss certain topics in a
convenient and accessible manner [37,38,42]. ICTs aso
provided people with the opportunity to receive and give peer
support [37,44,50,66]. Peer support appeared to help people
engage with Web-based interventions, overcome procrastination
and motivationa issues, and helped them to understand their
own problemsin away that gave potential for behavior change
[44,50].

Discussion

Principal Findings

The aim of the study was to conduct a metasynthesis of all
qualitative studies exploring the use of ICTs by people with
mood disorder. The resultant metasynthesis created an anal ytical
typology of findings and a descriptively themed framework,
which conceptualized how people with mood disorder use and
relate to their ICTs, and in so doing, answered the specific
review questions. The metasynthesisidentified that peoplewith
mood disorders use ICTs in similar ways and face similar
technological paradoxes as other users [67]. However, the
metasynthesis devel oped the understanding further, suggesting
a continuum of use, in this instance, by people with mood
disorder. How ICTs of relevance to mobile technology are used
and harnessed by this particular client group are discussed
below.

Our metasynthesisidentified the factorsinfluencing why people
with mood disorders chose to use ICTs such as affordability,
accessibility, and versatility. These factors aign closely with
previous studies on the delivery of health-related products
evidenced through increasing Web-based self-help resources
[4], effective delivery of psychological interventions [68], and
their ability to reach rural areas within diverse populations and
settings [6]. The body of eHealth research is expanding with
studies across different patient groups, using different
technol ogi es/interventions, and focusing on different outcomes
[69-73]. Intheir interpretive review of the literature on consumer
eHealth, Hordern et a [74] identified five broad usage themes:
(1) peer-to-peer online support groups and health-related virtual
communities, (2) self-management/self-monitoring applications,
(3) decision aids, (4) the personal health record, and (5) Internet
use. The results of our metasynthesis reflected these uses but
also highlight a number of intrinsic factors affecting people's
useof ICTs. Peoplewere motivated to use ICTsto aid recovery,
associ ated with the convenience aff orded to them through using
the technology. The privacy and choice of communication
methods of ICTs were seen as facilitative and credible options
often wrapped-up in cost-effective and user-center designed
products. Seen as a resource, ICT use was empowering,
facilitating peopleto self-care or self-manage. The Internet was
considered akey component in providing greater accessto health
information by patients and for them to receive benefits from
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engaging in self-help [34,40,45,46,52]. ICTs helped provide a
sense of control in people’s lives by providing them with the
opportunity to access information to help themselves, bettered
their understanding about when to seek help, and increased
awareness of what help was available [38,52]. They facilitated
people to prepare for meetings with their health professionals
making treatment more collaborative. Receiving support through
ICTswas seen to be of benefit by people with mood disorders
[49]. ICTs potentially facilitated people to take thefirst step in
managing their recovery after years of deliberation [34]. ICTs
supported people to stay in contact with health professionals
involved in their care and establish therapeutic relationships
despite being separated by distance [38,47,49]. People were
able to use ICTs to contact health professionals and source
health information for themselves in order to manage their
problems by converting intentions into actions [34,38,53,62].

People who took responsibility for their treatment, had a sense
of determination, curiosity, and attributed success to their own
endeavors appeared to benefit more from treatment delivered
through ICTs [53,62]. ICTs that were stimulating to use and
interacted well with peoples senses and cognitive abilities
enhanced engagement [46]; thiswas deemed vital in the context
of online depression therapy [34]. With engagement came an
enhanced sense of personal agency from interacting with ICTs
and the completion of Web-based activities offered a sense of
empowerment [37,46]. The functionality of ICTs was an
important factor in their adoption and use [42]. For example,
having functions to compare information from day-to-day to
week-to-week, track information, format content, use Web-based
diaries, forums, bookmarks, blogs, messages, control privacy
settings, invitation functions, e-reminders, and optionsto reply
directly to clinicians were important usage features
[37,42-44,49,50]. ICTswith increased usability were desirable
[38,42]. For example, having a user-interface that could be
personally controlled, with an array of images, colors,
information, and music options, could hel p engage the user [46].
In addition, being able to use ICTs in different locations (such
as, work, home, or on public transport) appeared important
factors when assessing usability by the user [37,42].

When designing | CTsand Web-based interventionsimportance
was placed upon managing depressive symptoms in order to
support people, through evidence-based interventions, with their
practical and interpersonal issues caused by their conditions.
[50,65]. Web-based programs supported users to work on
solving problems through taking a structured approach using
manageable steps [46,57]. If people focused on achieving
manageable goals then it provided them with a sense of
completion [50,53]. Web-based programs supported people to
cognitively restructure, facilitating them to rethink stressful
situations that challenged their negative thought patterns.
Web-based programs also facilitated behavioral changes by
breaking negative cycles of inactivity, self-incrimination, and
withdrawal, which lead to secondary benefits as people become
closer to those around them [34,35]. Peer support accessed
through I CTshel ped peopleto fee more positive and understand
themselves better |eading to behavior change and the confidence
to negotiate changes in treatment [44]. Accessing Web-based
medication information through ICT use prompted some people
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to request additional drug information from their prescriber
regarding risks and benefits of antidepressants and conversely,
made others change the dose of drug or discontinue the
prescription without seeking professional guidance first [45].
Having a sense of curiosity toward ICTs and a will to learn
self-management techniques and, if an improvement in their
health was noticed through using ICTSs, then they were more
likely to persist with an intervention [48,53]. ICTs supported
people to stay in contact with health professionals involved in
their care and to establish therapeutic rel ationships despite being
separated by distance[38,47,49]. However, ICTs can beviewed
to have paradoxical elements to them; social and economic
paradoxes, which challenged people in their socia and
individual lives[67].

Thefindings of our metasynthesisindicate that usage difficulties
were akey factor in reducing people’s motivation to use ICTs.
This aligns well with the findings of others, including Bessel
et al [75] who identified that computer-based interventions have
limitations, such as the reliance on users having access to
computers at scheduled times and restricted and unreliable
Internet access in remote and rural areas. Safety was a key
concern raised from the synthesis with the concept of
confidentiality and data security being paramount. Thisisclearly
associated with the disadvantages of ICTs such as software
errors, unreliable information, problems with privacy and
unreliability, lack of regulation, social isolation, and in some
forms of technology, theloss of vocal intonation and nonverbal
communication [75]. Internet-delivered treatment programs
such as open access websites are characterized by poor
adherence with an average dropout rate of 31% [76,77].

There are many advantages for patientswhen using ICTs, such
asbeing ableto get in contact with health professional s quickly
and easily, a reduction in travel and waiting times for
face-to-face appointments, convenience, and affordability. The
technology provides a medium for communication between
health professionals and patients where information about the
patients' disease, treatment, and therapeutic interventions can
bediscussed [7]. Thisisof particular importance for those with
long-term conditions and our metasynthesisreinforcesthispoint.
In contrast to other forms of patient contact, ICTs provide the
opportunity for asynchronous communication. eHealth holds
the potential to enable patientsto better managetheir long-term
health conditions through the use of technology [7].

Our metasynthesis identified that people used ICTs to acquire
relevant knowledge in regardsto their mental health issues. This
can be linked to an increasing trend in society to adopt
self-service models of interaction. There have been promising
resultsfor using computersto deliver self-management programs
to patientswith long-term conditionsin health-supported settings
showing potential for changing health behavior and improving
clinical outcomes[78]. Since 2005, interest in the Internet as a
vehicle to disseminate interventions designed to treat and
prevent mental disorders, including those targeted at depression,
has been increasing [11]. Passive psychoeducational information
might be an effective intervention for depression when employed
with reminders and involving minimal information [11]. Intheir
systematic review, Griffiths et al [11] identified that the Internet
was highly effective and facilitative when used to deliver mental
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health interventions with or without practitioner guidance.
Web-based CBT has also been shown to provide small benefits
when used to help manage chronic pain [79]. However, in a
recent meta-analysis of computerized cognitive behavioral
therapy (cCBT) by So et a [9] only short-term reductions in
symptoms were noted, long-term follow-up and functional
improvement were not significant and there was a
recommendation that the clinical usefulness of cCBT should
be reconsidered downward in terms of methodological validity
and practical implementation [9]. Therefore, further researchis
required to help understand peoples self-service approach to
accessing Web-based health information and their acceptability
and use of Web-based therapeutic interventions [80].

Outcome data from RCTs and meta-analyses have identified
the cost-effectiveness and clinical efficacy of mental health
programs delivered via ICTs with comparable effect sizes to
face-to-face treatment [14,81]. Web-based interventions have
also highlighted positive effects on patient empowerment and
self-efficacy including people with physical health conditions
such as cancer [82,83]. Our metasynthesis suggests similar
outcomes for people with mood disorder and that ICTs can
provide opportunities for help seeking and support for such
people. Yet, evidence points to the variable quality of
information and apps available on the Internet [ 7,84-87]. There
appear to be numerous health-related websites with limited
availability of help, containing information that can be difficult
to read and incomplete [85,86].

Our metasynthesis identified that people with mood disorder
were using ICTs to give and receive socia support. This
correspondswith evidence from SNS use and associated indices
of psychological well-being relating to a persons’ sense of
self-worth, self-esteem, satisfaction with life, and other
psychological development measures [88]. The metasynthesis
identified that people with mood disorder where using social
networks in a similar way as suggested by Cohen [89] by
providing platforms to give and receive social support in the
form of informational support, instrumental support, and
emotional support. The metasynthesis highlighted how ICTs
facilitate peoplewith mood disorder to communicate with others,
corresponding to previous work undertaken regarding
Web-based disinhibition. Suler [90] suggests that a number of
factors can loosen psychological barriersallowing for inhibition
to become reduced when on the Internet: invisibility, dissociative
anonymity, synchronicity, dissociative imagination, solipsistic
introjections, and minimizing authority. People use social
networking sites (SNSs) for their sociability function to maintain
relationshipswith on and offline friends over varying distances
[91] attending to extended socia networks and relationships
[92,93]. Before the development of popular Web-based SNSs
such as Facebook, Skinner and Zack [94] had already identified
that barriers to communication were being overcome through
using the Internet and as a result people were getting help in
way's convenient to them.

Of particular importance was the lack of qualitative research
being undertaken in this field as evidenced by only one paper
retrieved specifically reporting on mICTs. To date, patients or
end uses have not been sufficiently included in the design of
software applications. The same applies to the selection of
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relevant and appropriate outcome measures in effectiveness
studies such as RCTs. These omissions have contributed to
redundancy and the abandonment of technology. n fact, there
has been a presumption that those designing technology and
undertaking research aready know what the user wantsin terms
of software and hardware. Designers have, jumped ahead, and
designed apps and websites, without first talking to end users
about how they use and fit technology into both their existing
lives and what would help them manage their lives. Qualitative
research, which provides a more in-depth understanding of
users views and experiencesis of vital importance if we areto
understand how peopl e use or benefit from technol ogy and what
drives them to engage, or not, with these technologies.

Recommendations

Research: research relating to how people with mood disorder
used ICTs was lacking and in particular, their use of mICTs,
not as participants in research studies, but as ubiquitous
technology in their everyday lives. Qualitative research is
required to help understand how mICTs fit into peopl€e's lives
both in general but also more specifically in relation to their
mood disorders.

Practice: clinical practice could be supported through
understanding how people with mood disorder use mICTs to
look after themselves providing clinicians with valuable
information to help harness peoples’ mICTs for use in their
recovery and inform the future design of technology.

Strengths and Limitations

The review relied exclusively upon English language
publications, which may not adequately reflect the user
experiences and perceptions that were gathered in non-English
speaking contexts. Another issue may relate to the quality of
primary data sources and the quality of existing quality appraisal
toolsfor metasyntheses. Theresearcher’s stance was clearly set
out in the study providing rationales for the choice of
methodology and methods used. Transparency was achieved
by clearly detailing the synthesis process and checks and
balances were used to ensure rigor throughout. The study
originally set out to synthesis all qualitative articles regarding
people with mood disorder and mICT. Unfortunately, as only
one article met the original inclusion criteria for maobile
technology a synthesis of this material was not possible.
However, our novel approach toward the search and retrieval
of data allowed us to catalogue all qualitative data related to
health and ICTs including data of relevance to mICTs. This
process provided us with the opportunity to restructure our
inclusion criteria and make use of the data that would have
otherwise been neglected in other systematic reviews and
metasyntheses.

Conclusion

The metasynthesis of people with mood disorders and their use
of ICTs has provided a tentative understanding into their uses,
challenges, and gratifications spanning the intrapersonal,
interpersonal, and through into wider society. The typology of
findings and analytical framework highlights the connections
and interrelationships between analytica themes and
subcategories; the intrinsic and extrinsic nature of use and the
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embedded characteristics of the technology. Our metasynthesis
has identified that people can use ICTs in novel ways to help
them manage their lives and health. People use ICTsto support
motivation, for their convenience, to help decrease feelings of
stigma, their facilitative capabilities, enhance privacy,
credibility, and cost effectiveness. | CTs support peopleto access
the Internet to get what they need in a way that fits into their
lives. ICTsare aresource for communication and promote user
engagement. However, they are not without issue, with particular
challenges of trust and confidentially requiring to be negotiated.
That being said, when the challenges are navigated successfully,
people are able access opportunities to manage their mood
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disorder by acquiring relevant knowledge, engage in
hel p-seeking behavior, receive support, gain a sense of control,
learn time management techniques, take responsibility, and
increase their awareness. |CTs also allow access to Web-based
social networks where sharing with others can facilitate social
support. Our typology of findings creates an empirical basisto
help guide and harness the potential of (m)ICTs to support
self-management, facilitate collaborative, person-centered care,
and support the person actively recover from their mood
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mICT use by people with mood disorder.
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Abstract

Background: Although physical illnesses, routinely documented in electronic medical records (EMR), have been found to be
a contributing factor to suicides, no automated systems use this information to predict suicide risk.

Objective: Theam of this study is to quantify the impact of physical illnesses on suicide risk, and develop a predictive model
that captures this relationship using EMR data.

Methods: We used history of physical illnesses (except chapter V: Mental and behaviora disorders) from EMR data over
different time-periods to build a lookup table that contains the probability of suicide risk for each chapter of the International
Statistical Classification of Diseases and Related Health Problems, 10th Revision (ICD-10) codes. The lookup table was then
used to predict the probability of suiciderisk for any new assessment. Based on the different lengths of history of physical illnesses,
we developed six different modelsto predict suicide risk. We tested the performance of developed models to predict 90-day risk
using historical data over differing time-periods ranging from 3 to 48 months. A total of 16,858 assessments from 7399 mental
health patients with at least one risk assessment was used for the validation of the developed model. The performance was
measured using area under the receiver operating characteristic curve (AUC).

Results: The best predictive results were derived (AUC=0.71) using combined data across all time-periods, which significantly
outperformed the clinical baseline derived from routine risk assessment (AUC=0.56). The proposed approach thus shows potential
to be incorporated in the broader risk assessment processes used by clinicians.

Conclusions: This study provides a novel approach to exploit the history of physical illnesses extracted from EMR (ICD-10
codes without chapter V-mental and behavioral disorders) to predict suicide risk, and this model outperforms existing clinical
assessments of suicide risk.

(JMIR Mental Health 2016;3(3):€19) doi:10.2196/mental.5475

KEYWORDS
suicide risk; electronic medical record; history of physical illnesses; ICD-10 codes; suicide risk prediction model

Introduction

Suicideisaprominent public health concern. All over theworld
each year, 2% of the population contemplate suicide [1]. In
2013, an average of 6.9 suicide deathswasrecorded in Australia
each day. It is estimated that by 2020 suicide will become the

10™ most common cause of death in the world [2]. Therefore,

http://mental .jmir.org/2016/3/e19/

suicide prevention isimportant and is an active research field.
Because general practitioners are usualy the first port of call
for mental health problems, the suicide prevention process
should be integrated within both hospital treatment and general
medical practice[3].

Inthelast decades, large epidemiol ogical studies haveidentified
the number of previous suicide attempts, lethality of previous
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attempts, psychiatric disorders, and social isolation as potential
risk factors for suicide [4-9]. Besides identifying independent
risk or protective factors, these epidemiologic studies also
quantified the strength of their relative contribution. Despite
the effort to combine these risk factors into risk scores and
algorithmsto predict suicide risk [10-12], the predictions often
have sensitivity and specificity that are too poor to be clinically
useful [13,14]. Thefailure of these approaches may be attributed
to the complex nature of suicidal behavior, which consists of
an evolving and multifactorial constellation of componentsthat
act together but vary from one individual to another. On the
other hand, clinical assessment of suiciderisk isprimarily done
based on the response of the patient, where current suicidal
ideation and known risks are integrated. Although suicidality
isaprominent risk factor for suicide attempts and completion,
only approximately 30% of patients attempting suicide disclose
their suicidal ideation [15-17] and the vast majority of
individuals who express suicidal ideation never attempt suicide
[18-20].

To improvetheclinical assessment or predictive value of suicide
risk, researchers have started to look at the broader source of
availableinformation, such as electronic medical records (EMR)
[21] and clinical notes [22]. Recent papers showed that EMR
can be used to predict various medical conditions including
chronic obstructive pulmonary disease in asthma patients [23],
genetic risk for type 2 diabetes[24], myocardial infarction [25],
5-years life expectancy of elderly population [26], and 30-day
life expectancy of cancer hospitalized cancer patients [27]. In
our previous work [21], we have developed a statistical risk
stratification model to predict attempt of suicide risk based on
EMR data and the model performance was found to be better
than clinical predictions based on an 18-point risk assessment
instrument. However, this model was complex and does not
generdizeto facilitate limited routine data collection. Moreover,
because EMR contains a wide variety of information, there is
a strong possihility that combinations of them can be infinite.
Poulin et a [22] have developed linguistics-driven prediction
modelsto estimate the risk of suicide using unstructured clinical
notes taken from a nationa sample of US Veterans
Administration medical records. From the clinical notes, they
generated datasets of single keywords and multiword phrases,
and constructed prediction models using a machine-learning
algorithm based on agenetic programming framework. Although
their result showed an accuracy of 65% or more, it was based
on asmall veteran population and the method was too complex
to derive any symptomatic link with the suicide risk factors.

Recently, Qin et a [28] analyzed the relationship between
suicidal death and physical illness, which wasthefirst detailed
analysis where physical illness was categorized based on the
International Statistical Classification of Diseases and Related
Health Problems, 10th Revision (ICD-10) chapters. Theresults
of the study showed that the frequency of hospitalization
elevates the risk of suicide deaths and this relationship was
significant. However, the study is different from this study in
terms of population groups and length of history of physical
illness used for analyzing the cohort.

In this study, using machine learning to analyze EMR, we aim
to find the effect of physical illnessesfor the at-risk population,
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considering patients who have received at |east one suicide risk
assessment but who did not attempt suicide. We hypothesize
that the relationship between physical illnessesalone and suicide
risk can be exploited for quantitative assessment of suicidal risk
using ICD-10 codes. Thismeansthat we do not usethe“Mental
and behavioural disorders’ (Chapter V, ICD codes), relying
purely on the physical illnesses. We developed a novel
predictive model to obtain a suicide risk score using the history
of physical illnesses derived from ICD-10 codes. Finally, we
compared the performance of the physical-illness-based risk
score with corresponding baseline clinical assessment.

Methods

Data

Data Description

The data was collected retrospectively from the EMRS, coded
using ICD-10-AM, within Barwon Health, Australia[21]. This
isaregional hospital serving an area of 350,000 residents. The
dataconsisted of 7399 mental health patientswho were 10-years
or older and were underwent assessment for suicide risk between
April 2009 and March 2012. There were 16,858 assessments,
each of which was considered as an observational case, from
which suicide risk could be predicted. In the follow-up period
of 90 days after an assessment, the ground truth of suicide risk
levelswere determined through |CD-10 codes occurring during
the period. In this study, we have divided the complete
population into Control and Risk groups. The Control group
consists of assessments of patients who never attempt suicide.
Thus, the Risk group consists of assessments of patients who
commit at |east one suicide attempt.

Ethics approval was obtained from the Hospital and Research
Ethics Committee at Barwon Health (number 12/83). Deskin
University has reciprocal ethics authorization with Barwon
Health. Although al patients has given written informed
consent, patient information was anonymized and de-identified
prior to analysis.

Clinical Risk Scoring

Suiciderisk assessmentswere routinely performed by clinicians
using an instrument developed internally. The instrument has
been in use for 15 years. The checklist has the following 18
items: suicidal ideation, suicide plan, access to means, prior
attempts, anger/hogtility/impulsivity, current level of depression,
anxiety, disorientation/disorgani zation, hopel essness, identifiable
stressors, substance abuse, psychosis, medical status, withdrawal
from others, expressed communication, psychiatric service
history, coping strategies, and supportive others (connectedness).

Based on the ratings (from 1-3) for these 18 items, an overall
rating of suicide risk (RiskScoreyinica) 1S determined on ascale
from O (lowest) to 4 (highest). For the purpose of this study, the
overall rating was used as the baseline for comparison. A total
of 15513 assessments had RiskScoreyinica 0, which is
approximately 92.02% (15513/16858) of total assessments used
in this study.
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Selection of | CD-10 Chapters and Calculating
Freguency of Physical IlInesses

ICD-10 (2015 version) has 22 chapters to code al diseases
recorded in EMR. The following shows the exclusion and
inclusion chapter that were used.

Exclusion

We removed all codes from chapter V, that is all codes related
to “Mental and behaviora disorders” We removed chapters
XVI (Certain conditions originating in the perinatal period) and
XVIlI  (congenital malformations, deformations, and
chromosomal abnormalities) codes altogether as these were
absent in the studied population.

Inclusion

We merged chapters VIl (Diseases of the eye and adnexa) and
VIl (Diseases of the ear and mastoid process) due to minimal
presence of these diagnostic codes. Asaresult, wefinally have
18 chapter headings (ch=1,2,...,18) corresponding to 19 ICD-10
chapters.

Computing Frequency of Codesfor Each Chapter

We first defined the time-period (len) over which the patient
history EMR was included. Five different time-periods were
used (Figure 1 and 2):

Karmakar et al

Figurel. Equation 1.

1 len = 0 — 3Months
2 , len=0—-6Months
t=4{3 , len=0—12Months (1)
4 len = 0 — 24Months
5 len = 0 — 48Months

For each time-period, the ICD-10 codes for each assessment
were aggregated under selected chapters, wherein each
aggregated value represents the total number of occurrences of
physical illnesses for the corresponding chapter. Therefore, for
each assessment i we obtained a vector fi(t, ch), where ch=1,2,
..,18and1=1,2,...,5. Assessments with an entry of O for all 18
chapter headings, were counted as an assessment with no history
of physical illnesses. For all assessments, we constructed the
matrix F(t, ch), as:

Fi(t, ch)fi(t, ch)]"=1 (2)
where, n isthe total number of assessments.

In this study, we developed six models to predict suicide risk
based on different length of history of physical illnesses. Five
models used the frequency of physical illnesses for the
designated time-period, that is, F(t, ch), wheret1=1,2,...,5and
the sixth model horizontally concatenated frequency matrices

from al fiveindividual time periods, F=[F;(t, ch)] 5T: 1

Figure 2. Time periods used to extract the history of physical illnesses from EMR and the suicide risk prediction horizon.

90 days
48M 24M 12M 6M  3M suicide
=1 risk'
« horizon
T=3
) 7T=5

Risk Point of
Assessment validation

Creating the Suicide Risk Lookup Table
Definition
A probability lookup table PT is generated from the history of
physical illnesses as:

PT=(pt;cnj) (3)
where1=1,2,...5in theindex of the time period used to extract
history of physical illnesses, ch=1,2,...,18 is the index of the

|CD-chapter and j=1,2,...,5isindex of thefrequency bin. Each
element of thistable, PT=(pt; ;) isthe suiciderisk probability

of thech™ chapter defined using historical datafrom time period
T for the jth frequency bin. To calculate PT=(pt;q,j), we
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computed the histogram Hist;(F;(t, ch)), wherej isthe binindex
and defined asin Figure 3:

Figure 3. Equation 4.

1, 1<fi(t,ch)<2
2 3< fi(r,ch) <5
=13 6 < f;(r,ch) £10 (4)
4 , 11 < fi(r,ch) €20
5 fi(r,ch) > 20

To separate out the Control and Risk histogram, we introduced
the notation Hist;“™" and Hist;®*, which were defined as:

Hist;®"™(t, ch)=Hist;(F;(t,ch) (5)

where, i O Control and f;(t,ch) 20
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Hist®(t,ch)Hist(Fi(t,ch)) (6)
where, i O Risk and f;(t,ch) Z0

Figure4. Equation 7.

Hist["** (t,ch) /X ; Hist["** (z, ch)

Karmakar et al

Finally, the suicide risk probability of ch™ chapter for time
period T and bin index j was defined by equation 7 in Figure 4.

pt(t,ch,j) =

Scoring Suicide Risk of an Assessment

The suicide risk score (RiskScoreygorithm) for any assessment

was inferred from the suicide risk lookup table PT. This was

accomplished using following steps:

1. Foranew assessment | and historical time-period T, extract
the frequency of physical illness fi(t, ch) from the EMR
datafor that assessment.

Figure5. Equations8 and 9.

(Hist®"*(z,ch) /Z; Histf™* (z,ch)) + (Hist[ """ %! (z,ch) /X ; Hist[ """ °! (1, ch))

2. For each chapter ch
«  Cdlculate bin index from f(t, ch) using equation 5.

* Extract PR¥(t, ch)=pt, o, from the lookup table PT.

*  Use a Heavyside step function to convert PRS(t, ch)
into equations 8 and 9 (Figure 5).

3. Cdculate suicide risk score RiSKSCOr€sgyrithm(i) @ in
equation 10 (Figure 6).

it S
e M
Figure 6. Equation 10.
Yen Vot (ch)

ELSkSCGTt’Ammmm(l)

Perfor mance Evaluation

The performance of 1CD-10 code history based suicide risk
scores, clinically evaluated scores and their combination were
measured using area under the receiver operating characteristic
curve (AUC). For the clinical score (RiskScoregjinica), the
performance was evaluated by directly measuring the AUC of
the entire assessments without dividing them in training or
testing sets.

On the other hand, for RiskScorengyimm We used 90%
(13,962/15,513) of the assessmentsto generate reference lookup
table that is, training set and the remaining 10% (1551/15,513)
of the population was used as a test set to measure AUC. This
process was repeated 10 times, where there were 10 different
test sets and union of them encompass the original population,
and the overall performance was presented by the average AUC
that were obtained over those reiterations.

A similar approach (13,962/15,513, 90% training and
1551/15513, 10% test populations with 10 reiterations) was
used for evaluating the performance of combination of clinical
and 1CD-10-based score. Multilinear regression was used to
combine two variables. The training data set was used to train

http://mental .jmir.org/2016/3/e19/

~ TonVotel i, (ch) + X Vote?, o (ch)

(10)

the regression model and output was generated using test set
and the trained model. Finally, the AUC was computed using
the output (RiSkScorecgmsine) Of the model.

Results

This study included 2072 suicide risk cases and 14,786 control
cases, comprising of 1080 male and 992 female suicide risk
casesand 7215 maleand 7571 femal e control cases. In the study
population, the percentage of suiciderisk and control cases over
five different time ranges with a history of hospitalization were
(1515/2072, 73.12% and 6674/14,786, 45.14%), (1659/2072,
80.07% and 7877/14,786, 53.27%, 1882/2072, 87.93% and
9241/14,786, 60.50%, 1910/2072, 92.18% and 10,794/14,786,
73.00% and 1987/2072, 95.90% and 12,285/14,786, 83.09%
over the past 3, 6, 12, 24, and 48 months, respectively (Table
1). Thisindicates that the number of subjects having physical
illness is higher in suicide risk population than the control
population irrespective of the time range. In addition, although
the percentage of population having no ICD codes decreased
with increasing time range in both the control and risk groups,
it was reduced to 4.10% (85/2072) in risk group in contrast to
16.91% (2501/14,786) in control group.
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Table 1. Distribution of physical illnesses according to |CD-10 category (without chapter V-Mental and behavioral disorders) in control and risk groups

over five different time ranges.

1=1 (0-3 months) =2 (0-6 months)

=3 (0-12 months)

=4 (0-24 months) =5 (0-48 months)

Control Risk Control Risk Control Risk Control Risk Control Risk

n % n % n % n % n % n % n % n % n % n %
History of ICD codes
No 8112 548 557 2688 6909 4673 413 1993 5545 3750 250 1207 3992 2700 162 7.82 2501 1691 85 4.10
Yes 6674 4514 1515 7312 7877 5327 1659 8007 9241 6250 1822 878 104 7300 1910 R18 126 809 1987 %50
Freguency of ICD codes
0 8112 548 557 2688 6909 4673 413 1993 5545 3750 250 1207 3992 2700 162 7.82 2501 1691 85  4.10
1-2 2914 1971 500 2413 2925 1978 430 2075 2881 1948 365 1762 2733 1848 238 1149 2517 1702 179 8.64
35 1641 111 319 1540 1870 1266 305 1472 2044 1382 277 1337 2213 1497 254 1226 2379 1609 216 1042
6-10 1317 891 356 1718 1666 1127 315 1520 1999 1352 332 1602 2286 1546 336 1622 2532 1712 267 1289
11- 657 444 247 1192 1028 6.95 366 1766 1499 1014 345 1665 2089 1413 386 1863 2338 1581 383 1848
20
>20 145 098 93 449 388 262 243 1173 818 553 503 2428 1473 9.96 696 3359 2519 1704 942 4546

Multiple ICD codes were more common among risk cases
relative to the control cases (Table 1, Figure 7). For 1=1 (0-3
months) percentages of risk cases were aways higher than
control casesfor ICD codes morethan zero. Thistrend changed
with the increasing time, length where distribution of control
populations become approximately equal over all fivefrequency
ranges used in this study (Figure 7, top panel). On the other
hand, for risk population the frequency of ICD codes increased
with time ranges and therefore, approximately 45.46%
(942/2072) of thetotal population had |CD code frequency >20
(Figure 8, bottom panel).

The prevalence of physical illness of both suicide risk and
control groups grouped according to | CD-10 categories (chapter
headings) has been summarized in Table 2 and Figure 8. Except
for ICD-10 chapters Il (Neoplasms) and (VII, VIII) (Sensory
organ disease), a significantly higher prevalence of physical
illness was observed in suicide risk cases than in control cases.
However, the percentages of populationsin those two chapters
were insignificant across al organs or systems of the body.
Interestingly, the most prevalent physical illnessfound for both
control and suicide risk groups across al time ranges was
Factorsinfluencing health status and contact with health services
(ICD-10 Chapter XXI1), where the percentage of population
continually increased from 20.38% (3013/14,786) to 53.54%
(7916/14,786) and 39.29% (814/2072) to 78.38% (1624/2072)
for control and suicide risk groups, respectively (Table 2).
Interestingly, a significant (454/2072, 21.91%) population
showed prevalence of multiple ICD-10 chaptersin suicide risk
cases at shorter time ranges than control cases. For 1=1 and
1=2, ICD-10 chapter XXI were prevalent in more than 20.00%
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(2957/14,786) of control cases in contrast with five chapters
(XVIIH, XIX, XX, XXI, XXII) in suicide risk cases. This
indicates that comorbidity is more prevalent and observablein
shorter timerangein suiciderisk casesthan control cases (Figure
8).

The performance of proposed physicdl illnesses (without ICD-10
chapter V)-based suicide risk scoring model has been shownin
Table 3. The AUC value using RiskScore was 0.64, 0.67, 0.68,
0.68, and 0.69 for individual time ranges. This sequential
increment of ROC area values with increased length of history
of physical illnesses showslonger history length provides better
suicide risk assessment than the shorter one. The maximum
AUC 0.71 was obtained using physical illnesses from all time
ranges, which indicates that overlapping history of physical
illnesses improves the performance of the model than using a
physical illnesses from asingle time-period. In addition, for all
of the lengths of the history of physica illnesses the
RiskScoreygorithm Performed better than clinically assessed risk

score RiskScoreginica (AUC=0.56).

The performance of regression model output RiskScore,qmpined
has been shown in Table 3. Similar to physical illnesses based
RiskScoreygorithm the AUC values increased with increasing
length of history of physical illnesses (AUC=0.65, 0.67, 0.68,
0.69, and 0.70, respectively) and maximum AUC=0.72 was
obtained for history of physical illnesses of al time ranges.
Although AUC values of multilinear regression model was
higher than physical illnesses based model, the improvement
ismarginal and statistically insignificant.
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Table 2. Distribution of suicide risk and control cases associated with diagnostic groups according to |CD-10 category for five different time ranges.

1=1(0-3M) =2 (0-6M) 1=3(0-12M) 1=4 (0-24M) =5 (0-48M)
Control Risk Control Risk Control Risk Control Risk Control Risk
n % n % n % n % n % n % n % n % n % n %

| Certain infectious and parasitic diseases

440 298 73 352 638 431 115 555 944 638 157 758 1352 914 259 125 1816 1228 346 16.7
Il Neoplasms

28 019 1 005 45 030 5 024 67 045 7 034 131 089 10 048 194 131 17 0.82
111 Diseases of the blood and blood-forming organs and certain disor der sinvolving the immune mechanism

142 096 22 106 190 128 25 121 269 182 47 227 417 282 78 376 577 390 100 4.83
IV Endocrine, nutritional and metabolic diseases

724 490 165 796 994 6.72 252 1216 1331 9.00 340 1641 1740 1177 420 2027 2223 1503 483 2331
V| Diseases of the nervous system

230 156 60 290 324 219 79 381 454 307 104 502 599 4.05 134 647 858 580 166 801
VII, VIl Sensory organ disease

6 011 1 005 26 018 1 005 46 031 3 014 102 069 9 043 184 124 9 0.43
I X Diseases of the circulatory system

748 506 120 579 1022 691 163 7.87 1347 911 220 1062 1766 1194 291 1404 2329 1575 426 2056
X Diseases of therespiratory system

548 371 53 25 700 473 88 425 898 6.07 142 6.85 1199 811 216 1042 1533 1037 282 1361
X1 Diseases of the digestive system

534 361 154 743 790 534 227 1096 1145 7.74 297 1433 1650 1116 384 1853 2347 1587 502 2423
X1 Diseases of the skin and subcutaneous tissue

188 127 37 179 257 174 51 246 345 233 71 343 521 352 113 545 755 511 166 801
X111 Diseases of the musculoskeletal system and connective tissue

428 289 138 666 699 473 171 825 1004 6.79 256 1236 1412 955 361 1742 2037 1378 471 2273
X1V Diseases of the genitourinary system

444 300 57 275 598 404 8 415 844 571 113 545 1098 743 183 883 1389 939 237 1144
XV Pregnancy, childbirth and the puerperium

90 061 8 039 152 103 15 072 216 146 45 217 386 261 85 410 617 417 114 550
XVIII Symptoms, signs and abnormal clinical and laboratory findings, not elsewhere classified

2079 1406 547 2640 2804 1896 759 3663 3660 2475 978 4720 4690 3172 1125 543 6041 4086 1311 6327
XIX Injury, poisoning and certain other consequences of external causes

1677 1134 574 2770 2175 1471 729 3518 2934 1984 946 4566 4023 2721 1095 5285 5205 3520 1254 6052
XX External causes of morbidity and mortality

1315 889 495 2389 1867 1263 668 3224 2727 1844 872 4208 3912 2646 1064 5135 5169 3496 1260 6081
XXI Factorsinfluencing health status and contact with health services

3013 2038 814 3929 3911 2645 1010 4875 5053 3417 1231 5941 6476 4380 1470 7095 7916 5354 1624 78.38
XXII Codesfor special purposes

989 669 455 2196 1391 941 595 2872 2086 1411 808 3900 3070 2076 984 4749 4106 2777 1165 5623
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Table 3. AUC obtained using suicide risk scoring model based on physical illnesses, clinically assessed score and their combinations.

Length of history AUC
of physical illness } . !
RiskScoreajgorithm RiskScoregjinical RiskScorecombined

0-3 months (1=1) 0.64 0.56 0.65

0-6 months (1=2) 0.67 0.56 0.67

0-12 months (1=3) 0.68 0.56 0.68

0-24 months (1=4) 0.68 0.56 0.69

0-48 months (1=5) 0.69 0.56 0.70

Combined 1 (1, 2, ... 5) 0.71 0.56 0.72

Figure7. Distribution of assessments with respect to frequencies of |CD-codes (without chapter V-Mental and behavioral disorders) and time periods.
Different color represents the frequencies of 1CD-codes.
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Figure 8. Cumulative percentage of casesin control and suicide risk groups over five time-periods grouped on |CD-10 category (Excluded chapters:
chapter V-Mental and behaviora disorders, chapter XV1-Certain conditions originating in the perinatal period, and chapter XV I1-Congenital malformations,

deformations and chromosomal abnormalities).
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Discussion

Principal Findings

To our knowledge, this study isthefirst to only usethe patient’s
history of physical illnesses (ICD-10 codes, without chapter V,
Mental and behavioral disorders) to predict suicide risk. This
study has demonstrated how to exploit the physical illnessesto
predict suicide risk using EMR of a single regional hospital
(Barwon Health). Theready availability of EMR shows promise
that such tools can be integrated within hospital systems for
effective decision support.

The findings of this study, based on al patients of Barwon
Health who had the mandated suicide risk assessment between
April 2009 and March 2012, showed that the percentage of the
population having a history of physical illness were higher in
risk group than the control. This supports previously reported
findings that hospitalization for a physical illness significantly
increases the risk of subsequent suicide [8,28]. Although this
higher prevalence of physical illnesses in our risk group was
found over five different time-periods ranging from 3 to 48
months, the difference in prevalence between two groups
decreased with increasing time (Table 1, Figure 8). This
indicates that time-period over which history is considered isa
critical parameter in predicting risk.

The results of this study showed that the frequency of physical
illness (11-20, >20) was higher in suicide risk population than
control for al time periods, which is similar to the findings
reported by Qin et a [28]. However, for smaler frequency
values, the percentage of control cases exceeded the percentage

http://mental .jmir.org/2016/3/e19/

RenderX

Risk

—— XXII
I —— XXI
I XX
—— XIX

I ——

XVl

XV
e XV
& el
. X
LB
O X
. X
v, v
E Vv
I .V
i
[l
B

300 250 200 150 100 50

o

ETR1 ®TRZ wWTR3 mTR4 mMTRS

of suicide risk cases with increasing historical time-period.
Although this findings are different from Qin et al [28] where
they have used much longer time period than 48 months, this
can be attributed to the cohort difference-they have reported
1.13% of suicide cases with physical illnesses frequency >20
in contrast to 0.27% of control; in our study for a 48-month
period, we found these frequencies to be 45.46% (942/2072)
and 17.04% (2519/14,786) for the risk and control group,
respectively.

The performance of 1CD-10 based (without chapter V) suicide
risk score, RiskSCorep gqrithm Performed better than 18-point risk
checklist based clinical assessment (RiskScoreginica) for al
time-periods used in this study. This indicates that 3 or more
months of history of physical illnesses can better predict the
suiciderisk than clinical assessment. This supportsthe previous
findings that additional information is required in designing a
more effective and automated suicide risk assessment systems
suitable for clinical settings [13,14]. RiskScorecompineg Showed
amargina improvement in suiciderisk prediction than physical
illnesses based score RiskScorepgyitm but  substantial
improvement over clinical assessment. Therefore, adding history
of physical illnesses with regular clinical assessments can
improve the performance of suicide risk prediction. Since
physical illnesses based model sweretested using 10-fold cross
validation, the performance can be considered to be robust.

A limitation of this study is that we have considered only
physical illnessesthat resulted in hospitalization. However, this
isan inherent and unavoidable limitation of any study based on
hospital records. Therefore, the effect of mild illnesses that
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resulted in no hospitalization or treated outside hospitals was
not considered. Furthermore, we did not consider the effect of
age or gender on the distribution of physical illnesses and
developed a single model for scoring the suicide risk, which
may provide some bias. The small number of suiciderisk cases
restricted us from stratifying by age or gender as this would
result in a sparse lookup table.

This study has following clinical implications: (1) The results
of this study shows that hospital clinicians who are not
specialists in mental health can use our decision support tool
for identifying patients at risk of attempt of suicide and thismay
improve patient care, (2) clinical assessors with mental health

Karmakar et al

expertise can use patient’s history of physical illnessesthrough
our proposed tool to improve the prediction of risk of suicide
attempt, especially for patients with a history of multiple
hospitalizations, and (3) our tool can also assist primary care
providers with access to EMR to recognize early signs of risk
of suicide attempt and refer patients to specialty care.

Conclusion

In summary, this study providesanovel approach to exploit the
history of physical illnesses extracted from EMR (1CD-10 codes
without chapter V-Mental and behavioural disorders) to predict
risk of suicide attempt. This model also outperforms existing
clinical assessments of suiciderisk.
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Abstract

Recognition and timely action around “warning signs’ of illness exacerbation is central to the self-management of bipolar disorder.
Due to its heterogeneity and fluctuating course, passive and active mobile technologies have been increasingly evaluated as
adjunctive or standalone tools to predict and prevent risk of worsening of course in bipolar disorder. As predictive analytics
approaches to big data from mobile health (mHealth) applications and ancillary sensors advance, it is likely that early warning
systemswill increasingly become avail able to patients. Such systems could reduce the amount of time spent experiencing symptoms
and diminish the immense disability experienced by people with bipolar disorder. However, in addition to the challenges in
validating such systems, we argue that early warning systems may not be without harms. Probabilistic warnings may be delivered
to individuals who may not be able to interpret the warning, have limited information about what behaviors to change, or are
unprepared to or cannot feasibly act due to time or logistic constraints. We propose five essential elements for early warning
systemsand provide aconceptual framework for designing, incorporating stakehol der input, and validating early warning systems
for bipolar disorder with afocus on pragmatic considerations.

(JMIR Ment Health 2016;3(3):e42) doi:10.2196/mental 5798
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Introduction

The potential for technology to facilitate “early warning
systems” for bipolar disorder has been described for several
decades[1-3]. A number of reports haveidentified the existence
of near-term precursors of mood episodes [4-6]. These factors
can beinternal to the patient's “warning signs’ (eg, disruptions
in sleep/wake cycles) or external factors or “triggers’ (eg, life
events) that are associated with increased risk for worsening
course. It isapparent that warning signsare highly varied across
individuals, although some data suggests they are consistent
within the same individuals over time (so called relapse
signatures) [7]. Due to the importance of early warning signs,
skills in monitoring and developing action plans to respond to

http://mental .jmir.org/2016/3/e42/

RenderX

them are a core element of many of the psychosocia
interventions for bipolar disorder [8].

A promise of high frequency data collection agents, such as
mobile health (mHealth) technologies, isthat potential warning
signs and outcomes can be prospectively and concurrently
monitored. Moreover, predictions about the near future could
be more accurate if based in part on accumulating knowledge
about a given patient, rather than upon more static risk factors
that frequently fail to predict near-term trajectories for a given
individual. A variety of passive and active technologies have
been piloted in bipolar disorder to this end [9-12], and while
the evidence base is limited and technologies seem better at
monitoring depressive than manic symptoms[12], thereis some
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convergence of opinion that electronic self-monitoring will
become increasingly used in the management of thisillness.

Within a high frequency self-monitoring framework, an early
warning system might gather high frequency data on both
predictors (eg, sleep/wake cycle) and outcomes (eg, onset of
mood episodes), identify when changes in sleep/wake cycles
that previously heralded a mood episode occurrence, and
subsequently deliver an aert or intervention targeted to the early
warning sign in atimely fashion. Existing applications of early
warning systems are already part of daily life (eg, credit card
fraud monitoring). Despite the potential of early warning
systems, there are anumber of challengesto validation and also
potential harms. Problems may arise, both if early warning
systems produce incorrect predictions and lead to unnecessary
distress or resource inefficiency, as well as if predictions are
accurate but patients or other stakeholders are unprepared or
ill-equipped to act on warnings. This paper proposes a
framework for developing, validating, and implementing early
warning systems with technologies that collect intensive
longitudinal datain bipolar disorder.

Depp et d

Proposed Architecture of Early Warning
Systems

We propose a conceptual framework for design elements of an
early warning system. The following are the five elements of
an early warning system (Table 1): (1) aplatform or networked
collection of platformsthat enables frequent data collection (eg,
mobile phones, sensors), (2) inputs that produce intensive
longitudinal data (eg, repeated self reports, collection of
behavioral data such asvoice, sleep, activity) and outcomes that
could either be externally monitored events, states, or other
streams of intensive longitudinal data, (3) predictive statistical
analytic methods that link inputs with outcomes, (4) decision
rulesthat determine the thresholds and actions according to the
prediction based on a time horizon between the timing of the
input data and the outcome that are predicted, and (5)
preventative feedback, which may vary by content, format,
delivery method, and intended audience.

Table 1. Proposed components of an early warning system, selected techniques, and research gaps.

Component Selected resources

Research gaps

Platform
wearables

Mobile phone apps; text messaging; home-based telehealth;

Best practices for long-term adherence and engagement; ef-
fective integration of multiple platforms; user preferences
and methods for granular control of transmitted information

Inputs and outcomes

Predictive analytics

Decision rules

Feedback

Patient reports of mood and related risk factors; passive
activity/location sensing; passive metadata sensing; serial
physiological sensors

Linear and non-linear models for intensive longitudinal
data; machine learning; within-sample and out of sample
validation techniques

Clinically important thresholds; empirically defined
thresholds based on classification models; recursive analy-
ses to define earliest detectable changein risk at threshold

Multiple communication platforms with which to aert
stakeholders; elements of evidence-based behaviora change
content developed for risk factor self-management in

Predictive validity of near future and rare events; optimal
data capture frequency and duration; interpretability of pas-
sive data for warning systems

Integration of within-person and between-person datato in-
form predictions; integration of high dimensional variable
frequency data; utility of non-linear, complex modelsin
practicable early warning systems; validation metric criteria

Developing interpretable decision rules based on multiple
inputs or interactions; updating decision rules based on accu-
mulating data within patients

Optimization of feedback messaging to enhance self-efficacy
and health protective behavior; identification of potential
patient and other stakeholder’s experience of adverseimpact

bipolar disorder

of forewarnings; research methodsfor quantifying theimpact
of individual feedback strategies; impact of feedback mes-
saging tailoring by mood state, patient preference, and/or
severity of risk

Platform Considerations

In considering the elements in Table 1, there is evidence to
support thefeasibility and acceptability of data capture platforms
that use computer [13], mobile texting [14], wearable
technologies [15], and mobile phone apps in monitoring mood
symptoms and other inputsin bipolar disorder [12]. Platforms
may increasingly combine passive sensor and device metadata
(eg, duration and timing of calls) with patient reported data.
Advancements in software platforms for data collection are
beyond the scope of this paper, but increasingly toolkits are
available to generate apps that provide the interactive data
collection framework on mobile devices such as with Apple
Research Kit and Android Research Stack.

http://mental .jmir.org/2016/3/e42/

For the purpose of early warning systems, key requirementsfor
platformswould be the availability of online statistical analysis
as data is accumulated, which typically and essentialy if data
from other individual’s are used in prediction models, would
involve transmission of data from the device to a server for
onlineanalytics. Efficiency of transmission and interoperability
of information sources gathered from the device or multiple
devices remains a challenge that is especially pressing. Many
of the electronic self-monitoring tools for bipolar disorder
reviewed by Faurholt-Jepsen et al [12] were validated over
periods of 3 months, which then necessitated that the predicted
outcome occur during that span, resulting in alow probability
of capturing multiple episode-level relapses for most patient
populations. ldealy such systems were to be developed to
capture more infrequent events over longer periods, and it is
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unclear what platform-related factors contribute to longer-term
engagement (>3 months) in data collection. There is some
suggestion that long-term engagement might be enhanced
through interventionsthat promote continued use and perceived
benefit, as well as the use of an individual's own device rather
than study phones.

Since datais being transferred, which could include personally
identifying information (eg, phone numbers, location) as well
as information about symptoms and other potentialy sensitive
information, mHealth platforms add a risk of loss of
confidentiality. A recent review found that 75% of commercially
available apps purported to assist with self-managing bipolar
disorder did not include a privacy policy [16]. Given that
consumer buy-in for early warning systems would especially
necessitate “trustworthiness’ since the intent is to provide
meaningful information about future personal risks, data security
procedures and risk from the device and/or sever to the cloud
would need to be explained to users, including the potential
consequences in loss of privacy if devices are lost [17]. When
asked, patients express preferences for granular control over
elements of transmitted data and so apps for enabling such
control, beyond just informing patients of the types of databeing
transmitted, may further facilitate patient engagement in early
warning system design [18].

Inputs and Outcomes

Potential inputs to early warning sign systems are far ranging
and include behaviors (eg, social behaviors, substance use,
changes in activity), deep (eg, number of hours, quality),
stressors, medication adherence, and affective states (eg, anxiety,
irritability). These inputs measured with the device need to be
validated as convergent with gold standard clinical ratings. To
date, most validation studies in bipolar disorder using mobile
devices have focused on the validity of mood ratings, and thus
focus on the validity of measurement of the typical outcome of
early warning systems rather than predictors. As reviewed
recently, information technology strategies for self-monitoring
indicate positive indication of the concurrent validity of
aggregated momentary self-ratings of depressive mood states
(although less consistently with manic symptoms) captured on
mobile devices with clinician-rated data [12], with greater
intra-variability than paper-and-pencil mood charts[19]. Further
toward the path of an early warning system, integrated
information from multiple sensors has accurately identified the
presence of episodes among patients followed longitudinally
[20]. It is unclear if patient reports of other inputs, such as
stressors, medication adherence, or social function are associated
with in-lab measures.

There are proof of concept data suggesting that passive sensor
data obtained through actigraphy can individuate bipolar
disorder from patients with depression and healthy controls
[21]. In addition, geographic or vocal tone correlates with
concurrent clinician rated mood symptoms and metadata from
interactions on the device are also moderately associated with
symptoms [11]. While mobile phones and their multiple
embedded sensors offer new streams of data, such as call logs
to understand socia patterns in bipolar disorder patients,
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understanding the clinical trandlation of such dataistill an area
of novel research and not fully understood.

Taken together, these early stage studies indicate that mobile
devices could be feasibly used to monitor at least some of the
potential inputs and symptom outcomes over time. Challenges
for inputs and outcomes in early warning systems are that
mHealth technologies create data that is complex and unique
from typical panel-type data, explained in terms of its high
volume, velocity, and variety [22]. The potential to collect large
amounts of datamust be balanced with adherence, missingness,
interoperability, and validity concerns. Studies using mobile
data collection have repeatedly shown that user adherence is
not perfect and participants either completely stop using these
devices or provide data less frequently than planned. Indeed,
missing data has been attributed to a lower than anticipated
accuracy in apilot study of the prediction of relapse in bipolar
disorder using actigraphy [23]. Adherence issues may require
robust statistical models for imputation [22] and may also be
modeled as an additional input. Other issues with collecting
these new data steamstheinter-stream and temporal correlation
that will require partnerships with data science experts to fully
utilize and best understand the potential of real-time self report,
behavioral, and physiological data[24].

Moreover, some critically important outcomes and potential
new data sources would seem highly relevant to early warning
systems but have received little research. In particular, suicidal
ideation and risk of self-harm has been effectively assessed over
time in non-bipolar samples with attention to affective states
prior to thoughts [25]. It is notable that patients may actually
be more open and willing to disclose suicidal thoughts to a
digital device than in person to a clinician. Some people now
also report suicidal thoughts and symptoms of their mental
illness to online forums and their digital messages provide a
new source of dataon suiciderisk (eg, TalkLife), and anumber
of studies have linked risks of suicidefrom texts extracted from
social mediaand blog posts[26]. Data collection in the context
of an intervention that directly heralds suicidal behavior raises
the need for a robust clinical response framework [27]. As
detailed elsewhere, there are a number of ethical and privacy
pitfalls in incorporating social media data into to clinical
decision making [28], and providing patients with granular
control over the inputs to early warning systems would seem
to be especialy applicable to socia media

Application of Prediction Models

Prediction models link input data and subsequent outcomes. A
variety of emerging methods are used to mode intensive
longitudinal data and predictive analytics applied to these
complex datathat have varying rates and structures. Techniques
such as data mining, machine learning, and probabilistic
modeling have been employed to make predictions about the
future. While a discussion of these individual techniques is
beyond the scope of this paper (see[29]), effective early warning
systems would require automating analyses and responsive
updating predictions based upon incoming data.

Irrespective of the statistical technique applied, validation of
an early warning sign system would center on the accuracy and
preventative utility of prediction. There are severa steps beyond

JMIR Ment Health 2016 | vol. 3 | iss. 3 [e42 | p.46
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

identifying agroup-level association between T_; predictor and
T_ooutcome. Intermsof raising theclinical utility of predictions,
the standard for gauging the usefulness of prediction would
additionally include (1) how accurate the prediction is for a
given individual; (2) how interpretable the predictions are in
the formation of decision rules; and (3) how much lead-timeis
provided in which alter the course of the predictor, if alterable.

Complex time seriesmodel s have been applied to understanding
the dynamics of mood course in bipolar disorder, focusing on
the potential for non-linear chaotic or latent approaches to
modeling state shifts in the context of intra-individual noise
[30-33]. Here we focus on potentially more accessible linear
models. Inlinear models, estimates generated from training data
in ordinary least sguares regression frequently result in
overfitting, with validation samples highly likely to perform
worse than the training set. Techniques such as penalized
regression can reduce the likelihood of overfitting [34]. Given
that most samples are likely to be small at proof-of-concept
stages, validation with independent samples is typically
impossible. Within sample aternatives to validation include
leave-one out validation [35].

Such models gauge the accuracy of predictionsin sampleswith
and without predicted outcomes. However, this conflates
potential individual differences in the predictor-outcome
relationship. In repeated measures designs, case-crossover
analyses can examine the association between predictors and
outcomes within patients when outcomes occurred and earlier
or later timeswhen outcomes were present [36]. This approach
could help to identify the within-person sensitivity of predictors.

Asan example, Thompson et a [37] employed functional data
analysis to identify prospective time-lagged relationships
between changes in daily-assessed negative and positive affect
and observed the emergence of suicidal ideation two to three
weeks later. Here, changes in affect can be seen as potential
early warning signsof increasesin suicidal ideation. The authors
found that accuracy of the association between negative affect
and suicidal ideation observed two to three weeks later was
quite accurate (88% sensitivity and 95% specificity), and more
accuratethan predictionsthat relied on basdlinelevels of suicidal
ideation. In this way, indication of atime lagged relationship
between inputs and outcomes suggests a potentially causal
relationship and also provides awindow of time between input
and outcome in which to deliver feedback regarding an
impending risk of suicidal ideation and possibly attempt to alter
the early warning sign.

Creation of Decision Rulesand Time Horizons

With validated data and prediction rules, a combination of
clinical acumen, patient preferences, and data driven models
will be necessary to create decision rulesthat can guideclinical
interventions. While some of these decision rules may be more
straightforward, such asalink between cessation of amedication
and risk of switchinto mania, othersruleswill be more complex.
For example, considering insomnia as a symptom of bipolar
disorder, applying the right intervention at the right time and
for the right patient will likely be a personal, dynamic, and
varied response with no clear-cut point or binary decision. Such
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decision rules can be devel oped empirically and afirst step will
require determining how sensitive and specific the input isin
predicting subseguent outcomes, such as by use of a penalized
regression technique. Accuracy can be judged by a metric (eg,
area under the curve, AUC) generated by leave-one-out
validation, and can be compared to baseline estimates of risk
(eg, most recent suicidal ideation rating), and/or relativeto prior
windows of time that did not result in suicidal idestion, asin
the case-crossover method. If sensitive and specific to the
criteria listed above, sensitivity analyses to determine when
prior to the outcome the earliest detectable increase in the
outcome occurs (eg, examining the accuracy of prediction by
censoring predictors within the span of 1-3 weeks prior to the
outcome), based on an assumptionisthat time-varying predictors
increase in accuracy the closer in time to the outcome. The
identification of the time of earliest detection would be
determined by comparison of accuracy when moving a stable
window of information back in time to when the prediction
accuracy falls below a clinical metric of accuracy (eg, AUC <
0.80) or a patient-preferred tolerance. To generate cut points,
regression tree methods can then be used to identify the levels
of theinput that would be associated with the best fitting model
(ie, with the largest AUC). These cut points can then be used
to form decision rules and updated with machine learning
algorithmsin real-time, and made more preciseto theindividual
weighting information from theindividual, relying increasingly
on individual data over that from other individuas data
Multiple inputs and interactions among inputs may also create
even more powerful models, yet with the tradeoff of greater
complexity in implementation, and more importantly,
diminishing interpretability toward targeted feedback, described
next.

Feedback and Clinical Application

The empirical understanding of best practices in the feedback
component of early warning systems is in its infancy. Since
early warning systems will involve communication around a
future probabilistic risk, thereis substantial evidenceto suggest
that people may variably interpret or misinterpret risk
communication [38]. As such, the content and form of the
feedback aspect of early warning systemsiscritical, and onein
which perspectives of providers and patient stakeholders are
essential for understanding how best to communicate risk while
mitigating potential adverse impacts, and maximizing
tolerability, usefulness, and timeliness.

Feedback from early warning systems may be more effective
if it extends beyond simply notifying patients, clinicians, and
stakeholders of animpending risk. Thereis substantial evidence
that to change behavior in response to a future risk, the arousal
of fear or threat isinsufficient and possibility counterproductive,
particularly among people with low self-efficacy to make
changes[39]. For example, an early warning system describing
arisk for a near-term manic episode might arouse fear about
the consequences of mania, but without specific instructions
about how to avert the manic episode, respondents may discredit
the message[40]. A related concernisthat, if predictions derive
from multiple sources of inputs including sensor data, it might
be difficult to directly interpret; the drivers of risk may be
somewhat of a “black box” and may not trandate to a greater
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understanding of theillness course or actionable stepsto mitigate
risk. Clinicians may face the same conundrums with acting on
the content of warning messages as do patients, additionally
with the concern of balancing time allotted to care for patients
with current known risks versus future possible risks.

There are several potential approaches to enhancing the
effectiveness of warnings derived from the broader health
psychology literature [41]. Messages may have greater impact
if they can winnow out actionable predictorsthat are meaningful
to the individual, emphasizing one behavior change at a time.
Once the target behavior is identified, messages may be more
likely to lead to changes in behavior if they (1) focus on
increasing self-efficacy to act and the benefits of acting rather
than evoking fear about the risk of harm [42]; (2) identify
strategies that require low effort or facilitate reducing effort
such asthrough implementation intentions [43]; and (3) provide
affirmations of the individual prior to requiring the processing
of threat, if delivering information about the threat is necessary
[44]. It isunknown how variation in mood state may impact the
receptiveness of different warnings, but it istechnically feasible
for messages to be tailored to the mood state of the individual
to maximize persuasiveness.

Designing the feedback element of early warning systems should
involve the incorporation of stakeholder perspectives, both
patients and clinicians, which can occur at multiple levels. At
a broader level of intervention design, participatory design
methods have been evaluated in mental health
technology-focused projects [45]. Although it is unclear if
participatory approaches yield greater uptake and impact than
researcher-centered programs, participatory methods typically
include design cyclesin which user input is sought at the outset
and after multiple phases of development, from inception to
deployment. For early warning systems, patient input about the
interpretability and timing of warnings along with content to
accompany those warnings would be essential, as is clinician
input about the liabilities associated with warnings. At the
narrower level of the early warning system design, there are a
number of methods for incorporating patient preferences and
language into feedback. For example, patients may create their
own messages to accompany warnings for future display [9].
In our prior work, patients generated statementsthat they would
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liketo tell themselves or adaptive behaviors they could employ
in depressed or manic mood states, which were then presented
to them later through the device upon reporting such a state.
Many other means providing user control via mHealth are
possible, such as the frequency, timing, and communication
channel of feedback, aswell as delineating whether and which
other people are also recipients.

Within early warning systems, there will be practical challenges
to understanding the impact of various feedback strategies. As
with all prevention research, it is challenging to determine
whether specific elements of early warnings systems have an
effect at theindividual level, given that it isimpossible to know
if future threats would have occurred without such a warning.
As such, understanding the patient and message variables of
effective risk communication using prediction models may be
best advanced in experimental studies with proxy measures of
target behaviors rather than episodes, at least in initia
development stages.

Discussion

Summary

Much work isrequired to make early warning systems accurate,
useful, and safe for people with bipolar disorder and their care
teams. Nonetheless, there have been dramatic advances in
technology-based data capture, statistical prediction analysis,
and risk communication that together form the ingredients of a
variety of early warning systems for bipolar disorder. Many
such systems have been proposed and arein the proof-of -concept
stages of development, and soon will be available to consumers
and clinicians. These systems may makeit possible for patients
to better understand and manage bipolar disorder, avoid or
forestall illness exacerbations, and minimize disruptions in
social and productive roles associated with illness exacerbations.

Conclusion

We have described a basic framework for designing
interventions alongside patients and clinicians, and validating
and evaluating such systems. In particular, we caution that early
warning systems must empower patientsto make changesrather
than to simply sound alarms. We hope that this paper stimulates
future development in this exciting area.
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Abstract

Background: Adolescents and young adults are among the most frequent Internet users, and accumulating evidence suggests
that their Internet behaviors might affect their mental health. Internet use may impact mental health because certain Web-based
content could be distressing. It is aso possible that excessive use, regardless of content, produces negative consegquences, such
as neglect of protective offline activities.

Objective: The aobjective of this study was to assess how mental health is associated with (1) the time spent on the Internet, (2)
thetime spent on different Web-based activities (social mediause, gaming, gambling, pornography use, school work, newsreading,
and targeted information searches), and (3) the perceived consegquences of engaging in those activities.

Methods: A random sample of 2286 adolescents was recruited from state schools in Estonia, Hungary, Italy, Lithuania, Spain,
Sweden, and the United Kingdom. Questionnaire data comprising Internet behaviors and mental health variables were collected
and analyzed cross-sectionally and were followed up after 4 months.

Results. Cross-sectionally, both the time spent on the Internet and the relative time spent on various activities predicted mental
health (P<.001), explaining 1.4% and 2.8% variance, respectively. However, the consequences of engaging in those activities
were moreimportant predictors, explaining 11.1% variance. Only Web-based gaming, gambling, and targeted searches had mental
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health effects that were not fully accounted for by perceived conseguences. The longitudinal analyses showed that sleep loss due
to Internet use ([3=.12, 95% CI=0.05-0.19, P=.001) and withdrawal (negative mood) when Internet could not be accessed ([3=.09,
95% CI1=0.03-0.16, P<.01) were the only consequences that had a direct effect on mental health in the long term. Perceived
positive consequences of Internet use did not seem to be associated with mental health at all.

Conclusions: The magnitude of Internet use is negatively associated with mental health in general, but specific Web-based
activities differ in how consistently, how much, and in what direction they affect mental health. Consequences of Internet use
(especially dleep loss and withdrawal when Internet cannot be accessed) seem to predict mental health outcomes to a greater
extent than the specific activities themselves. Interventions aimed at reducing the negative mental health effects of Internet use
could target its negative consequences instead of the Internet use itself.

Trial Registration: International Standard Randomized Controlled Triadl Number (ISRCTN): 65120704,
http://www.isrctn.com/ISRCTN65120704?q=&filters=recruitmentCountry:Lithuania& sort=& offset=
5& total Results=32& page=1& pageSi ze=10& searchType=basi c-search (Archived by WebCite at http://www.webcitation/abcdefg)

(JMIR Ment Health 2016;3(3):€31) doi:10.2196/mental 5925
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problematic Internet use; addictive behavior; Internet; mental health; adolescent health; longitudinal study

Introduction

Depression and anxiety aretwo of the most prevalent psychiatric
disorders among adolescents [1-3], and suicide, which is often
closely related to these disorders, is the second leading cause
of death in the world for 15- to 29-year olds (after traffic
accidents) [4]. Over the past decade, there has been a growing
interest and concern about how adolescents' mental health and
emotional development are affected by their Internet use. Almost
80% of the European population are Internet users, with
percentages above 90% in some countries [5], and with the
increasing use of smartphones, more and moreindividuals have
instant and continuous access to the Internet. Over 90% of 16-
to 24-year olds in Europe regularly use the Internet at least
weekly, apercentage that is higher than for any other age group
[6]. Although it is difficult to measure exactly how much time
is spent on the Internet, most young people access the Internet
on adaily basis, and the Internet has become a well-integrated
part of their lives. This has led to changes in how people live
their lives and how they construct and maintain social relations
and self-identities, seek information, and enjoy entertainment.

A magjor line of research has linked mental health problems to
what has been termed problematic Internet use (or pathological
or compulsive Internet use), which is often conceptualized as
an impulse control disorder similar to gambling addiction and
other behavioral addictions. The most used and validated
measure of problematic Internet use, the Internet Addiction Test
(IAT) [7], was constructed through an Internet use-specific
reformulation of the Diagnostic and Statistical Manual of Mental
Disorders Fourth Edition (DSM-4) diagnostic criteria for
Pathological Gambling Disorder (for a review of problematic
Internet use measurements, see [8]). As such, this screening
instrument measures compulsive aspects of Internet useresulting
in clinical impairment or distress (eg, feeling preoccupied with
the Internet; inability to control or reduce Internet use; feeling
moody or depressed when attempting to stop or reduce Internet
use; staying online longer than intended; lying about excessive
Internet use, and so forth). However, there is no standardized
way of classifying problematic Internet use because
measurements, cutoffs, and classification procedures vary

http://mental .jmir.org/2016/3/e31/

between studies [8-9]. These differences in diagnostic
procedures aside, numerous studies have found problematic
Internet use to correlate with DSM Axis | disorders, mainly
depression but also social phobia and anxiety, substance use,
attention-deficit hyperactivity disorder, and certain personality
variables such as hostility [10-13]. The putative mechanism by
which problematic Internet use affects mental health is partly
related to the excessive time spent on Web-based activities,
which results in a neglect of protective offline activities such
assleep, physical exercise, school attendance, and offline social
activities, and partly related to symptoms of withdrawal when
those activities cannot be accessed [9,14].

Studies show that the problematic aspects of certainindividuals
Internet use are restricted to one or a few specific Web-based
activities (eg, gaming or social media use), whereas other
activities are nonproblematic [15-17]. Although there is some
recent evidence that the factor structure of the IAT [7] is
consi stent across measuring problematic engagement in specific
activities such as gambling and gaming [18], this hasled to a
differentiation between generalized problematic Internet use
and specific forms of problematic Internet use. For example, as
most Internet-use research has focused on problematic
Web-based gaming, and as many studies have found an
association between gaming and severe menta health
symptomology, this is the only specific form of problematic
Internet use that has been considered for inclusion in DSM-5,
whereas generalized problematic Internet use and other specific
forms have not [9,19].

It is thus important to differentiate between activities when
investigating the mental health effects of Internet use. In some
cases, it could be important because the activity in question is
proneto becoming addictive, such as Web-based gambling (eg,
Web-based poker, sports betting, casino spins) [20-23]. In other
cases, it might be important because the content itself may
impact mental health by producing specific emotional, cognitive,
or behavioral reactions. For example, 1 study on social media
use suggeststhat passive consumption of social content increases
feelings of loneliness, whereas direct communication with
friends does not [24]. Another example is performing
information searches. Studies show that young people, including
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those with mental health problems, often perform targeted
searches related to their physical and mental health [25-27].
Depending on what information they find, thistype of behavior
could probably have both negative and positive outcomes.
Website content that promotes self-destructive behaviors or
self-harm may be of particular concern. Furthermore,
adolescents perform increasing amounts of school work using
the Internet, and as academic performanceis usually associated
with better mental health [28], using the Internet for such
purposes might be predictive of positive mental health rather
than what would be expected from a problematic Internet use
perspective [29,30]. Other research has shown that certain types
of games (eg, massively multiplayer online role-playing games)
and certain motives for playing those games (in-game
achievement, socializing, immersion, relaxation, and escapism)
are predictive of mental health problems and problematic
gaming [31-33]. Although the majority of previousresearch is
correlational, it suggests that Internet use can impact mental
health either through the activity or content that is used or
through delayed consequencesthat follow the use of the Internet.

This study aimed to investigate how adolescents mental health
is predicted by time spent on the Internet and their level of
engagement in 7 types of Internet activities: social media use,
gaming, gambling, pornography viewing, newsreading or
watching, activities related to school or work, and targeted
information searches that are not related to school or work.
Second, the study also tested whether these effects would be
sustained or accounted for by perceived conseguences of using
those Web-based activities. We investigated the impact of both
negative consequences (eg, withdrawal, sleep 1oss) and positive
consequences (eg, enjoyment, finding new friends). In addition
to performing these analyses on cross-sectional data, we also
tested whether these effects would predict changes in mental
health over a period of 4 months.

Methods

Study Design

Datawere collected asapart of the Suicide Prevention through
Internet and Media Based Menta Hedth Promotion
(SUPREME) trial (Current Controlled Trias
ISRCTN65120704). The study was carried out by collaborating
mental health research centers in Estonia, Hungary, Italy,
Lithuania, Spain, Sweden, and the United Kingdom. As part of
this project, a randomized controlled longitudinal study was
carried out in 2012-2013 to eval uate a Web-based mental health
intervention website, which was tested in a randomly selected
sample of adolescents in a selected area of these countries.
Inclusion criteria of the schools were: (1) the school authority
agrees to participate; (2) the school is a state school (ie, not
private); (3) the school contains at least 100 pupils within the
age range of 14-16; (4) the school has more than 2 teachersfor
pupils aged 15 years; (5) no more than 60% of pupils are of
either gender. Participants were cluster randomized, based on
school effiliation, into either afull-intervention condition (with
access to the intervention website) or a minimal-intervention
control group (without accessto the intervention website), and
were administered an evaluation questionnaire at baseline and
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at 2 and 4 months of follow-up. The questionnaire included
guestions about their Internet habits, mental health and suicidal
behaviors, and other variables relevant to the evaluation. This
study did not aim to evaluate any effects of the Web-based
intervention but instead explored Internet-related risk factors
for mental health problems.

Participants

Subjects were registered pupils of state schools randomly
selected from a predefined area in each country: West Viru
County (Estonia), Budapest (Hungary), Molise (Italy), Vilnius
city (Lithuania), Barcelona city (Spain), Stockholm County
(Sweden), and eastern England (the United Kingdom). Eligible
state schools in these areas were randomly arranged into a
contact order, the order in which schools were contacted and
asked to participate. If aschool declined, the next school onthe
list was contacted. If aschool accepted participation, ateam of
researchers went to the school and presented the background,
aims, goals, and procedures of the study to the pupils verbally
and through consent forms. As the study procedure included
screening for suicidal adolescents, participation was not
completely anonymous, but participants' identities were
encrypted in the questionnaire. Written consent was obtained
from all pupils who agreed to participate (as well as from one
or both parents according to ethical regulations in the region).
The study was approved by ethics committeesin all participating
countries.

The sampling procedure resulted in a total number of 2286
adolescents participating at baseline (Estonia=3 schools, 416
participants; Hungary=6 schools, 413 participants; Itay=3
schools, 311 participants; Lithuania=3 schools, 240 partici pants;
Spain=3 schools, 182 participants;, Sweden=9 schools, 337
participants; the United Kingdom=3 schools, 387 participants).
Of the participants, 1571 (68.72%) were randomized to the
full-intervention group and 715 (31.27%) to the
minimal-intervention group. There was a notable dropout rate
in the study. In the total sample, the number of subjects that
discontinued participation comprised 467 pupils (20.42%)
between T1 and T2 and 244 pupils (13.41%) between T2 and
T3. Subjects were included in the longitudinal analysesif they
had participated at least at T1 and T3, but participation at T2
was not necessary. This resulted in a longitudinal sample of
1544 subjects, with 56% women and a mean age of 15.8 years
(standard deviation, SD=0.91 years).

Internet Use M easures

Measures of Internet behaviors and uses were constructed
specifically for this study. This included items that measured
theregularity of Internet use (eg, using the Internet once amonth
vsusing it once a week) and the number of hours spent on the
Internet on atypical week. Participants were also asked to rate
how much time they spend on 7 different activities when using
the Internet (socializing, gaming, school- or work-related
activities, gambling, newsreading or watching, pornography,
and targeted searches that are not related to school or work).
Participants rated these activities on a 7-point scale (1=I spend
very little or no timedoing this; 7=l spend very much time doing
this). The last set of items asked participants to rate the
self-perceived consequences of engaging in said activities.
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Participants were asked to rate the extent to which various
consequences apply to them, but only in relation to those
activitiesthat he or she engaged in to a considerable degree (had
previously rated as >4). The participants rated, on a 7-point
scale (1=very seldom or never; 7=very often), the occurrence
of the following consegquences: “1 find new friends’; “I have
fun”; “I learn interesting things’; “1 stay online longer than
intended”; “| chose these activities instead of hanging out with
friends (In real life)”; “1 stay up late and lose sleep”; “I feel
depressed or moody when | have no access to the above
mentioned activities’. Participants also rated how their Internet
use affected their work performance or school grades (1=my
work or grades suffer; 4=not affected at all; 7=my work or
grades improve) and whether it was thought to contribute to
their life meaning (1=less meaningful; 4=equally meaningful
as without them; 7=more meaningful).

For the sake of clarity, we refer to some of these conseguences
as “positive” (finding new friends, having fun; learning
interesting things) because they are outcomes of Internet use
that do not necessarily imply addictive behavior and can be
expected to lead to better mental health (if at al). We refer to
other consequences as* negative” (staying on the Internet longer
than intended; choosing Web-based activitiesinstead of offline
socia activities; staying up and losing sleep; feeling moody
when Web-based activities cannot be accessed) because they
suggest symptoms of problematic I nternet use and can therefore
be expected to lead to poor mental health. For example, these
negative consequences resemble those included in the IAT [7]
and the Internet Gaming Disorder measurement
recommendations by Petry et a [9]. Finally, some consequences
are considered “bidirectional” (My work or grades
improve/suffer; My life becomes less or more meaningful)
because subjects could rate them either negatively or positively
or indicate no change at all.

Mental Health M easures

Participants' levels of depression, anxiety, and stress were
assessed by means of the 3 subscales constituting the 42-item
version of the Depression Anxiety Stress Scale (DASS-42) [34].
Each subscale consists of 14 statements that are scored on a
4-point Likert scale according to how much the statement
applied to the person over the past week. The scalesare designed
to measure negative emotional states of depression (dysphoria,
hopelessness, devaluation of life, self-deprecation, lack of
interest or involvement, anhedonia, and inertia), anxiety
(autonomic arousal, skeletal muscle effects, situational anxiety,
and subjective experience of anxious affect), and stress or
tension (difficulty relaxing, nervous arousal, and being easily
upset or agitated, irritable or over-reactive, and impatient).
Studies that have investigated the psychometric properties of
this scal e have reported satisfactory outcomeson reiability and
validity measures in healthy and clinical populations [34-37],
also when administered over the Internet [38]. However, there
have been reports that young adolescents distinguish less
between the 3 factors as compared with adults, and correlations
among them aretypically high[39,40]. The scalesdemonstrated
high internal consistency in the present sample, in terms of
Cronbach alpha calculated on the baseline data (depression
alpha=.93; anxiety alpha=.89; stress alpha=.91). As some
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participants did not respond to all scale items, the final score
on each scale was calculated by dividing the sum score by the
number of itemsthat they had responded. Only participantswith
50% missing dataor morewere excluded. The scales correlated
highly with each other (depression x anxiety: r=.76; depression
x gtress; r=.79; anxiety x stress: r=.78; all P values<.001), and
the combined 42-item scale demonstrated high interna
consistency (alpha=.96). Due to the relatively high
intercorrelation between constructs, and to simplify analysis,
the 3 scales were combined into a single measure of mental
health.

Procedure

All study procedures took place at the respective schools in
classrooms or computer rooms. The questionnaires were
administered either in paper and pencil format or using a
Web-based survey tool, if the school was able to provide
computers for al pupils at time of data collection. The
guestionnaire contained items used to screen for suicidal
adolescents (The Paykel Suicide Scale [41]), and the screening
procedure took place within 24 hours after each wave of data
collection. Therefore, participation was not completely
anonymous; however, subjects’ identities were encrypted using
individual “participation codes,” which were written on the
guestionnaireinstead of the participants' name. The codeswere
linked to pupil’s identities only to connect data longitudinally
and to contact high-risk suicidal adol escents (emergency cases)
to offer help. Subjects were defined as emergency casesif they
responded that they had seriously contemplated, planned, or
attempted suicide within the past 2 weeks. The exact procedure
for dealing with risk cases varied between countries and was
contingent on the regional ethical guidelinesand available help
resources. Emergency cases were excluded from the data
analysis (n=23). The intervention tested in the SUPREME
project was administered after baseline data collection and is
described further in Multimedia Appendix 1.

Data Analysis

Two main analyses were performed in this study: 1
cross-sectional hierarchical multiple regression analysis and 1
longitudinal analysis. The measure of frequency of Internet use
was omitted from analysis owing to a ceiling effect (90% of
participants reported using the Internet at least once per day).
The remaining predictor variables were thus the self-reported
number of weekly hours online, the ratings of the 7 activities,
and the ratings of the 9 consequences of Internet use. The
composite DASS score was the dependent variable in these
analyses (tests of statistical assumptions are described in
Multimedia Appendix 1). In the cross-sectional regression,
Internet behaviors at T1 were used to predict mental health at
T1. The longitudinal regression analysis predicted change in
overal DASS (the score difference between T1 and T3) by
means of change in Internet behaviors. Only the longest
follow-up was of interest in this study. Gender, age, and
experimental condition were included as control variables in
the first model. Time spent on the Internet was added in the
second model, activity ratingswere added in athird model, and
the consequence ratings were added in afourth model. Further,
because participants were instructed to rate perceived
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consequencesonly if they performed at |east one online activity
abovethe >3 threshold, aminority (n=82; 5%) of subjectswhose
scores had transcended above or below the threshold between
T1and T3, had incomplete datafor the calcul ation of difference
scores. However, sensitivity analyses indicated no statistically
significant difference between these subjects and other cases,
regarding the average amount of longitudinal change in DASS
scores or mean online activity scores.

Results

Descriptive Results

DASS-42 scores could be calculated for 2220 participants. Total
DASS scores ranged between 0-3 points, where higher scores
indicate more mental health problems. The mean baseline scores
for males, females and the total sample are presented in Table
1. Females scored significantly higher than maleson all mental
health measures (Table 1). Inthetotal sample, 1848 participants
(83.24%) had a mean DASS score below 1, and 314 (14.1%)

Hokby et a

had a score between 1 and 1.99, and 58 (2.6%) had a score of
2 or above. Therewere small but significant differences between
the countries in DASS scores (Fg, 2213=9.28, N’gria=-02,
P<.001). The average changein DA SS scores over the 4-month
study period was —0.15 (SD=0.42), which indicates a decrease
over time. Participants who dropped out of the study between
T1 and T3 had somewhat higher baseline DASS scores than
adhering participants (mean difference=0.10; t,;4=4.068;
P<.001).

Table 1 also summarizes the average reported time spent on the
Internet, activity ratings, and consequence ratings at baseline.
The table summarizes that average number of hours spent on
the Internet per week was 17.23, with large variation in the
sample, and that men had spent slightly more hours on the
Internet than women. It was most common for the adolescents
to use the Internet for social purposes, followed by school or
work, targeted searches, gaming, newsreading or watching,
pornography viewing, and gambling, although there were
notable gender differences regarding these activities.

Table 1. Descriptive results (means and standard deviations) for mental health and Internet use measures at baseline.

Variable® Total Women Men Gender difference”

M (SD) M (SD) M (SD) t P d
Depression 0.52 (0.59) 0.62 (0.64) 0.40 (0.49) 9.15 <.001 0.40
Anxiety 0.48 (0.49) 0.54 (0.51) 0.40 (0.45) 7.02 <.001 0.30
Stress 0.72 (0.60) 0.83(0.63) 0.57 (0.53) 10.39 <.001 0.37
DASS (total) 0.57 (0.52) 0.67 (0.54) 0.46 (0.45) 9.71 <.001 0.42
Time spent on the Internet 17.12 (17.72) 16.43 (17.04) 17.96 (18.50) -1.99 046 -0.09
Socializing 4.94(1.73) 5.29 (1.62) 451 (1.77) 10.80 <.001 0.46
Gaming 3.05 (2.04) 2.03 (1.42) 4.33(1.98) -31.95 <.001 -1.33
School or work 3.71(1.59) 4.01(1.49) 3.34(1.52) 10.44 <.001 0.45
Gambling 1.31(0.98) 1.09 (0.51) 1.58 (1.30) -12.06 <.001 -0.50
News 2.96 (1.66) 2.93(1.63) 2.99 (1.69) -0.83 41 NS
Pornography 1.73(1.48) 1.10 (0.55) 2.53 (1.86) -25.42 <.001 -1.04
Targeted searches 3.28 (1.68) 3.28(1.68) 3.29 (1.68) -0.19 .85 NS
Finding friends 3.42(1.79) 3.40 (1.81) 3.44 (1.76) -045 65 NS
Learning 4.07 (1.64) 4.02 (1.60) 4.12 (1.68) -1.35 18 NS
Having fun 4.66 (1.77) 4.49 (1.73) 4.88 (1.80) -5.08 <.001 -0.22
Meaningfulness 4.12(1.22) 4.10(1.15) 4.14 (1.30) -0.69 49 NS
Impact on grades 3.95 (1.24) 3.95 (1.24) 3.93(1.24) 0.37 71 NS
Staying on the Internet longer 4.03 (1.86) 4.22 (1.84) 3.79(1.86) 534 <.001 0.23
Prefers Web-based relations 2.14 (1.44) 1.99 (1.38) 2.31(1.49) -5.16 <.001 -0.22
Sleep loss 3.07 (1.97) 3.05 (1.98) 3.09 (1.95) -0.51 61 NS
Withdrawal (negative mood when  2.25 (1.52) 2.24 (1.54) 2.26 (1.49) -0.22 .83 NS

inaccessible)

3\lental health scores (depression, anxiety, stress, DASS total) range between 0 and 3. Time spent on the Internet is measured in hours. All other

Internet-related measures range between 1 and 7.

bGender differences were determined through independent samples t-tests; t-
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values, P values, and Cohen’'s d are presented.
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Cross-Sectional Regression Analysis

The cross-sectional hierarchical multiple regression analysis
was used to predict DASS scores at T1 by means of Internet
use at T1. The first model comprising the control variables
(gender, age, experimental condition) was highly significant
(Fis, 1689=26.40, P<.001) and explained R,;=4.3% of the
variancein psychopathology. The second model (time spent on
the Internet) contributed significantly to the prediction (F
changey, 1652=26.05, P<.001) by 1.4%, resulting in a total of

R 4=5.7% explained variance. The third model (relative time

spent on activities) contributed significantly to the prediction
(F change;, 1675=8.29, P<.001) by 2.8%, resulting in atotal of

Rzadj:8.5% explained variance. Thefourth model (consequences
of Internet use) contributed significantly to the prediction (F
change, 1666 =26.80, P<.001) by 11.1%. Thisresulted in afinal

total of RP.;=19.6% explained variance, 15.3% of which was

accounted for by Internet-related factors. The adjusted R?
continued to increase at each step in the analysis, indicating that
the model was not overfitted. There was no indication of
problematic collinearity as all variables had a tolerance above
0.5. The results of the regression analysis, including the
standardized beta coefficients (3) for each predictor in each
model, are summarized in Table 2.

Table 2 summarizesthat gender wasthe only significant control
variable, whereas age and experimental condition werenot. The
self-reported average number of hours spent on the Internet was
asignificant predictor of higher DASS scores in models 2 and
3 but not when accounting for consequences of Internet usein
the fourth model. The effect size (3) of individual Web-based
activities varied between .05 and .13. Using the Internet for
social purposes was a significant predictor of DASS scoresin

http://mental .jmir.org/2016/3/e31/
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model 3, but not in model 4, suggesting that the risk associated
with socializing on the Internet was accounted for by the
consequences measured in the study. Web-based gaming
followed the opposite pattern, as this activity was not a
significant predictor of DASS in model 3 but turned significant
in the fourth model. The negative beta value indicates that
Web-based gaming was a protective factor associated with
mental health. Performing school or work activities on the
Internet was also a significant protective factor for
psychopathology in the third model but not when accounting
for consequences of Internet use. Web-based gambling was a
significant risk factor for higher DASS scores in both models
3 and 4. Consuming news content was not significantly
associated with DASS in either model. Viewing pornographic
content on the Internet was a significant risk factor only in model
3 but not model 4, thus accounted for by conseguences of
Internet use. Performing targeted searches on the Internet was
significantly and strongly positively associated with DASS
scores in both models 3 and 4, having the largest effect size of
the activities. Regarding consequences of Internet use, finding
new friends, learning interesting things, and having fun did not
predict DASS scores in model 4. Thus, these “positive”
consequences did not seem to act as protective factors. However,
Internet use that was perceived to increase life meaning or
improve school or work performance was asignificant protective
factor. The “negative’ consequences were more powerful
predictors of DASS scores. Although staying on the Internet
longer than originally intended was not a significant predictor,
the statements “1 choose these activities instead of hanging out
with friends” “l stay up late and lose sleep,” and “I feel
depressed or moody when | have no access to the
above-mentioned activities” were highly significant risk factors,
with effect sizes (3) ranging between .12 and .22.
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Table 2. Results from the cross-sectional hierarchical multiple regression analysis. Statistics are presented for each predictor variable in each model.

Entered inmodel  Predictor variable Model Standardized 95% ClI t P Tolerance
no no? Beta
1 (Constant) 1 1.07 29
2 041 .68
3 0.03 .97
4 -0.30 a7
1 Exp. Condition® 1 .00 -0.051t00.04 -012 .90 1.00
2 -.01 -0.05t0 0.04 -0.28 .78 1.00
3 .00 -0.05t0 0.05 0.02 .98 0.99
4 .02 -.03t0 0.06 0.80 42 0.98
1 Gender® 1 -21 -0.2610-0.16 -880 <001 100
2 -.22 -0.26t0o -0.17 -9.10 <.001 1.00
3 -.26 -0.32t0-0.20 -8.03 <.001 0.52
4 -.22 -0.28t0-0.16 -7.10 <.001 0.51
1 Age 1 -.03 -0.07to 0.02 -1.04 .30 1.00
2 -.01 -0.06t0 0.04 -0.39 .69 0.98
3 .00 -0.05t0 0.05 -0.02 .99 0.97
4 .01 -0.04t0 0.05 0.31 .76 0.92
2 Time spent on the Internet 2 A2 0.08-0.17 5.10 <.001 0.98
3 .10 0.05-0.14 3.88 <.001 0.91
4 .02 -0.03t0 0.07 0.93 .35 0.84
3 Socializing 3 .05 0.00-0.10 2.06 .04 0.90
4 -.01 -0.06 to 0.03 -0.57 .57 0.78
3 Gaming 3 -.02 -0.07t0 0.04 -0.54 .59 0.64
4 -.06 -0.12t0 -0.01 -2.17 .03 0.57
3 School or work 3 -.05 -0.10to 0.00 -2.02 .04 0.83
4 -.03 -0.08 to 0.02 -1.22 22 0.78
3 Gambling 3 .08 0.03-0.13 311 .002 0.89
4 .05 0.01-0.10 2.30 .02 0.87
3 News 3 .01 -.04t0 0.06 0.50 .62 0.85
4 .03 -0.02to0 0.07 1.08 .28 0.82
3 Pornography 3 07 0.01-0.12 2.46 01 0.72
4 .02 -0.03t0 0.07 0.78 44 0.71
3 Targeted searches 3 A3 0.08-0.18 494 <.001 0.84
4 .09 0.04-0.14 3.56 <.001 0.75
4 Finding friends 4 .03 —-0.01t0 0.08 1.38 A7 0.79
4 Learning 4 .01 -0.04to 0.06 0.34 .73 0.67
4 Having fun 4 -.05 -0.10to0 0.00 -1.80 .07 0.71
4 Meaningfulness 4 -.05 -0.10to -0.01 -2.22 .03 0.90
4 Impact on grades 4 -.07 -0.11to -0.02 -2.78 .005 0.88
4 Staying on the Internet longer 4 .01 -0.04t0 0.07 0.53 .60 0.66
4 Prefers Web-based relations 4 12 0.07-0.17 4.74 <.001 0.79
4 Sleep loss 4 A3 0.08-0.19 4.95 <.001 0.65
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(page number not for citation purposes)

RenderX


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

JMIR MENTAL HEALTH Hokby et a
Entered in model Predictor variable Model Standardized 95% ClI t P Tolerance
no no? Beta
4 Withdrawal (neg. mood wheninac- 4 0.22 0.17-0.27 8.80 <.001 0.76

cessible)

#The model numbers designate which values were obtained when (1) only control variables were analyzed, (2) when time spent over the Internet was
added to the model, (3) when Web-based activities were added to the model, and (4) when consequences of Internet use were added to the model.

BFor experimental condition, the minimal-intervention condition constitutes the reference group.

CFor gender, females constitute the reference group.

Longitudinal Regression Analysis

The longitudinal hierarchical multiple regression analysis was
used to predict change in overall psychopathology (the score
difference between T1 and T3) by means of change in Internet
use. Therewasnoindication of problematic levels of collinearity
in the model, as all variables had a tolerance value above 0.7.
The first model comprising the control variables (gender, age,
experimental condition) wasnot significant (F 3 ogy) < 1, P=.59),
and neither was the second model (time spent on the Internet;
F changey, 9g) < 1, P=.95). Thethird model (relative time spent
on activities) contributed significantly to the prediction (F
change;, ¢73=2.25, P<.03) by RP,;=0.7% explained variance.
This contribution was attributable to news viewing, where an
increase in news viewing from T1 to T3 was associated with
anincreasein DASS scores ([3=.07, 95% CI1=0.00-0.13, P=.049).
All other Web-based activities were nonsignificant (P> .19) in
this model. The fourth model (consequences of Internet use)
contributed significantly to the prediction (F changeg g64)=3.39,

P<.001) by 2.1%, resulting in atotal of RP.;=2.8% explained
variance. News consumption was rendered nonsignificant here
(P=.13). The contribution of the fourth model was attributable
to 2 of the negative consequences. The statements “| stay up
late and lose sleep” ([3=.12, 95% CI1=0.05-0.19, P=.001) and “I
feel depressed or moody when | have no access to the above
mentioned activities” ([3=.09, 95% CI1=0.03-0.16, P<.01) were
significant predictors in this model. All other predictors were

nonsignificant (change in life meaning: P=.10; other variables
had P values above that).

Thus, Internet use that was reported to result in staying up late
and losing sleep (“sleep loss’) and to produce negative mood
when it could not be accessed (“withdrawal”) were the only
variables that consistently predicted longitudinal change in
mental health. To further investigate these negative
consequences, 2 standard multiple regressions were cal culated
to predict longitudinal changes in each of these variables by
means of changesin time spent on the Internet and the different
Web-based activities. The regression model that predicted sleep
loss was significant (Fig 1120=5.76, P<.001, RC,;=3.3%
explained variance) and so was the regression that predicted
withdrawal (Fig 1155=11.17, P<.001, RPy;=6.7% explained
variance). The coefficients from these regressions are
summarized in Table 3 and Table 4, respectively. Table 3
summarizesthat the strongest predictor for increased sleep loss
was a decrease in school or work activities, followed by
increased gaming, targeted searching, pornography viewing,
and onlinetimein general. Social activities, gambling, and news
viewing were not significantly related to change in sleep loss.
Table 4 summarizes that the strongest predictors of change in
withdrawal were gambling activities, followed by overall time
spent on the Internet, pornography viewing, and gaming.
Changesin social activities, school or work, newsviewing, and
targeted searches were not significantly associated with change
in withdrawal.

Table 3. Results from the multiple regression analysis predicting changesin “sleep loss’ by means of change in Internet use.

Predictor variable Standardized beta 95% Cl t P
Constant 0.82 42
Time spent on the Internet .07 0.01-0.13 225 .03
Sociaizing .06 0.00-0.11 1.89 .06
Gaming .08 0.02-0.14 2.59 .01
School or work -.10 -0.16 t0 —0.04 -3.16 .002
Gambling .01 -0.05t0 0.07 0.36 72
News .04 -0.02t0 0.10 1.20 23
Pornography .06 0.01-0.12 214 .03
Targeted search .08 0.02-0.14 2.56 .01
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Table 4. Results from the multiple regression analysis predicting changes in “withdrawal” by means of change in Internet use.

Predictor variable Standardized beta 95% Cl t P
Constant 3.47 .001
Timeonline A2 0.06-0.17 3.93 <.001
Socializing .03 -0.03t0 0.09 1.03 31
Gaming .08 0.02-0.13 2.56 .01
School or work .00 -0.06 to 0.06 -0.03 .97
Gambling 14 0.08-0.20 4.75 <.001
News .04 -0.02t0 0.10 1.27 .20
Pornography .10 0.04-0.16 3.38 .001
Targeted search .02 -0.04t0 0.08 0.57 57
Discussion health by means of their perceived consequences, mainly the

Cross-Sectional Findings

The purpose of this study was to identify Internet-related risk
and protective factors for mental health problems and to test if
the effects of time spent on the Internet and on various
Web-based activities could be accounted for by a number of
perceived consegquences of those activities. Thiswasinvestigated
by examining the association between adolescents general
mental health (combined levels of depression, anxiety, and stress
or tension) and those Internet-related behaviors, both
cross-sectionally and longitudinally over a4-month period.

The cross-sectional results showed that mental health was
predicted by Internet-related behaviors at baseline (15.3%
explained variance after adjusting for the number of predictors
in the model). Individual effect sizes were rather small
(standardized 3=.05-.22). Time spent on the Internet had alarger
effect than most individual activities, but conseguences of
Internet use explained the largest variance in DASS scores
(11.1%). Of these, 3 of the 4 negative consequences were the
most important predictors (preference for Web-based activities
over offline social activities, deep loss, and withdrawal),
whereas the positive consequences were nonsignificant. Internet
use that was perceived to increase life meaning or improve
school grades or work performance was associated with better
mental health, but the effectswere smaller than for the negative
consequences.

Furthermore, the results showed that time spent on the Internet,
social media use, pornography viewing, and school or work
activities were only significant predictors when perceived
consequences were not accounted for, which suggests that the
mental health effects of these activities were explained by the
consequences. Web-based gaming, gambling, and targeted
searches, on the other hand, were significant predictors of mental
health even when controlling for perceived consequences,
suggesting that the content of these activities was relatively
important in comparison with perceived consequences, with
regard to mental health. Together, these resultsindicate that all
Web-based activities measured in this study are predictive of
mental health, but only some of them seem to have
content-based effects large enough to be detected in a fully
adjusted model. The other activities seemed to only affect mental

http://mental .jmir.org/2016/3/e31/

preference for Web-based interactions, sleep loss, and
withdrawal. As these negative consequences are indicative of
problematic Internet use [9,14], their relatively strong effect on
mental health is expected from a problematic Internet use
perspective. It should be noted, however, that perceived
consequences may be different from actual consequences.

Longitudinal Findings

Previous studies have linked sleep loss and withdrawal
symptoms to mental health problems and problematic Internet
use [9,12,42-45]. The longitudinal analyses in this study
similarly suggest that sleep loss and withdrawal (negative mood
when content is inaccessible) predict changes in mental health
over time (2.1% explained variance), and in fact, these were the
only variablesto do so in the long term. Longitudinal changes
intime spent on the Internet and various activities did not predict
change in mental health directly but instead had an indirect
effect by predicting changesin sleep loss and withdrawal (3.3%
and 6.7% explained variance, respectively). This suggests that
time spent on the Internet and content viewed are predictive of
mental health mainly because they predict negative perceived
consequences, such as sleep loss and withdrawal. This
interpretation is in line with the problematic Internet use
approach and aso supports the differentiation between
generalized and specific forms of problematic Internet use (eg,
[15-17]), as activities were indeed differently associated with
negative consequences. It also suggeststhat interventions aimed
at reducing the negative mental health effects of Internet use
could target the negative consequences instead of the Internet
use itself. For instance, instead of reducing the time spent on a
certain activity, the intervention could focus on making sure
that activity does not interfere with sleep. However, with certain
types of Internet use, such as gambling, activity-specific
interventions may be more effective.

General Discussion

Theresults of this study confirm that problematic (or unhealthy)
Internet use cannot simply be equated to high-intensity or
frequent Internet use. First, although time spent on the Internet
wasfound to be negatively associated with mental health, some
activities, such as school work, were positively associated.
Second, time spent on the Internet was not an independent risk
factor for mental health after accounting for the perceived
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consequences of Internet use, underlining that Internet use is
not intrinsically harmful. Even when it comes to specific
activities, for example, gaming, the relationship could be
complex. Previous studies have established that gaming has a
negative effect on mental health (eg, [12,29]), whereas in this
study, the effects were positive. Most studies that have found
negative gaming effects have typically only investigated
problematic gaming. Thus, it seems possible that gaming has
some protective properties when used to a certain extent, but
negative consequences might overshadow those propertieswhen
used excessively. For instance, in this study, we found that
despite its positive mental health effects, gaming significantly
predicted sleep loss and withdrawal, which in turn were
associated with mental health problems. In line with this, a
recent European study on gaming among children aged 6-11
years, found that, once controlled for high usage predictors,
gaming was not significantly associated with mental health
problems but was instead associated with less peer relationship
problems and prosocial deficits [46].

The causal link between general Internet use and mental health
also seems complex. Previous authors have acknowledged the
possihility that the risk associated with Internet use could reflect
an already present disorder, which may have an effect on how
the Internet is used [47-49]. Certain cognitive styles that
congtitute disposition toward using the Internet in certain ways
may al so influence mental health. For example, Brand et al [50]
suggested that problematic Internet use is associated with
expectationsthat the Internet can be used to positively influence
mood, which in some cases might be a false assumption on
behalf of the user. The disappointing reality of this may in turn
worsen preexisting mental health problems. In this study,
performing targeted searches (unrelated to school or work) was
associated with higher DA SS scores and had alarger effect size
than any other Web-based activity. A possible explanation for
thisis that individuals who experience more distress are more
proneto usetheInternet asatool for coping with their problems
[27]. 1t could also reflect a general tendency to rely on
Web-based sources to solve problems or concerns even when
professional help would be more useful. However, because
health issues are not the only possibletarget of Internet searches,
future studies will have to explore this hypothesis further.

Furthermore, although Internet-related sleep loss was found to
be a longitudinal predictor of mental health, there is an
established bidirectional link between sleeping problems and
depression [51] as well as mood and affective functioning in
genera [52]. It therefore seems likely that the relationship
between Internet use—related sleep loss and mental hedlth is
also reciprocal. Therefore, interventions aimed at reducing
problematic Internet use may be more successful if they include
simultaneous treatment of comorbid disorders (including
depression and sleep disorders). Similarly, anumber of previous
studies have found problematic gambling to be predictive of
generalized problematic Internet use, suggesting that addictive
gambling and Internet use have some common etiology
[20-23,53]. Our results support thisview, asgambling activities
werethe strongest predictor of perceived withdrawal, suggesting
that treatment of problematic Internet use behaviors should also
address any gambling problems. However, it is important that
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future studies examine in more detail which variables act as
precursors of harmful Internet use (eg, personality, cognitive,
emotional and motivational factors, and existing mental
disorders) and which variables act as outcomes and mediators.
Ascertain personality domains might constitute a predisposition
toward risk factors such as withdrawal, future studies should
investigate the mediating role of such nonpathological variables.

In this study, we found no effect of perceived positive
consequences of Internet use on mental health, and it ispossible
that this is because they are actually rather motives for using
the Internet. In other words, participants may have reported
consequencesthey hoped for rather than what actually happened.
Sagioglou and Greitemeyer [54] pointed out that self-reported
outcomes of different Internet activities may have limited
validity, especially when made temporally distant, in which
case it may rather reflect what participants see as plausible
motivations for their use. More accurate measures may be
obtained when participants are asked to rate them immediately
after using a Web-based application, which was not possiblein
this study. Future studies should consider treating positive
consequences of Internet use as predictors of using certain
Web-based content (in healthy or unhealthy ways) rather than
as direct predictors of mental health.

Limitations

This study is limited by the nature of the measurements used
to estimate the participant’s Internet use. One issue of validity
concerns the conseguences of Internet use, which cannot be
assumed to perfectly reflect the real outcomes. In addition to
the difficulty of observing theimpact of daily activitieson one's
own heath and behaviors, this measure might aso be
particularly vulnerable to recall biases and expectancy effects.
Hence, this study only intended to measure the perceived
consequences. It isalso difficult to know whether the perceived
consequences are produced by the Internet behaviors or some
third factor, such as comorbid disorders. Another limitation of
this study is that we did not make in-depth measures of the
Web-based content that participants use. Therefore, one should
take caution when applying these results to uses of more specific
content; for example, different types of games and social
networking activities may have different effects on both
perceived consequences and mental health. Furthermore, our
measurements did not include any problematic Internet use
diagnostic tool. It is possible that if we had included more
negative consequences of Internet use, or specific problematic
Internet use criteria, this would have explained a larger
proportion of the effects of the Web-based activities. Finaly,
there was anotable dropout rate between baseline and follow-up
measurements (34%), which reduced the statistical power in
the longitudina analyses compared with the cross-sectional
analyses. Also, participation in this study was not completely
anonymous, and participants with high suicidal risk were
excluded from the data analysis, which could mean that some
of the adolescents with the most severe psychopathology were
not represented in the analyses.

Conclusions

Different Web-based activities or content can have specific
effects on mental health, even when used in moderate levels
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and when adjusting for the number of hours spent on the
Internet. Web-based activities differ in how consistently, how
much, and in what direction they affect mental health. Activities
also differ regarding which negative consequencesthey produce,
and those consequences (especially sleep loss and withdrawal)
seem to predict mental health outcomesto agreater extent than
the activitiesthemsel ves. Therefore, it seemsthat time spent on
the Internet and Web-based content are predictive of mental
health mainly because they predict such negative conseguences.
These results underscore the importance of differentiating
between generalized and specific forms of problematic Internet

Hokby et a

but it depends on the activity that one engages in, and how it
affectstheindividual. Changein mental health over time appears
to be best predicted by changes in Internet-related sleep loss
and withdrawal, and interventions to reduce harmful Internet
use should therefore target such consequences. Positive
consequences of Internet use may not predict mental health
directly but might predict the propensity to engage in certain
Web-based activities excessively or problematically. However,
the causality between Internet use and mental health morbidity
is complex and likely to be reciprocal, which means
interventions or treatments of problematic Internet use might

use. It aso confirmsthat Internet useisnot intrinsically harmful,  have to be multifaceted to be effective.
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Abstract

Background: mHealth interventions that use maobile phones as instruments for illness management are gaining popularity.
Research examining mobile phone based mHealth programs for people with psychosis has shown that these approaches are
feasible, acceptable, and clinically promising. However, most mHealth initiatives involving people with schizophrenia have
spanned periods ranging from afew days to several weeks and have typically involved participants who were clinically stable.

Objective:  Our aim was to evaluate the viability of extended mHealth interventions for people with schizophrenia-spectrum
disorders following hospital discharge. Specifically, we set out to examine the following: (1) Can individuals be engaged with a
mobile phoneintervention program during this high-risk period?, (2) Are age, gender, racial background, or hospitalization history
associated with their engagement or persistencein using amobile phoneintervention over time?, and (3) Does engagement differ
by characteristics of the mHealth intervention itself (ie, pre-programmed vs on-demand functions)?

Methods: We examined mHealth intervention use and demographic and clinical predictors of engagement in 342 individuals
with schizophrenia-spectrum disorders who were given the FOCUS mobile phone intervention as part of a technol ogy-assisted
relapse prevention program during the 6-month high-risk period following hospitalization.

Results:  On average, participants engaged with FOCUS for 82% of the weeks they had the mobile phone. People who used
FOCUS more often continued using it over longer periods. 44% used the intervention over 5-6 months, on average 4.3 days a
week. Gender, race, age, and number of past psychiatric hospitalizations were associated with engagement. Females used FOCUS
on average 0.4 more days aweek than males. White participants engaged on average 0.7 days more aweek than African-Americans
and responded to prompts on 0.7 days more a week than Hispanic participants. Younger participants (age 18-29) had 0.4 fewer
days of on-demand use aweek than individuals who were 30-45 years old and 0.5 fewer days aweek than older participants (age
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46-60). Participants with fewer past hospitalizations (1-6) engaged on average 0.2 more days a week than those with seven or
more. mHealth program functions were associated with engagement. Participants responded to prompts more often than they
self-initiated on-demand tools, but both FOCUS functions were used regularly. Both types of intervention use declined over time
(on-demand use had a steeper decline). Although mHealth use declined, the majority of individuals used both on-demand and
system-prompted functions regularly throughout their participation. Therefore, neither function is extraneous.

Conclusions: The findings demonstrated that individuals with schizophrenia-spectrum disorders can actively engage with a
clinically supported mobile phoneintervention for up to 6 monthsfollowing hospital discharge. mHealth may be useful in reaching
aclinical population that is typically difficult to engage during high-risk periods.

(JMIR Ment Health 2016;3(3):€34) doi:10.2196/mental.6348
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Introduction

Patients, practitioners, and policy makers are increasingly
enthusi asti c about the use of mHealth approachesthat can bring
much needed resources (eg, information, assessment, and
treatment) to people with chronic illnesses [1-3]. A recent
meta-analysis of 12 studies conducted in the United States,
Canada, United Kingdom, and Indiafound that across countries
the magjority of people with schizophrenia-spectrum disorders
own mobile phones, and many are interested in using them as
tools to support the management of their iliness [4]. Research
examining mobile phone based mHealth programs for people
with psychosis has shown that these approaches are feasible,
acceptable, and clinically promising [5-10]. However, most
mHealth initiatives involving people with schizophrenia have
spanned periods ranging from afew days to several weeks and
have typically involved participants who were clinically stable.

Schizophrenia has a prolonged and dynamic course typically
consisting of periods of relative stability or remission
interspersed with phases of symptomatic exacerbation that can
last several months [11,12]. The months following hospital
discharge are a particularly vulnerable period during which
individualsare at increased risk for rel apse and rehospitalization
[13]. Whether people with schizophrenia are willing and able
to engage in mHealth interventions during this high-risk period
is unclear. On one hand, mHeadth approaches are less
constrained by clinic hours, location, or clinician availability
and are therefore more flexible and accessible. On the other,
mHealth programs require autonomous use and are limited in
their personalization and adaptation capacities [14,15].
Conseguently, patients might find mHealth interventions to be
too effortful, formulaic, or repetitive and disengage.

With the current study, we set out to evaluate the viability of
extended mHedth interventions for people with
schizophrenia-spectrum disordersfollowing hospital discharge.
Specifically, we asked the following questions. (1) Can
individuals be engaged with a mobile phone intervention
program during this high-risk period?, (2) Are age, gender,
racial background, and psychiatric hospitalization history
associated with their engagement or persistence in using a
mobile phoneintervention over time?, and (3) Does engagement
differ by characteristics of the mHealth intervention itself (ie,
pre-programmed vs on-demand functions)? To address these
guestions, we examined mHedth intervention use and

http://mental .jmir.org/2016/3/e34/

demographic and clinical predictors of engagement in 342
individuals who were given amobile phone intervention for up
to 6 months as part of a comprehensive technology-assisted
relapse prevention program for people with psychosisfollowing
hospital discharge[16].

Methods

Procedures

The study was approved by the ingtitutional review boards of
the coordinating center, the participating sites, and the
Committee for Protection of Human Subjects at Dartmouth
College. Participants were drawn from a multisite Health
Technology Program (HTP) implementation project that was
conducted in partnership with 10 community mental health
centers and outpatient clinicsin eight US states between 2012
and 2015. HTPisdescribed in detail elsewhere[16,17]. Briefly,
the program offered individuals with psychotic disorders the
opportunity to engage in a technology-assisted relapse
prevention program for up to 6 months. As part of HTP, patients
were offered an Android smartphone with the FOCUS [5,18]
illness self-management program installed. Initially, a case
manager introduced the mHealth intervention to patients and
explained how to use the phone functions (eg, call, text, charge
the battery) and FOCUS program (eg, respond to clinical
assessment measures using the touchscreen, select on-demand
tools). Once individuals demonstrated their proficiency, the
case manager engaged them in ashared decision-making process
to identify the three most relevant treatment targets from five
possible FOCUS modules: medication adherence, mood
regulation, sleep, social functioning, and coping with auditory
hallucinations. Once treatment targets were selected, they were
input into the mobile phone and patients could use FOCUS
independently. Participants could call or meet with their case
managersfor technical support and troubleshooting. The FOCUS
system prompted patients to engage in a brief
assessment/intervention up to three times daily, focusing on
their assigned treatment targets. In addition to pre-scheduled
prompts, participants could access the treatment content for all
five modules without restriction as part of the FOCUS
on-demand functions. The mobile phone transmitted participant
use datato aremote server regularly. Once data were uploaded,
case managers at the different individual sites could view their
assigned participants FOCUS activity via a secure online
dashboard. HTP case managers met with participantsfor relapse
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prevention planning regularly, and data from the dashboard
were availableto inform these meetings. Brunette et al describe
in detail the development of the Relapse Prevention Plan in
which FOCUS was embedded [16].

Participants

Individuals were €ligible to participate in HTP if they were
diagnosed with a psychotic disorder, were 18-60 years old, and
had been discharged from psychiatric hospitalization within the
past 60 days. The HTP sample consisted of 368 individuals.
Four individuals were offered the FOCUS intervention but
declined. Two individuals received a mobile phone but lost or
sold it before the FOCUS program was activated and so did not
generate mHealth use data. One individual was not offered
FOCUS because his living environment did not permit the use
of amobile phone. Five individualsdropped out of HTP shortly
after their baseline assessment and did not receive a mobile
phone. Ancther 14 individuals provided fewer than 7 days of
mobile phone dataand were not included in the analyses because
weekly engagement measures could not be cal culated for them.
Our final mHealth user sample consists of 342 individuals.
These participants had a mean age of 35 years (SD 11). The
sample was 62.3% (213/342) male, 50.0% (171/342) white,
25.1% (86/342) African-American, 10.8% (37/342) Hispanic,
and 14.0% (48/342) were Asian, American Indian, Native
Hawaiian, or more than one race. The majority (75.7%,
259/342)were single.

M easures

Psychiatric diagnoses were based on medical records at the
community mental health center or outpatient clinic wherethey
received care and were confirmed by investigators at each site.
Demographic information was collected during a baseline
interview. Participants FOCUS use “events’ were logged
automatically by the mobile phone and transmitted to a study
server when the device had connectivity. Four engagement
outcomeswere cal culated for each individual: Days of mHealth
Use represents the number of days a participant used any
FOCUS function during the week. Days Responding to Prompts
represents the number of days a participant responded to
system-initiated prompts during the week. Days of On-Demand
Use representsthe number of daysaparticipant initiated FOCUS
use during the week. Average Daily On-Demand Use tallied
how often within a day individuals sef-initiated FOCUS
functions. In initia descriptive tables, weekly engagement
measures were summarized at theindividual level for theentire
time they participated in the study. Weekly measures were then
characterized over timein longitudinal analyses.

Overview of Analyses

The goal of longitudinal analyses was to estimate engagement
over the course of the study. Participants, however, received
the smartphone intervention for differing amounts of time and
consequently had differing amounts of engagement data.
Engagement datawere missing for monthswithout mobile phone
data. Missing data may be a product of participants
discontinuing FOCUS use prior to the end of the 6-month
relapse prevention program or because they enrolled in HTP
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with less than 6 months left before the end of the project (these
participants were informed that they may receive less than the
full “dose” of theintervention when enrolling). For participants
who dropped out prematurely, it is particularly important to
take into account the relationship between available data and
engagement. If aparticipant was|ess engaged with the mHealth
intervention, they would be expected to be more likely to
discontinue using it altogether. Therefore, modeling of
engagement must assume missing data is informative on the
engagement outcome values. Jointly modeling the longitudinal
outcomes and the duration of available data allows an unbiased
estimate of the association between predictors and the
longitudinal outcome while appropriately accounting for missing
data. In analysesincluding all participants (even those with less
than 6 months of data), the results presented are from joint
models. These models fit a longitudinal mixed-effects model
for each engagement outcome simultaneously with a Cox
proportional hazard model of duration of available data
Subgroup model samong only those parti cipantswith 5-6 months
of available datawere performed viamixed-effects models. All
longitudinal models included linear time terms, and quadratic
time terms were retained if significant. To assess the effect of
demographic factors and engagement, fixed effects were added
to the time-trend models for each of the demographic factors
of interest. Due to significant associations between age and
gender (younger individuals were more likely to be male) and
age and race (older individuals were more likely to be white),
models for each demographic factor were fit separately. All
longitudinal models include random individual-level intercept
and slope termsto account for the correl ation of outcomes over
time within individuals.

Results

The majority of participants were able to use the mobile phone
and FOCUS program safely and without difficulty. One
participant reported getting paranoid about the mobile phone
and breaking it. Another participant reported only using it on
“arplane mode” to avoid being tracked. Three participants
deleted the FOCUS program from the phone. Another 21
participants reported their mobile phone lost or stolen over the
course of their participation and requested areplacement device.
One participant accidentally downloaded malware that rendered
the phone inoperative and it needed to be replaced. At least two
devices were pawned by participants.

Table 1 summarizes participant demographics and engagement
rates. Participants included in this analysis had a study mobile
phonefor varying timeframes ranging from 8 to 183 days (mean
126 days, SD 52). Most participants (73.6%, 252/342) used the
intervention for 3-6 months. On average, participants used the
FOCUS program for 82% of the weeks they had the device. On
average, participants had 9.5 (SD 7.4) meetings with HTP case
managers in which they engaged in FOCU S-related topics (eg,
device set-up and training, treatment target selection, technical
troubleshooting, modification of prompting schedules,
encouragement to use FOCUS strategiesin the context of daily
life).
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Table 1. Individual demographic and engagement outcomes.

Ben-Zeev et d

Demographic and study variables Values
Gender, n (%)

Female 129 (37.7)
Male 213 (62.3)
Age, n (%)

18-29 138 (40.3)
30-45 135 (39.5)
46-60 69 (20.2)
Race, n (%)

White 171 (50.0)
African-American 86 (25.1)
Hispanic 37(10.8)
Other (Asian, American Indian/Alaskan Native, Native Hawaiian, or more than one race) 48 (14.0)
Marital status, n (%)

Married 23(6.7)
Widowed/Divorced 57 (16.7)
Single/Never married 259 (75.7)
Months of mHealth use, n (%)

<1 26 (7.6)
1+ 28(8.2)
2+ 36 (10.5)
3+ 36 (10.5)
4+ 65 (19.0)
5+ 151 (44.2)
Number of previous psychiatric hospitalizations, n (%)

1-6 186 (55.2)
7+ 151 (44.8)
Engagement measures, mean (SD)

Days of mHesalth Use per week 35(1.9)
Days Responding to Prompts per week 2.9(2.0)
Days of On-Demand Use per week 1.8(1.4)
Daily On-Demand Use 1.2(1.8)
Percentage of weeks used 82% (21%)
Percentage of weeks responding to prompts 72% (28%)
Percentage of weeks using on-demand functions 629% (28%)

Individuals who used FOCUS for 5-6 months of the relapse
prevention program (44%) had higher average engagement
throughout their participation than those who used FOCUS for
lesstime. Their Days of mHealth Use were mean 4.3 (SD 1.8)
per week; Days Responding to Prompts: mean 3.8 (SD 2.0) per
week; Days of On-Demand Use: mean 1.9 (SD 1.5) per week;
and Daily On-Demand Use: mean 1.3 (SD 1.8). In the Cox
proportional hazard portion of the joint models, there was a
significant association between level of engagement and
likelihood of discontinuing use, with higher levels of
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engagement associated with lower risk of discontinuation.
Greater number of psychiatric hospitalizations was aso
significantly associated with likelihood of discontinuing use,
with a discontinuation hazard ratio of 1.4 (95% CI 1.1-1.8;
P=.004) for 7+ hospitalizations compared to fewer
hospitalizations.

The level of engagement with the mobile phone intervention
declined over time (see Figure 1). The joint model results
including all participants showed a curvilinear decline from an
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average of 3.9 uses in the first week to 1.9 uses in week 24.
Days Responding to Prompts declined linearly and Days of
On-Demand Use declined more steeply initially followed by a
leveling off of use. Mean Days Responding to Prompts in the
first week was 3.1 and in week 24 was 1.6. Mean Days of
On-Demand Usewas also 3.1 in thefirst week and 1.4 in week
24. Daily On-Demand Use also declined steeply initialy
followed by aleveling off in the later weeks (1.4 inweek 1 and
0.6 week 24).

If the analysis is restricted to only those participants who
continued using FOCUS for 6 months, the declines in Days of
mHealth Use and Days Responding to Prompts do not appear
to be as steep. In this subset, engagement in week 24 remained
high with a mean of 3.8 Days of mHealth Use, 3.5 Days
Responding to Prompts, 1.5 Days of On-Demand Use, and 1.1
Daily On-Demand Use. Both prompted and on-demand features
continued to be used throughout the study (see Figure 2).

Gender, race, age, and number of psychiatric hospitalizations
were all found to be significantly associated with engagement
outcomes (see Table 2). Females were significantly more
engaged as measured by Days of mHeath Use, Days
Responding to Prompts, and Daily On-Demand Use. On average,
females used FOCUS on 0.42 days more per week than males
and responded to prompts on 0.18 days more than males. On
average, females al so used on-demand features 1.61 times more

Table 2. Joint longitudinal model results for engagement over time.

Ben-Zeev et d

per day than males. No significant association was seen between
gender and Days of On-Demand Use.

White participants were the most engaged. They had
significantly more Days of mHealth Use (0.69 more per week),
Days Responding to Prompts (0.72 more per week), and Days
of On-Demand Use (0.17 more per week) than
African-American participants. White participants had
significantly more Days Responding to Prompts (0.74 more per
week) and Days of On-Demand Use (0.33 more per week) but
less Daily On-Demand Use (1.32 less uses per day) than
Hispanic participants.

Participants were categorized into three age groups: 18-29,
30-45, and 46-60. Participants aged 30-45 were significantly
more engaged than younger participants (18-29 years) when
considering Days of On-Demand Use (0.42 days more weekly)
and Daily On-Demand Use (0.16 uses more per day). Older
participants (46-60) were significantly more engaged in Days
of On-Demand Use (0.48 days more weekly) and Daily
On-Demand Use (1.78 uses more per day) when compared to
those 18-29. However, they were significantly less engaged in
Days Responding to Prompts (0.41 days fewer).

Participants with 7 or more psychiatric hospitalizations were
significantly less engaged than those with fewer hospitalizations
when considering Days of mHealth Use (0.2 days fewer per
week), but no difference was seen in Days Responding to
Prompts, Days of On-Demand Use, or Daily On-Demand Use.

Days of mHealth use
Parameter estimate P

Days responding to prompts
Parameter estimate P

Days of on-demand use Daily on-demand use

Parameter estimate P Parameter estimate P

Intercept 4.04 (0.10) <.001  3.13(0.072)
Study week -0.14 (0.014) <001  -0.062(0.007)
Study week 2 0.0021 (0.0006) <.001
Maevsfemae -0.42 (0.14) <.01 -0.18 (0.076)
Race
African-American -0.69 (0.13) <.001 -0.72 (0.09)
vswhite
Hispanic vswhite -0.29 (0.23) 22 -0.74 (0.14)
Other vs white -0.46 (0.54) .39 -0.95 (0.13)
Age
30-45vs18-29  0.34(0.18) .06 -0.10 (0.15)
46-60vs18-29  -0.27 (0.16) .097 -0.41(0.18)
Previous hospitalizations
1-6vs 7+ 0.21 (0.10) <.05 -0.026 (0.084)

<001  3.34(0.085) <001  1.59(0.11) <.001
<001  -0.24(0.011) <001  -0.19(0.014) <001
0.0067 (0.0004) <001  0.0063(0.0005)  <.001
<05  -0.11(0.076) 15 -1.61 (0.066) <001
<001  -0.17(0.082) <05  0.023(0.068) 73
<001  -0.33(0.079) <001  1.32(0.11) <001
<001  -0.099 (0.094) 29 -0.064 (0.12) 58
51 0.42 (0.076) <001  0.16 (0.067) <05
<05  0.48(0.093) <001  1.78(0.11) <001
76 -0.063 (0.076) 41 -0.013 (0.066) 84
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Figure 1. Model-based estimates of mHealth engagement over time.
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Discussion

Principal Findings

To our knowledge, this study reports on the largest and longest
implementation of an mHealth program for people with
schizophrenia-spectrum disorders to date and is the first to
systematically examine predictors of mobile phoneintervention
engagement among individuals who were recently discharged
from a psychiatric hospitalization [19]. Our findings suggest
that most participants (74%) were willing and able to use the
FOCUS program successfully during this high-risk period for
3-6 months, which refutes the oft-stated concern that people
with schizophreniawho are not clinically stable cannot engage
in mHealth interventions successfully. On average, participants
engaged with the mHealth program every other day. On days

http://mental .jmir.org/2016/3/e34/
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they engaged, they used on-demand (self-initiated) tools more
than once a day.

Individuals' continued use of the intervention over time was
associated with their level of day-to-day engagement; people
who engaged with the mHealth program more often used it for
more months. This point is worth noting because active users
undoubtedly encountered the same intervention content
repeatedly; it is informative to see that more frequent program
use did not lead to participant disengagement, but the contrary.
Intervention program, patient, or provider characteristics may
have contributed to these results; FOCUS intervention modules
consist of brief skills training, practical exercises, and
encouragement to use illness management techniques.
Participants may have viewed FOCUS as a coaching or
“booster” tool that had continued value even after their initial
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exposure to the content. Participants who were more engaged
may have also had greater capacity to apply FOCUS strategies
in their daily lives and reap the rewards, thus creating a
reinforcing effect that would sustain their engagement. Finally,
HTP case managerswere charged with supporting their assigned
participants’ use of the FOCUS intervention. There may have
been some variability in how diligent they were in reviewing
their patients mHealth use data via the dashboard and/or how
active they were in encouraging daily and continuous use.

Several demographic and clinical variableswere associated with
engagement. Female participants were significantly more
engaged and used the mHealth program on average one half-day
more aweek than males. White participants were more engaged
and on average used the mHealth intervention almost one day
more weekly than African-American participants and athird of
a day more than Hispanic participants. Younger participants
(age 18-29) were less engaged than older participants.
Individual swith more severe psychopathology (asindicated by
number of previous psychiatric hospitalizations) were less
engaged than those with less severe psychopathology. Links
between lower engagement in mental health treatment, male
gender, minority background, younger age, and level of
psychopathology have been found in the context of
person-delivered care for people with schizophrenia [20]. Our
data suggest that these patterns may apply to mHealth
interventions as well. Despite having comparatively lower
engagement, most younger participants, most male partici pants,
most participants from minority backgrounds, and most
participants with seven or more past hospitalizations typically
used the FOCUS program multiple days a week over several
months. While the mHealth intervention approach used in the
study appears to be viable for these subgroups, attempting to
optimize their engagement by devel oping adapted versionsthat
can be tailored to subgroup needs may be warranted.

mHealth program functions were associated with engagement.
Participants were exposed to FOCUS intervention content more
often asaresult of responding to system-initiated prompts than
after initiating on-demand resources. Both types of intervention
use declined over time (on-demand use had a steeper decline).
This decline in use may be linked with patients feeling more
capable of managing their illness and/or less likely to relapse
(perhaps in part due to internalizing and practicing FOCUS
self-management suggestions). Although mHesalth use declined,
the vast majority of individuals used both on-demand and
system-prompted  functions regularly throughout their
participation, that is, neither function is extraneous. Thus,
enabling both optionsin mHealth interventions for peoplewith
psychosis is recommended.

Limitations

The study had severa limitations. First, participants were
provided with a fully functional mobile phone and data plan,
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which limits generalizability. While there was no contingent
reinforcement or monetary incentiveto usethe FOCUS program,
participants did gain access to other mobile phone resources
(eg, Internet, games, texting) that might have indirectly
influenced their FOCUS use. For example, a participant may
have been more apt to notice and respond to FOCUS prompts
if they took place when already using the phone to listen to
music. We provided study participants with an Android
smartphone to ensure the mHealth program worked reliably;
the FOCUS system is a research tool that was not compatible
with al commercial smartphone operating systems at the time
of the study (eg, iOS, Windows). We also wanted to provide
training, technical support, and troubleshooting solutions that
would apply to al users. In the future, mHealth system that are
compatiblewith arange of smartphone systems can be deployed,
and clinical technology specialists who are embedded in health
care systems may be able to provide technical and
troubleshooting support to people using awide array of devices
[21]. Second, whilewe made every effort to document anomalies
and unexpected events over the course of the study, there were
likely technical (eg, prompting or data transmission failures,
operating system updates that disabled the FOCUS program),
and logistical barriers (eg, staff delaysin replacing lost devices,
delaysin phones shipping to astudy site) that went unidentified
and unrecorded. In circumstances when these events hampered
participants’ ability to use the mHealth intervention or resulted
in unlogged use, engagement may have been underestimated.
Finally, the power to make inferences about specific racia
(especially Hispanic and “other”) or age groups is limited due
to sample size and any relationships examined here should be
confirmed in larger studies.

Conclusions

As interest in mHealth for mental health treatment grows
[22-25], it isimportant to eval uate which approaches are viable
for different clinical populations (and when) and to gain a better
understanding of the variables that may facilitate or hinder
patient engagement with these novel interventions. This study
provides evidence that individual s with schizophrenia-spectrum
disorders can actively engage with aclinically supported mobile
phone intervention for up to 6 months following hospital
discharge; that gender, race, age, and history of psychiatric
hospitalization were associated with their level of engagement;
and that system-initiated mHealth functionsled to proportionally
more exposure to treatment content than on-demand tools, but
that both were used regularly. Taken together, our findings
indicate that the FOCUS mobile phone program may be auseful
method to reach a clinical population that is typically difficult
to engage in clinic-based services during high-risk periods.
Future work should examine whether the use of FOCUS and
other mHealth interventions can lead to clinically meaningful
outcomes such as reduction in relapses.
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Abstract

Background: Mental disorders are highly prevalent and associated with considerable disease burden and persona and societal
costs. However, they can be effectively reduced through prevention measures. The Internet as a medium appears to be an
opportunity for scaling up preventive interventions to a population level.

Objective: Theam of this study was to systematically summarize the current state of research on Internet-based interventions
for the prevention of mental disordersto give a comprehensive overview of this fast-growing field.

Methods: A systematic database search was conducted (CENTRAL, Medline, PsycINFO). Studies were selected according to
defined ligibility criteria (adult population, Internet-based mental health intervention, including a control group, reporting onset
or severity data, randomized controlled trial). Primary outcome was onset of mental disorder. Secondary outcome was symptom
severity. Study quality was assessed using the Cochrane Risk of Bias Tool. Meta-analytical pooling of results took place if
feasible.

Results: After removing duplicates, 1169 studies were screened of which 17 were eligible for inclusion. Most studies examined
prevention of eating disorders or depression or anxiety. Two studies on posttraumatic stress disorder and 1 on panic disorder were
also included. Overall study quality was moderate. Only 5 studies reported incidence data assessed by means of standardized
clinical interviews (eg, SCID). Three of them found significant differences in onset with a number needed to treat of 9.3-41.3.
Eleven studies found significant improvementsin symptom severity with small-to-medium effect sizes (d=0.11- d=0.76) in favor
of the intervention groups. The meta-analysis conducted for depression severity revealed a posttreatment pooled effect size of
standardized mean difference (SMD) =-0.35 (95% CI, —0.57 to —0.12) for short-term follow-up, SMD = -0.22 (95% ClI, -0.37
to —0.07) for medium-term follow-up, and SMD = -0.14 (95% CI, -0.36 to 0.07) for long-term follow-up in favor of the
Internet-based psychological interventions when compared with waitlist or care as usual .

Conclusions: Internet-based interventions are a promising approach to prevention of mental disorders, enhancing existing
methods. Study results are still limited due to inadequate diagnostic procedures. To be able to appropriately comment on
effectiveness, future studies need to report incidence data assessed by means of standardized interviews. Public health policy
should promote research to reduce health care costs over the long term, and health care providers should implement existing,
demonstrably effective interventions into routine care.
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Introduction

Mental disorders remain highly prevalent worldwide with
lifetime preval enceratesvarying between 12.0%in Nigeriaand
47.4% in the United States[1]. In 2010, the largest contributor
to years lived with disability were mental and behaviora
disorders [2]. In addition to the high disease burden and
premature mortality, mental disordersalso represent afinancial
burden for both, people affected and society [3-5].

Because care and treatment options and results remain limited
[5], the focus should be on the reduction of the incidence by
prevention measures.

There are 3 different types of prevention. Universal prevention
is focused on the general population (including those without
special risk factors). The focus of selective prevention is on
subgroups at risk of developing a (mental) disorder (increased
risk compared with the average population), whereas indicated
prevention targets subgroupswho show subthreshold symptoms
(ie, not fulfilling full diagnosis criteria) [6].

Regardless of the type of prevention, prevention measures
should lead to a substantial reduction in the incidence of the
target mental disorder. Consequently, for assessing the
effectiveness of preventiveinterventions, aninitial disorder-free
target population is needed. In addition, current incidence data
collected by means of standardized interviews (eg, Structured
Clinical Interview for DSM Disorders [SCID], MINI) are
required [7,8]. Together, thisallowsfor calculating the incidence
rate ratios (IRRs) and number needed to treat (NNT). The NNT
indicates how many people would have to recelve an
intervention to prevent one new case of the target mental
disorder (“effort”), whereas the IRR is an indicator of the
“impact” of a preventive intervention [9].

Recent reviews and meta-analyses indicated that prevention of
mental disorders is feasible and can lead to a substantial
“impact,” that is, reduction of incidencerates of mental disorders
[9-13].

The Internet as medium for delivery has been identified as an
appropriate way to scale up preventive interventions [14,15],
needs less effort in provision, and has several additional
advantages over traditional (ie, face-to-face) prevention settings.
Internet- and mobile-based interventions (IMIs) are flexible
(participants can integrate them easily in their daily lives and
work at their own pace) and anonymity might be appealing for
those fearing stigmatization [16]. Furthermore, in the setting of
limited health care resources, IMIs have been found to be
cost-effective[17-19]. A large number of people can bereached
as a result of decreased personnel and infrastructure costs,
especially those in remote areas without easy access to health
care services [20]. Considering the worldwide rapid growth of
Internet usage during the last decade [21], health care services
and particularly mental health professionals could benefit from

http://mental.jmir.org/2016/3/e38/

IMIs as an alternative or supplement to existing and traditional
interventions [22].

There are few reviews and meta-analyses to date summarizing
empirical findings on IMIs for the prevention of mental
disorders. The literature yields reviews on prevention of eating
disorders (EDs) [23,24], and substance-related and addictive
disorders[25-27] in adult populations. Regarding ED, thereview
by Schlegl et al [24] integrated awide range of intervention and
prevention trials. Concerning prevention, they presented a
mixture of relapse prevention (2 studies), treatment of
subthreshold ED (2 studies), and primary prevention trials.
Unfortunately, thewide range of studiesand outcome parameters
did not allow for meta-analytical pooling. Beintner et al [23]
focused on asingle ED prevention program for students called
StudentBodies.

With regard to content, substance-related and addictive disorders
prevention programs are often focused on health behaviors and
health promotion, rather than on psychotherapeutic variables
[28,29]. In summary, none of the previously mentioned reviews
summarizes and evaluates the existing literature of
Internet-based interventions for the prevention of mental
disordersin general and with aclear referenceto the previously
mentioned dtatistical criteria (initial disorder-free target
population, reporting of incidence data by means of standardized
interviews). Consequently, health care providers and public
health policy makers are unable to gain an overview of the
effectiveness of IMIs for the prevention of mental disorders.
This systematic review and meta-analysis fills this gap in
research as understudied disorder groups, intervention types,
and populations are detected. It aims to (1) describe existing
studies on Internet-based preventive interventions, (2) assess
the quality of included studies, (3) evaluate the intervention
effectiveness, and (4) highlight understudied subfields of
research (eg, certain disorder groups or intervention content).

Methods

Registration and Study Protocol

This systematic review has been registered in the PROSPERO
register (registration number CRD42015026781). It was
conducted according to the PRISMA guidelines [30]. A study
protocol that describes trial details has been submitted on
December 17, 2015 [31].

Eligibility Criteria
Population

Studies were eligible for inclusion if they (1) focus on an adult
target population, who (2) were without adiagnosis of the target
mental disorder at baseline (primary prevention intervention).
(3) Mental disorders had to be assessed by means of
standardized interviews (eg, SCID [32]), validated self-reports
(eg, Beck Depression Inventory-I1 [33]) or clinician-rated scales
(eg, HAM-D [34] with normed cutoff points or diagnosed by
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health care professionals). Studies on the prevention of
substance-related and addictive disorders have been excluded,
as this represents a frequently-studied and already reviewed
specific subgroup of prevention research [26,27].

I ntervention

(4) Interventions needed to be based on psychological
interventions. The definition of “psychological intervention”
was taken from Kampling et al [35] and refers to cognitive
behavioral therapy (CBT), psychodynamic psychotherapy,
behavior therapy or behavior modification, systemic therapy,
third wave cognitive behavioral therapies, humanistic therapies,
integrative therapies, and other psychological-oriented
interventions. (5) Interventions must be provided in an online
setting, defined as online, Internet, Web, or mobile based.
Interventions may vary concerning the amount of external
guidance provided to participants. Self-help interventions will
also beincluded. We excluded studies on the rel apse prevention
of mental disorder, asthese treatment maintenance interventions
differ substantially from preventive interventions focused on
the first or recurrent onset of mental disorders [35].

Table 1. Eligibility criteria.

Sander et al

Comparison

(6) Studies had to include a control group. This could be either
(enhanced) usua care, wait-list control group, another
intervention, or no treatment.

Outcomes

(7) Studies examining onset of disorder were included, defined
as percentage of persons who developed the mental disorder
under study from pre- to follow-up-assessment. In addition to
data from standardized clinical interviews (eg, SCID-1V [7]),
we included studies reporting only symptom severity scores,
when validated rating scales with normed cutoff points
(referencing onset of disorder or diagnosis) have been used. To
be able to comment meaningfully on any postintervention
reduction of incidence, studies had to (8) include a follow-up
assessment at 3 months or longer after randomization.

Study Type

(9) Only randomized controlled trials (RCTs) that are available
in full text will be eligible for this review. For an overview of
the eligibility criteria, see Table 1.

No. Item Inclusion

Exclusion

1 Population Adults (= 18 years)
2 Prevention

3 Assessment

symptomatol ogy)

4 Prevented disorder
dictive disorder

5 Intervention

6 Control group

usual

7 Outcomes Onset, Number Needed to Treat, I ncidence Rate
Ratio, severity

8 Follow-up At least 3 month follow-up assessment

9 Study design

Universal, selective, or indicated prevention
Instrument with standardized cut-offsfor clinical
significance or symptom severity (> moderate
Mental disorder other than substance-related/ad-

Web-based, psychological, preventive

Waiting list, other treatment, placebo, care as

Randomized controlled trial

Children and adolescents (< 18 years)
Parts of the population aready affected at baseline

Descriptive symptom-oriented instruments without
standardized cut-offs

Other types of disorders; substance-related/addictive
disorders

Not Web-based, no psychological principles, treat-
ment rather than prevention

No control group

Other outcomes (no statements possible about pre-
ventive effect)

No or < 3-month follow-up assessment

No randomized controlled trial (eg, cross-sectional
studies, case studies, or case reports)

Search Strategy

A systematic database search was conducted. Databasesincluded
are The Cochrane Centra Register of Controlled trials
(CENTRAL), PsycINFO, and MEDLINE (search date August
17, 2015). A sensitive search strategy was developed and applied
for each database [31]. The search was complemented by a
review of reference lists from identified publications and a
hand-search of the World Health Organization International
Clinical Trias Registry Platform (ICTRP) to include ongoing
trials.

When indicated, study authors have been contacted to obtain
further information to clarify study characteristics. When study
protocols were identified without subsequent publication of

http://mental.jmir.org/2016/3/e38/

results, authors have been contacted to obtain missing or
unpublished data and determine eligibility for inclusion in this
review.

Study Selection

The selection of papers was conducted by 2 independent
reviewers (LS, LR). In thefirst step, authors screened al titles
and abstractsyielded by the database search. In the second step,
thefull texts of the selected articleswere retrieved and screened
in terms of the aforementioned €eligibility criteria. Reference
lists of al articles included in the study were screened in the
same way. Disagreement at both screening levels was resolved
by discussion. Concurrent validity of the 2 reviewers was
examined. Figure 1 shows a PRISMA flow chart to illustrate
the study selection process and reasons for exclusion [30].
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Figurel. PRISMA (Preferred Reporting Items for Systematic Reviews and Meta-Analyses) flow chart of included studies.
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Data Extraction

The following data items were extracted for each study: (1)
study identification items (first author, year of publication), (2)
study design characteristics (sample size, control group, type
of assessments, length of follow-up assessments), (3)
intervention characteristics (name, type, duration, level of human
support or guidance), (4) prevention characteristics (type,
prevented disorder), (5) dropout rate, (6) target population (eg,
risk group), and (7) clinical outcomes (onset and/or severity of
disorder including means, variances, aswell as effect sizes). In
case of deficient or missing outcome data, authors were
contacted and datawere requested. To ensure accuracy, asecond
reviewer rechecked the extracted data.

Assessment of M ethodological Quality

To evaluate the quality of evidence, therisk of biaswas assessed
for each study according to the Cochrane Collaboration’s tool
for assessing risk of bias in RCTs [36]. The assessment was
rechecked by a second reviewer. As recommended, each study
was reviewed for procedures in the following domains: (1)
random sequence generation, (2) alocation concealment, (3)
blinding (3a—of participants, 3b—of personnel, 3c—of outcome
assessors), (4) incomplete outcome data (4a — dropout rate (<
20% for short-term foll ow-ups, < 30% for long-term follow-ups),
4b —intention-to-treat analysis), (5) selective outcome reporting,
and (6) other threatsto validity (6a— similar groups at baseline,
6b — no or similar cointerventions between intervention and
control groups, 6¢c — compliance, 6d — identical timing for
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outcome assessment). Studies were rated as showing a “low”
or “high” risk of bias according to the aforementioned criteria
For studieswith at least 6 fulfilled criteriaand no seriousflaws,
therisk of bias was evaluated as being low according to Furlan
et a [36]. Lessthan 6 fulfilled criteria or serious flaws yielded
arating of “high” risk of bias. Of note, in the implementation
of psychological interventions, blinding of health care providers
(if aguided intervention was provided) or patients concerning
thetreatment isnot possible. Thisresultsina“high” risk of bias
rating on this criterion. However, outcome assessors can remain
unaware of the treatment all ocation of patients.

Data Analysis

If onset data were available, IRR and NNT were calculated.
When there were at least 5 studies with available severity data
within one disorder (as primary and secondary outcome), a
meta-analytically pooled effect size was calculated, and effect
sizes were illustrated in forest plots. Meta-analyses were
conducted using Review Manager 5.3 (Cochrane Collaboration,
2014). Standardized mean differences (SMDs) with 95% ClIs
were computed for all continuous outcomes. Random-effects
meta-analyses were performed to compute overall estimates of

treatment outcome. The I%statistic was used to examine study
heterogeneity [37]. Consistent with Sterne et al [38], a funnel
plot examining publication bias was not examined due to the
limited number of included studies. Follow-up periods were
subgrouped into short-term (post assessment), medium-term (<
6 month), and long-term (> 6 month) follow-ups. Subgroup

JMIR Ment Health 2016 | vol. 3 | iss. 3 |e38 | p.78
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

comparisonswere not feasible dueto thelow number of studies
included.

Results

Overview

The systematic database search yielded 1600 hits. After
removing duplicates, screening titles, abstracts, and full text
papers for inclusion, conducting a reference search, searching
trial registersfor eligible studies and contacting authors, atotal
of 17 studies met eligibility criteria and were included in the
review. The selected studies targeted the prevention of EDs,
depression, anxiety, post-traumatic stress disorder, generalized
anxiety disorder (GAD), or a combination of these mental
disorders [39-56].

Quality Assessment

Five of 17 studies were classified as having a high risk of bias
and the remaining 12 studies were classified as having a low
risk of bias (Table 2). Sequence generation (1) was mostly met;
only 3 studies were categorized as unclear. Allocation
concealment (2) was met in almost half of theincluded studies,
otherwise categorized as unclear as it was not sufficiently
specified. Blinding of participants (3a) was met in 2 studies
with active control groups [42,50]. Blinding of personnel (3b)
was set on “no” without exception. As blinding of personnel is
not possible for most psychologica interventions, it must be
considered a possible source of bias. However, outcome
assessors remained unaware of the treatment allocation (3c) in
4 studies [40,42,43,51].

Regarding dropout rate (4a), only 7 studies met the
predetermined criterion (<20% for short-term follow-ups, <
30% for long-term follow-ups). Ten of the included studies
reported the use of an intention-to-treat analysis (4b); the
remaining studies were categorized as unclear. Two studies
reported resultsincompletely [39,48]. (5) Particularly for Jacobi
et al [39] this can be regarded as serious flaw, since results of
aclinical interview (SCID) were not reported. About half of the
studiesreported similar groups at baseline (6a) in demographics
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and outcome measures. Some studies reported differences in
one demographic variable, which was subsequently used as a
covariate [54]; dternatively, if the manuscript did not address
thisvariable, the study was categorized as unclear. Two serious
flaws were catalogued on this category because of disregarded
baseline differences in outcome measures [43,53]. There were
no cointerventions (6b) in any study. Compliance with
interventions (6¢) was rated acceptable in two thirds of the
included studies. One study [50] received a seriousflaw because
of a very low compliance and significant between groups
difference (combined with arelatively high dropout rate). (6d)
Outcome assessment was timed similarly for al groups except
for 2 studies [43,46] that used a cohort design.

To evaluate the risk of certain biases (selection, performance,
detection, and attrition bias), the criteria can be grouped into
randomization, blinding, outcome, and withdrawal criteria
Selection bias could only be ruled out in 3 studies [41,47,52]
that fulfilled all 3 randomization criteria (1) sequence generation,
(2) allocation concealment, (6a) similar groups.

Performance bias could be present in every study. As mentioned
previously, blinding was only insufficiently possible for all
studies. Hence, criteria concerning expectation and performance
effects (3a— blinding of participants, 3b—blinding of personnel,
6b — no cointerventions, 6c — compliance) were never
completely fulfilled.

Concerning detection bias, 3 studies [40,42,51] fulfilled both
criteria of outcome assessment (3c — blinding of outcome
assessors, 6d —identical timing for outcome assessments).

Three studies [45,47,54] fulfilled both criteria concerning
withdrawals from studies (4a — dropout, 4b — ITT); the
remaining studies could be affected by attrition bias.

Intervention Characteristics

Many studies administered measures of a variety of mental
disorders. Hereinafter included studies are arranged by their
main focus. For an overview of al included studies, see Table
3.
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Table 2. Risk of bias assessment.

Sudy Sequence Alloca Blinding Incomplete Selective Other threats to validity Risk of
genera=  tion con- outcome outcome Biad"
tion? cealment® data reporting'

Partici-  Person-  Outcome  propoy® |TT" Similar  Cointer- Compli- Tim-
pants? nel® assessors’ groupsd Ver- ance ing™
tion:

Bantum et a [46]
ved Unclear  No No No Yes Unclear Yes No Yes Yes No High

Beatty et al [47]

Yes Yes Uncler No No Yes Yes Yes Yes Yes No Yes Low

Christensen et a [48]

Yes Yes Uncler No No No Yes No No Yes Yes Yes Low
Christensen et a [55]

Yes Yes No No Yes No Yes Yes Yes Yes Yes Yes Low

Imamuraet a [49]

Yes Yes No No No No Yes Yes Unclear Yes No Yes Low
Jacobi et al [39]

Yes Uncler No No No Yes Unclear No Unclear Yes Yes Yes High®
Jacobi et al [40]

Yes Uncler No No Yes No Unclear Yes Unclear Yes Yes Yes Low
Mitchell et al [50]

Yes Yes Yes No No No Yes Yes Unclear Yes No Yes HighP

Mouthaan et al [51]
Yes Yes No No Yes No Yes Yes Unclear Yes Yes Yes Low

Musiat et al [41]

Yes Yes No No No No Unclear Yes Yes Yes No Yes Low
Powell et al [52]
Yes Yes No No No No Yes Yes Yes Yes No Yes Low

Proudfoot et a [53]

Yes Yes No No No No Yes Yes No Yes No Yes High®
Sticeet a [42]

Yes Unclear  Yes No Yes Yes Unclear Yes Yes Yes Yes Yes Low
Taylor et a [43]

Yes Uncler No No Yes Yes Unclear Yes No Yes Yes No High®

Thompson et al [54]
Unclear Unclear No No No Yes Yes Yes Yes Yes Yes Yes Low

Winzelberg et al [44]

Unclear Unclear No No No No Yes Yes Yes Yes Yes Yes Low
Zabinski et a [45]
Unclear Unclear No No No Yes Yes Yes Yes Yes Yes Yes Low

8Random unpredictable assignment sequence.
bYes = Criterion has been met (low risk of bias); No = Criterion has not been met (high risk of bias)
CAssignment generated by an independent person who is not responsible for determining the eligibility of participants.
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dintervention and control group are indistinguishable for the participants.
€ ntervention and control group are indistinguishable for the care providers.
fIntervention and control group are indistinguishable for the outcome assessors (for patient reported outcomes, it is adequate if patients are blinded).

9Dropout must be described and reasons must be given, for short term follow-ups (eg, 3 months) 20%, for long term follow-ups (eg, = 6 months) 30%
should not be exceeded.

hTT! intention-to-treat; all randomized patients are reported and analyzed in the group they were allocated to by randomization.
IResults of all pre-specified outcomes have to be adequately and completely reported.

jGroups should not differ significantly at baseline regarding demographics and outcomes.

KThere are no cointerventions or they are similar between intervention and control groups.

IAc<:eptab|e compliance with the intervention (eg, intensity, duration, number, frequency of sessions).

M| dentical timing of outcome assessments for intervention and control groups.

"> 6 x “Yes’ and no serious flaws indicates an overall low risk of bias; < 6 x “Yes" or serious flaws indicates an overall high risk of bias.
OSerious flaw: Results of diagnostic interviews not reported.

PSerious flaw: Very high dropout and very low compliance rate.

9Serious flaw: Basdline differences between groups, very low compliance.

"Serious flaw: Baseline differences between groupsin several scales.
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Table 3. Characteristics of included studies

Sander et al

Sudy Preven-  Prevented Targeted Program Intervention  Conditions Sample Instrument  Follow-up  Drop- |70
tion disorder  population name type size(n) months out?

type (duration)

Bantum et a [46]

Selective Depression Adult Surviving  Assisted 1.STC n=352 PHQ-9¢ 6 13.9% Un-
cancer and health 2. Delayed (cohorts of clear
survivors  Thriving  behavior treatment n=20-25)

with change
Cancer program
(STC) (6 weeks)
Beatty et al [47]
Selective  prgpd Adult Cancer Self-guided 1. CCO n;=30 pAassf 4.5 83% Yes
Anxiety cancer Coping web-based 2.Information  n,=30 psd 75
Depression patients Online CBT® only
(CCO) (6 weeks)
Christensen et a [48]
Indicated caph Young iChill Activeweb- 1. Activeweb- nq=111 GAD-7 6 526% Yes
Depression adults Ste(CBT)+ e =110 Nl 12
- email 2. Active
with mild : Na =113
GAD (10 weeks) +phone 3 CES-DX
symptoms 3. Active ng =113
+emall ng =111
4. Control
website
5. Control
+phone
Christensen et al [55]

Indicated Depression Adult SHUTI Modular 1. SHUTI n =574 PHQ-9 15 56.1% Yes

and selec- Internet insomnia 2. Placebo n,=575 MINI 6

tive users with website website
insomnia (6 weeks) (HealthWatch)
and
subthresh-
old
depression

Imamuraet a [49]

Indicated Depression Workers Internet Guided 1.iCBT n,=381 BDI-II! 12 32.9% Yes
Wll';hh i ;Z'; Pro-  stress 2. Ilnformati on n,=381 WHO-CI-
j’dt " iceT) management 0N DIm
d . training

ression
PIEs (manga)
(6 weeks)

http://mental.jmir.org/2016/3/e38/

RenderX

JMIR Ment Health 2016 | vol. 3 | iss. 3 [e38 | p.82
(page number not for citation purposes)


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

JMIR MENTAL HEALTH Sander et &

Sudy Preven-  Prevented Targeted Program Intervention  Conditions Sample Instrument  Follow-up  Drop- |71b

tion disorder  population name type size(n) months out?
type (duration)
Jacobi et al [39]
Selective  Eating Femae Student- Structured 1.SB n;=50 EDE-Q" 3 6.00% Un-
i vers Bodies i [ _ clear
disorders  university (<B) C.BT +. 2. Waiting list  n,=50 scID®
students discussion
EDI-2P
group
(8 weeks)
Jacobi et al [40]
Indicated Eating Women Student- Structured 1. SB+ n,=64 EDE-Q 6 18.3% Un-
disorders  withsup- ~ Bodiest  CBT + 2. Waiting list ny=62 ~ SCID dlear
threshold  (SB+) symptom
edting checklist/
disorders body image
exercise
(8 weeks)

Mitchell et a [50]

Universal  Anxiety Adult Strength-  Self-guided 1. Strength-In-  n;1=48 DASS 3 784% Yes
Depression Australian  MeVen- et and tervention n,=54
residents tion graphic-based 2 Placebo
interactive
program
(3 weeks)

Mouthaan et al [51]

Indicated PTSD Injury Trauma Self-guided 1. Trauma n=151 HADSY 1 53.7% Yes
Anxiety ~ paients TIPS '(f:‘éeTmEt'based TIPS =149 Capg
Depression 2. Careasusu- 6
(30 min) a MINI 1

Musiat et al [41]

Universal  Anxiety University Personality Automated 1. PLUS n1=519 PHQ 3 61.7% Un-
Depression students and transtj_l agnos- 2 placebo ny=528 GAD-7 clear
. Living of tic trait fo-
Eating 27 cused Web- EDDS®
disorders UniVersty  pesedinterven-

Students tion

(PLUS) (5x 20-40
min)
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Sudy Preven- Targeted Program Intervention  Conditions Sample Instrument  Follow-up  Drop- |71b
tion population  name type size (n) months  out®
type (duration)
Powell et a [52]
Universal GAD Users MoodGYM  Self-directed 1.MoodGYM  n;=1534 CES-D 3 50.2% Yes
of the UK CBT 2. Waiting list n,=1536 ~ GAD-7
National training
Health (5 weeks)
Service
Proudfoot et a [53]
Indicated Anxiety Adults my- Automatedin- 1. My- n,=242 DASS 3 51.4% Yes
withmild Compass  tervention + Compass ny=248
to symptomself- 2. Attention B
moderate monitoring control ng=230
anxiety (7 weeks) 3. Waiting list
or
depression
Sticeet a [42]
Selective  Eating Femae eBody Self-guided  1.eBP n;=19 BDI! 12 47% Un-
Project iti _ clear
college (B8P cogn|t'|ve 2. BE n,=39 EDDI 24
student behavioral 3. Video con- Ng=29
with program trol
body to change 4. Brochure =20
dissatisfac- thin ideal control
tion (3 Weeks)
Taylor et a [43]
Selective  Eating College Student- Structured 1.SB n1=244 CESD 12 12.3% Un-
women Bg'é"‘ﬁ CBT+ 2.Waitinglist ny=23  Epg.Y 24 clear
with ( ) discussion EDE-Q 36
high group
weight/ (8 weeks)
shape
concerns

Thompson et a [54]
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Sudy Preven-  Prevented Targeted Program Intervention  Conditions Sample Instrument  Follow-up  Drop- |71b

tion disorder  population name type size(n) months out?
type (duration)
Indicated Depression Mild-to Using Telephone- 1. UPLIFT n =64 BDI 2 15.6% Yes
moderately Practice and Web- 2. Waiting list  n,=64 mBDIW 4
depressed  and Learn-  based NDDI-E*
epilepsy  iNO mindfulness )
patients {0 Increase and PHQ

favoraple  cognitivether-
thoughts @

(UPLIFT) (8 weeks)

Winzelberg et al [44]

Selective  Eating Female Student Structured 1.SB n=31 EDE-Q 3 26.7% Yes
disorders  university Bodies CBT+ 2. Waiting list  n,=29
students (SB) discussion
group

Zabinski et l [45]

Selective  Eating College Chat room  Private chat 1. Chatroom n;=30 EDE-Q 45 33% Yes
disorders  agewomen room for 2. Waiting list  n,=30
moderated
discussion
(8 weeks)

@ropout-rate from baseline to the longest available follow-up.
BITT: Intention-to-trest-analysis

®PHQ: Personal Health Questionnaire depression scale
9PTSD: Posttraumatic Stress Disorder

€CBT: Cognitive Behaviora Therapy

'DASS: Depression Anxiety Stress Scale

9pPSS: PTSD Symptom Scale

NGAD: Generalized Anxiety Disorder

IGAD-7: Generalized Anxiety Disorder questionnaire—7
IMINI: Mini-International Neuropsychiatric Interview
KCES-D: Center for Epidemiological Studies Depression scale
'BDI-II: Beck Depression Inventory |1

MCIDI: WHO Composite International Diagnostic Interview (Web-based, self-administered version)
"EDE-Q: Eating Disorder Examination Questionnaire

OSCID: Structured Clinical Interview for DSM Disorders
PEDI-2; Eating Disorder Inventory

9HADS: Hospital Anxiety and Depression Scale

'CAPS: Clinician-Administered PTSD Scale

SEDDS: Eating Disorders Diagnostic Scale

'BDI: Beck Depression Inventory

YEDDI: Eating Disorder Diagnostic Interview

VEDE-I: Eating Disorder Examination Interview

Y“mBDI: Modified Beck Depression Inventory

*NDDI-E: Neurological Disorders Depression Inventory in Epilepsy
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Eating Disorders

The systematic search yielded 6 studies on eating disorders.
Four evaluated the effectiveness of StudentBodies, an
Internet-based intervention for young women at risk of
developing an eating disorder or with subthreshold eating
disorders. StudentBodieswas originally developed and evaluated
in the United States [43,44] and was later trandated to the
German language [ 39,40]. The program makes use of common
CBT principles and includes a Web-based discussion group.

Also inspired by StudentBodies, Zabinski et al [45] developed
a moderated synchronous group intervention for college-age
women, caled Chat Room. The main difference to
StudentBodies is the integration of a synchronous
communication chat room that enables participants to
communicate more directly with each other.

Stice et a [42] developed and evaluated the eBody Project, an
Internet-based version of a CBT-based eating disorder
prevention group-program. eBody is a dissonance-based
i ntervention encouraging young women to question the popular
“thin” ideal.

Depression

The search yielded 3 prevention programs focused on the
prevention of depression. Surviving and Thriving with Cancer
[46] is an assisted Web-based education course aimed to foster
positive health behaviors in cancer survivors. In addition to

depression, intervention effects on health conditions as nutrition,
exercise, and sleep were examined.

The guided Internet-based CBT program (iCBT) by Imamura
et a [49] conveys stress management skills to employees of 2
information technology (IT) companies with subthreshold
depression. The intervention aims to prevent major depression
episodes. It includes common CBT elements such as
self-monitoring or relaxation techniques.

Thompson et a [54] adapted a mindfulness-based prevention
program (UPLIFT) for epilepsy patientswith mild-to-moderate
depressive symptoms [56]. The telephone- and Web-based
intervention makes use of psychoeducative principles (eg,
knowledge about depression, importance of reinforcement) and
mindful ness-based tools (eg, monitoring of thoughts).

The 6-week Web-based insomnia program SHUTI by
Christensen et al [55] aimsat the high co-occurrence of insomnia
and depression. Overall, 1149 participants were recruited via
the social network platform Facebook and randomized to either
a CBT-based insomnia intervention or a control website
(HealthwWatch).

Anxiety and Depression

Two studies focused on combined anxiety and depression. A
self-guided intervention promoting well-being in a general
population was tested by Mitchell et a [50]. In 3 weekly
sessions, users completed either an interactive program focusing
on strengths (intervention 1, based on positive psychology
principles) or problem-solving skills (intervention 2). Users
received feedback and email reminders.

http://mental.jmir.org/2016/3/e38/
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MyCompass[53], asdlf-guided computer-delivered intervention,
aims to foster self-management and self-monitoring skills in
people with mild-to-moderate depression, anxiety, and stress
symptoms. Content in the 12 modules was derived from CBT,
interpersonal  psychotherapy, problem-solving therapy, and
positive psychology. Users are al so provided with text messages
or emails containing reminders and material on psychoeducation.

Post-Traumatic Stress Disor der

Therewere 2 studies that focused on post-traumatic stress. The
self-guided Trauma TIPS [51] aims to prevent PTSD in injury
patients. CBT techniques such as psychoeducation, stress
management, and in vivo exposure are presented in the
30-minute program aongside contact information for
professional help and a Web forum for peer support.

Cancer Coping Online, aself-guided Web-based CBT program
for reducing distress in patients currently receiving cancer
treatment, was evaluated by Beatty et a [47]. The 6-session
program mainly focuses on coping strategies taught via text,
audios, and worksheets. Besides posttraumatic stress
(cancer-specific distress), levels of depression and anxiety
(general distress) were evaluated.

Generalized Anxiety Disorder

The search yielded 2 studies on GAD. MoodGYM [52] is a
fully automated I nternet-based program that teaches CBT skills
(eg, psychoeducation, relaxation, or mediation techniques) to
improve mental well-being in a general population. Besides
well-being, depression and GAD data were gathered. Because
the mean depression score of the participants exceeded aclinical
cutoff (and thus did not fulfill inclusion criteria), only GAD
data were included in this review. Christensen et al [48]
evaluated the program iChill, which aims to prevent GAD in
young adults with mild GAD symptoms. iChill is an active
website. The intervention makes use of multiple CBT tools as
psychoeducation, relaxation, or toolkits. Telephone reminders
for participants without therapeutic purpose were included in
onetrial arm.

Common Mental Health Disorders

Musiat et a [41] developed a transdiagnostic trait-focused
program (PLUS) aiming to prevent common mental disorders.
Investigated disorderswere depression, GAD, EDs, and alcohol
misuse. The CBT-based program focuses on the identification
of strengths and the consolidation of coping strategies and
includes computerized feedback.

Effectiveness

Primary Outcome Onset

Five studiesreported incidence dataall owing for the calculation
of onset, IRR, and NNT (see Table 4). Christensen et al [48,55]
did not observe significant group differencesin onset. Imamura
et a [49] reported asignificant onset difference for the 12-month
follow-up period (1.26% for the intervention group, 5.51% for
the control group). Calculations yielded an IRR of 0.23 and a
NNT of 23.48. Taylor et al [43] found an onset of 4.00% in the
intervention group, compared with 6.60% in the control group.
Thisyields an IRR of 0.63 and a NNT of 41.31. Thompson et
al [54] found a0% onset for theintervention group and a10.70%
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onset for the control group. In accordance to the Cochrane
Handbook for Systematic Reviews[57], acorrection of 0.5 was

Sander et al

added to the zero incidence in the intervention group, resulting
an IRR of 0.09. The NNT was 9.33.

Table 4. Incidence, onset, incidence rate ratio (IRR), number needed to be treated (NNT)

Study Disorder Number of onsets Follow-up IRRS NNTY
IG? oy

Christensen et al [55] Depression N=9 N=13 6 months 0.87 160
NTotaI= 224 NTotaI: 280

Imamuraet a [49] Depression n=3 n=15 12 months 0.23 235
Nota= 239 Ntota= 272

Thompson et a [54] Depression n=0° =6 2 months 0.09 9.3
Nota = 52 Nota= 56 (pre-pos)

Taylor et a [43] Eating Disorders n=8 n=13 12 months 0.63 413
NTotaI: 193 NTOtaI: 198

Christensen et al [48] GAD' n=10 n=6 6 months 129 -76.8
Ntota= 171 NTota= 132

4 G: intervention group

bCG: control group

IRR: incidence rate ratios
INNT: number needed to treat

€A correction of 0.5 was added to the zero incidence in the intervention group for IRR calculation.

'GAD: Generdlized Anxiety Disorder

Secondary Outcome: Severity

Severity data were extracted for al included studies. Eleven
studies found significant effects on symptom severity with
small-to-large effect sizes (d=0.11 to d=0.76), indicating
differential intervention effects on group, time, or interactions
of both respectively [39-41,43,45,47,51-55].

For the meta-analysis of depression interventions, we included
studies with depression as a primary and secondary outcome.
In cases of multiple active groups, only the main intervention
sample was analyzed [48,50]. Results for short-, medium-, and
long-term follow-up are presented in Figure 2,Figure 3, and

Figure 4, respectively. In summary, pooled effect sizes,
indicating a greater decrease in symptom severity for the
intervention group, were small but significant.

For short-term follow-up, our calculationsyielded an effect size
of SMD = -0.35 (95% CI, -0.57 to -0.12, P=.002). Test of
heterogeneity was significant (P<.001; 1%= 79%). Effect size
for medium-term follow-up was SMD = -0.22 (95% ClI, —-0.37
to —0.07), P=.005. Heterogeneity was significant (P=.02; |°=
57%). For long-term follow-up, an effect SMD = -0.14 (95%
Cl -0.36 to 0.07, P=.18) was found. Heterogeneity was not
significant (P=.17; 1°= 38%). According to Higgins et al [58],
overal level of heterogeneity was moderate to high.

Figure 2. The effects of preventive interventions on symptom severity of depression at short-term FU—comparison experimental versus control group.

Experimental Control Std. Mean Difference Std. Mean Difference
Study or Subgroup Mean SD Total Mean SD Total Weight 1V, Random, 95% CI IV, Random, 95% CI
Beatty et al. (2015) 26.27 22.15 25 28.96 22.59 26 8.7% -0.12[-0.67, 0.43] ]
Christensen (2016) 3.8 3.15 248 6.2 365 333 16.8% -0.70 [-0.86, -0.53] —
Christensen et al. (2014) 10.9 8.4 58 175 113 66 12.5% -0.65[-1.01, -0.29] e
Imamura et al. (2015) 10.7 86 270 117 83 336 17.0% -0.12[-0.28, 0.04] e
Mitchell et al. (2009) 6.19 574 17 5.28 5.16 23 7.5% 0.16 [-0.46, 0.79] ]
Mouthaan et al. (2013) 3.6 22 116 41 3.01 115 14.9% -0.19 [-0.45, 0.07] T
Proudfoot et al. (2013) 1062 841 126 13.84 1041 195 15.6% -0.33 [-0.56, -0.11] -
Stice et al. (2014) 6 54 17 10.95 7.48 20 6.9% -0.73 [-1.40, -0.06]
Total (95% ClI) 877 1114 100.0% -0.35[-0.57, -0.12] P

Heterogeneity: Tau? = 0.07; Chi? = 32.69, df =7 (P < 0.0001); I = 79%
Test for overall effect: Z = 3.06 (P = 0.002)
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Figure 3. The effects of preventive interventions on symptom severity of depression at medium-term FU—comparison experimental versus control

group.

Experimental Control Std. Mean Difference Std. Mean Difference
Study or Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% CI IV, Random, 95% CI
Bantum et al. (2014) 6.1 402 147 71 414 156 16.1% -0.24 [-0.47, -0.02] —
Beatty et al. (2015) 2446 2155 25 27.46 2165 25 57% -0.14 [-0.69, 0.42] ——
Christensen (2016) 38 299 224 55 335 280 18.7% -0.53 [-0.71, -0.35] —
Christensen et al. (2014) 118 89 54 144 113 55 9.8% -0.25[-0.63, 0.12] —
Imamura et al. (2015) 113 96 272 121 87 320 19.6% -0.09 [-0.25, 0.07] =
Mitchell et al. (2009) 575 529 11 554 552 11 29% 0.04 [-0.80, 0.87]
Mouthaan et al. (2013) 41 291 77 45 39 72 118% -0.12 [-0.44, 0.21] —_— 1
Proudfoot et al. (2013) 1168 9.86 100 1259 953 197 15.4% -0.09 [-0.33, 0.15] —
Total (95% CI) 910 1116 100.0%  -0.22[-0.37, -0.07] <o
Heterogeneity: Tau? = 0.02; Chiz = 16.13, df = 7 (P = 0.02); 12 = 57% 1 _05_5 5 0{5 1

Test for overall effect: Z = 2.81 (P = 0.005)

Favours [experimental] Favours [control]

Figure4. Theeffects of preventive interventions on symptom severity of depression at long-term FU—comparison experimental versus control group.

Experimental Control

Std. Mean Difference Std. Mean Difference

Study or Subgroup Mean SD_Total Mean SD_Total Weight IV, Random, 95% CI IV, Random, 95% CI
Beatty et al. (2015) 19.48 17.15 25 2468 17.44 26 11.5% -0.30 [-0.85, 0.26] —
Christensen et al. (2014) 123 113 40 153 9.3 48 17.2% -0.29 [-0.71, 0.13] - &
Imamura et al. (2015) 11.2 94 239 116 9 272 39.9% -0.04 [-0.22, 0.13] —a—
Mouthaan et al. (2013) 33 384 70 3 3.18 69 23.2% 0.08 [-0.25, 0.42] T
Stice et al. (2014) 553 5.53 16 118 9.55 20 8.1% -0.76 [-1.45, -0.08]
Total (95% CI) 390 435 100.0% -0.14 [-0.36, 0.07] -
o Ta2 = . Chiz = - - .12 = 389 } } t t
Heterogeneity: Tau? = 0.02; Chi? = 6.46, df =4 (P = 0.17); I> = 38% B 05 0 05 1

Test for overall effect: Z=1.33 (P =0.18)

Ongoing Mental eHealth Prevention Trials

AnICTRP search for ongoing trialsyielded 570 records for 560
trials (years 2005-2015). Sixty-two records were selected as
likely being relevant. Most of those were planned studies on
symptom severity as a secondary outcome and with different
study purposes. Eleven records aimed to assess severity data
and had an explicit preventive goal. Targeted conditions were
mostly mood and anxiety disorders. Seven studies planned to
use clinical interviews for diagnostics or to explicitly gather
incidence data. Three studies of those studies were aready
published, one of them is included in this review [49] and 2
were excluded because of high symptom severity or diagnosis
(inclusion criteria 2) at baseline [59,60]. Another planned study
on depression had been withdrawn before enrolment because
of missing funding (ClinicalTrials.gov, registration no.
NCT01080105). Of the remaining 3 records, one study is
planned on the prevention of psychosisfor peoplewith psychotic
like experiences (Australian New Zeadland Clinical Trials
Registry, registration no. ACTRN12612000963820). The other
one concerns the prevention of depression in people with
complicated grief (UMIN Clinical Trials Registry, registration
no. UMINO00007331). Our own research group also conducts
aclinical trial onthe prevention of depression in the risk-group
of back pain patients with subthreshold depressive symptoms,
which is registered at the German Clinical Trials Register
(registration no. DRKS00007960). Inspection study protocols
emerging from the data base search yielded ongoing trials for
the prevention of depression [61-64] and PTBS[65].

http://mental.jmir.org/2016/3/e38/
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Discussion

Principal Findings

This review and meta-analysis systematically summarizes
previous research on Internet-based interventions for the
prevention of mental disorders. It therefore exceeds the
informative value of existing reviews (eg, [23,67]) in terms of
therange of included disorders and gives an extensive overview
of the actual state of research.

Seventeen RCTswereincluded in this review and described in
detail. Resultsarein linewith previous meta-analyses, showing
that indicated and selective prevention is more common than
universal prevention [13] and that CBT is a frequently
(sometimes even exclusively) used Internet-based intervention

type (eg, [24,66]).

Quality assessment suggeststhat 5 included studies have ahigh
risk of bias. Some biases areinevitable (eg, blinding not possible
for psychological interventions). Others, such as biases due to
inappropriate randomization, can and should be avoided. Of
note, 3 studieswere classified as having high risk of bias solely
dueto aseriousflaw. Reasonsfor study classification ashaving
aseriousflaw included baseline differences between intervention
and control groups [43,53], very low compliance with the
intervention [50,53], and a very high dropout rate [50].
Concerning study dropout, the Cochrane guideline[36] provides
arather conservative appraisal when applied to IMIs[67]. When
evaluating treatment dropout, amore differentiated perspective
can be beneficial. In a recent meta-analysis, van Ballegooijen
et a found that IMIs regularly have lower completer rates of
total interventionswhen compared with face-to-face treatments
(65.1% vs. 84.7%), but are equal in the percentage of average
completed sessions (face-to-face CBT: 83.9%vs.iCBT: 80.8%)
[68]. Above that, participants do not necessarily have to
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complete all sessions to benefit from IMIs. They may stop the
treatment because they already obtained benefit, and therefore,
these cases would represent a success, rather than a treatment
dropout [69,70].

Three of 5 studies reporting incidence data provided evidence
for a preventive effect of the investigated interventions
[43,49,54]. One study failed to report the results of adiagnostic
interview, which would have allowed calculating incidence
rates [39]. The remaining studies by Christensen et al [48,55]
did not find effects on reduction of new cases. However,
secondary outcome measures of anxiety and depression
symptoms showed positive effects. The included incidence
studies differed in the length of follow up-periods. Thompson
et a [54] only had a pre-post comparison. For the remaining
studies, incidence reduction could be observed over a12-month
follow-up period [43,49], suggesting that preventive
interventions have the potential for incidence reduction in the
long term.

Nevertheless, severity datashow positive effects of interventions
in 11 of 17 studies with small-to-medium effect sizes. The best
evidence was found for ED and depression. Beintner et al [23]
previously conducted a meta-analytic review on most included
ED studies, demonstrating mild-to-moderate effects on
ED-related attitudes (d=0.15 to d=0.57). The only study not
included in Beintners' review [42] found similar effects. The
I nternet-based intervention was superior in the reduction of ED
symptoms compared with the 2 control conditions (d=0.33 and
d=0.19) at the long-term follow-up (1 year).

Our meta-analysis on IMIs for depression showed an overall
small but significant reduction in symptom severity. As
mentioned before, this demonstrates an effect of IMIs on the
treatment of subclinical depression; a subsequent reduction of
incidence can only be assumed, as most included studies did
not report incidence data. Because of moderate to high levels
of heterogeneity, the actual effect size values should be
interpreted with caution. Nevertheless, heterogeneity results
from estimates showing the same direction of effect favoring
interventions over control groups.

In summary, evidence was found for effectiveness of
interventions for EDs, depression, and anxiety. Internet-based
interventions can be considered effective in reduction of
subthreshold symptomatology and may also be suitable for
preventing the onset of mental disorders over the long term.
Depression and anxiety are of particular clinical relevance
against the background of prevalence rates. as mentioned,
anxiety disorders, insomnia, and major depression are the most
common mental disordersin the European Union [5]. Although
many IMIsinclude moduleson sleep or relaxation (eg, [47,50]),
Christensen et a [57] reported the first prevention RCT
explicitly targeting insomnia resulting in a reduction in
depressive symptomatol ogy.

Limitations

A number of potential limitationsand challengesregarding this
study should be acknowledged. As usua for reviews and
meta-analyses, publication bias [71] must be assumed. This
review included several studies reporting not expected or

http://mental.jmir.org/2016/3/e38/
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nonsignificant results; nevertheless, publication bias cannot be
precluded. Furthermore, the search might have been confounded
by language bias because only English and German paperswere
included. Fortunately, in contrast to publication bias, this only
minimally impacts conclusions [72].

Another limitation concernstheinclusion of studiesthat reported
mean scores only and did not clearly state that participants did
not exceed clinical cutoffs at baseline (second exclusion
criterion). Thisbecame evident after contacting authorsto obtain
raw dataand subsequently computing incidence and onset rates
if they had not already been reported. Four of those studies
[73-76] had to be excluded because inspection of the raw data
revealed that a considerable number of participants exceeded
clinical cutoffs at baseline, even though the other eligibility
criteria had been fulfilled. Unfortunately, only a few authors
responded to our requests for additional information. Thus, it
cannot be ruled out that this might also be the case for some
included studies, that is, those which reported mean scores and
did not provide raw data.

One major challenge of this broad review was the handling of
variability between studies. Although heterogeneity was
expected, and even welcomed to map out the broad scope of
existing e-mental health prevention interventions, it must be
taken into account when interpreting the findings. There are
several sources of heterogeneity. First, this review was not
restricted to one mental disorder but included a number of
clinical conditions. Second, methods to determine the clinical
status of participants, such as structured clinical interviews or
self-report questionnaires, differed between studies. Third,
intervention contents were different. As mentioned previously,
most interventions were based on CBT, but other intervention
types were included as well. Fourth, study design caused
heterogeneity, due to different types of control groups, varying
follow-up assessment periods and different sample sizes. For
the meta-analysis, pooled effect sizes were calculated for
depression and grouped into 3 follow-up periods. Neverthel ess,
different sample sizes can lead to overweighting of the larger
Size studies.

Future Research

To gaininsight into requirementsfor future research, limitations
of the presented studies should be considered. First, the 5
included incidence studies were planned with preventive goals
and used standardized clinical interviews for valid diagnosis.
The remaining studies were often planned for other purposes
(eg, improving well-being), and mental disorder symptomswere
gathered by means of self-report questionnaires. Therefore,
additional incidence studies using valid diagnostic instruments
are needed, especidly in light of the ICTRP search results,
which revealed that very few incidence studies are planned in
the near future.

Second, the evidence base is limited to a handful of disorder
groups specifically EDs, depression and anxiety. Research could
expand to the missing subfields, for which Internet-based
prevention could be applicable. It isnoteworthy that one ongoing
trial targets prevention of psychosis[77].
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Third, this is the first exhaustive review on Internet-based
prevention for mental disordersin adults. One could expand the
scope to additional domains and populations, for instance to
relapse prevention in mentally ill persons. Asthere are already
several studies on this topic (eg, [78,79]), a systematic review
would be beneficial to provide an overview of the current state
of research. Another potential field of study could be
Internet-based prevention of mental disorders in children and
adolescents. There is aready one review on this topic [66],
which is limited to depression and anxiety, but could be
expanded to include other mental disorders.

Fourth, most Internet-based interventionsincluded in thisreview
had no additional human support component (ie, unguided).
Although this results in a reduction of initial costs, it is also
accompanied by areduction of effectiveness[80]. To date, there
is no study investigating whether or not this reduced

Sander et al

term, due to (for example) increased health care utilization or
work incapacity days.

Conclusions

Internet-based interventions can be effective in the primary
prevention of mental disorders. The body of research is still
limited to a few mental disorders (EDs, depression, anxiety
disorders). Therefore, further high-quality studies are required,
using standardized clinical interviews and gathering incidence
data in long-term follow-ups. Because of the advantages of
Internet-based interventions such as cost-effectiveness,
availability, and flexibility [16,17], this can be a fruitful area
for research. Content could be adapted for use with other
disorders and populations. Furthermore, interventionsthat have
been found to be effectivein preventing certain mental disorders
can and should be implemented into practice. Health care costs
and personal, social, and financial burdens of the affected and

effectiveness translates into an increase in costs over thelong o ety can consequently be reduced
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Abstract

Background: Cultural adaptation of mental health care interventions is key, particularly when there is little or no therapist
interaction. Thereislittle published information on the methods of adaptation of bibliotherapy and e-mental health interventions.

Objective: To systematically search for evidence of the effectiveness of minimally guided interventions for the treatment of
common mental disorders among culturally diverse people with common mental disorders; to analyze the extent and effects of
cultural adaptation of minimally guided interventions for the treatment of common mental disorders.

Methods: We searched Embase, PubMed, the Cochrane Library, and PsycINFO for randomized controlled trials that tested the
efficacy of minimally guided or self-help interventions for depression or anxiety among culturally diverse populations. We
calculated pooled standardized mean differences using a random-effects model. In addition, we administered a questionnaire to
the authors of primary studies to assess the cultural adaptation methods used in the included primary studies. We entered this
information into a meta-regression to investigate effects of the extent of adaptation on intervention efficacy.

Results: We included eight randomized controlled trials (RCTs) out of the 4911 potentially eligible records identified by the
search: four on e-mental health and four on bibliotherapy. The extent of cultural adaptation varied acrossthe studies, with language
tranglation and use of metaphors being the most frequently applied elements of adaptation. The pooled standardized mean difference
for primary outcome measures of depression and anxiety was -0.81 (95% CI -0.10 to -0.62). Higher cultural adaptation scores
were significantly associated with greater effect sizes (P=.04).

Conclusions: Our results support the results of previous systematic reviews on the cultural adaptation of face-to-faceinterventions:
the extent of cultural adaptation has an effect on intervention efficacy. More research is warranted to explore how cultural
adaptation may contribute to improve the acceptability and effectiveness of minimally guided psychological interventions for
common mental disorders.

(JMIR Ment Health 2016;3(3):e44) doi:10.2196/mental 5776
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Introduction

Globalization of Minimally Guided I nterventions

Thereisan alarming mismatch between the prevalence of mental
disorders and the availability of servicesto meet mental health
needs, particularly in low- and middle-income countries
(LMICs) [1]. The Movement for Global Mental Health [2]
emphasizes increasing the coverage of treatments for mental
disorders worldwide, particularly in countries where the
treatment gap is greatest (ie, in low- and middle-income
countries) [3]. There is a growing interest in how to deliver
psychological interventionsto diverse popul ations, and various
innovative solutions may expand their reach and accessibility
in low- and high-income countries alike.

Evidence shows that minimally guided interventions (ie,
self-help and guided self-help) may be as efficacious as
face-to-face interventions for the treatment of a broad range of
common mental disorders [4], including in routine care [5],
with guided self-help being dlightly superior to complete
self-help [6]. Indeed, the World Health Organization (WHO)
has updated recommendations on the treatment of depression
in low-resource settings to include both face-to-face (eg, high
therapist investment) and self-help interventions [7].

Bibliotherapy (ie, therapeutic books) and e-mental health are
established means of providing minimally guided psychological
interventions requiring one hour or less of face-to-face support
time or up to 90 minutes total telephone or email support [8].
They may also appeal to peoplewho are concerned about stigma
associated with accessing mental health services. However,
evidence on their efficacy is currently limited to high-income
countries (HICs) and in culturally homogenous groups [9,10].
A recent systematic review found only three studies on e-mental
health interventions in LMICs [11]. Nevertheless, these types
of interventions may be viable solutions to narrow the mental
health treatment gap in LM1Cs[12,13], where two-thirds of the
3.2 billion people using the Internet live[14], and whereliteracy
ratesarerapidly rising—currently estimated at 85% of theworld
population [15]. Animportant considerationisthat in areaswith
restricted resources and as a means of increasing coverage of
minimally guided interventions, the guidance may be given by
atrained layperson, such asafamily carer [16] or acommunity
volunteer.

Cultural Adaptation

Intervention developers and care providers should ensure that
treatments are suited to the culture of the intended users, both
for moral reasons and for technical, efficacy-related reasons
[16]. Cultural adaptation is defined as “the systematic
modification of an evidence-based trestment or intervention
protocol to consider language, culture, and context in such a
way that it is compatible with the client’s cultural patterns,
meanings, and values’ [17]. Cultural adaptation to the needs
and expectations of intended usersis likely very important for
minimally guided interventions because there is little or no
therapist interaction to carry the dimension of culture into the
intervention.

http://mental .jmir.org/2016/3/e44/
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The Bernal and Saez-Santiago framework was proposed in 1995
asaframework for planning and conducting interventions with
culturally and linguistically diverse (CALD) clients[18,19]. It
has eight elements of adaptation: (1) language, (2) person
(client) attributes, (3) metaphors, (4) content, (5) concepts, (6)
gods, (7) methods, and (8) context of the intervention or
services[19].

Evidence suggeststhat culturally adapted interventions may be
more efficacious than interventions that have not been adapted
[20], and that effectiveness increases with the number of
implemented adaptation elements, according to the Bernal and
Sdez-Santiago framework [21,22]. Evidence from systematic
reviews show that the extent to which face-to-face interventions
are culturally adapted varies considerably [23,24]. However,
little is known about the methods and potential benefits of
cultural adaptation of minimally guided interventions designed
to improve the menta health and well-being of CALD
populations.

The aim of this paper was to understand the extent and effects
of cultural adaptation of minimally guided interventionsfor the
trestment of common mental disorders. We conducted a
systematic review and meta-analysis of experimental studies of
minimally guided interventions for the treatment of common
mental disorders—depression, anxiety, and adjustment
disorders—conducted with culturally diverse populations. We
also tested whether the characteristics and extent of cultural
adaptation of the minimally guided interventions under study
were associated with the combined effect estimates.

Methods

The methods and procedures used to conduct the systematic
review and meta-analysis are reported in accordance with the
Preferred Reporting Items for Systematic Reviews and
Meta-Analyses (PRISMA) statement [25].

Systematic Search

We designed our search strategy by combining relevant
acronyms and synonyms that captured the population,
intervention, comparator, and outcomes (PICO) elements, and
the study design consistent with our study aim. Professional
librarians from the University of Geneva and the University of
Zurich assisted in testing and refining the search strategy, which
was written for PubMed and adapted to Embase, the Cochrane
Library, and PsycINFO.

We conducted adatabase search of Embase, PubMed, Cochrane
Library, and PsycINFO. Four search concepts were combined
in order to capture relevant literature: mode of delivery (eg,
mobile phone, multimedia, and Web based), intervention
program (eg, self-help, minimally guided, and Internet cognitive
behavioral therapy [ICBT]), common mental disorders (eg,
depression, anxiety, stress, and trauma), and cultural diversity.
In order to identify culturaly diverse populations, we took a
proxy of LMICs classified according to the World Bank [26],
using their names and population adjectives with additional
high-income country and popul ation names that we considered
to be culturaly divergent from North America, Europe, and
Australia (eg, Saudi Arabia).
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Searches were limited to experimental reports found in journal
articles published between January 1995 and July 2015. Limits
for humans were flexibly applied in the electronic searchesin
PubMed and PsycINFO, though unindexed articles were
captured by removing the humans filter from 2013 onwards.
Details of the search strategy can be found in Multimedia
Appendix 1.

In addition, we hand searched citations of eligible articles, and
forward citation of protocol articlesfound in the search, in order
to identify additional relevant published studies. Finaly, at the
third conference of the European Society for Research on

Textbox 1. Inclusion criteriafor articles.

Harper Shehadeh et al

Internet Interventionsin Poland in September 2015, where we
presented preliminary review results, we asked the audience of
experts in e-mental health interventions to inform us if they
were aware of any articles that we may have missed. All
citations were managed using EndNote X7 (Thomson Reuters)
and references and abstracts were exported into Microsoft Excel
for easy title and abstract screening.

Study Selection

The inclusion criteria applied to articles to be included in this
study are shown in Textbox 1.

Population:

irrespective of the clinical measure used

Intervention:

total telephone or email support [8], regardless of delivery mode

Comparator:

Outcome:

o Postintervention measures of symptoms of mental illness

Study design:

«  Randomized or nonrandomized experimental studies

« More than 75% of participants above a clinical cutoff for symptoms of unipolar depression or anxiety including trauma-related disorders,

«  Peopleculturally and linguistically different to those for which the intervention was originally designed

« A minimally-guided or unguided self-help program; one hour or less of face-to-face health worker or trained layperson time or up to 90 minutes

«  Structured and active therapeutic modality (ie, the intervention has clear theoretical underpinnings or an evidence base)

«  Mustinclude methodology used (ie, an observational or controlled study, process report, or a protocol)

« Any control condition, including placebo, treatment/care as usual, waitlist control, or active treatment comparison

Textbox 2. Exclusion criteriafor articles.

« Intervention(s) as an adjunct to traditional face-to-face therapy

« Deélivered in an inpatient setting

«  Training materials for health workers

«  Prevention programs for mental disorders

« Intervention designed for the culturally and linguistically diverse (CALD) population, therefore not adapted

The exclusion criteria applied to articles to be excluded from
this study are shown in Textbox 2.

Two researchers (EH and MHS) independently screened titles
and abstracts according to the inclusion and exclusion criteria,
which were then applied to the full texts of the eligible
publications. All disagreements were discussed and resolved.
Where it did not become clear from the full text, we wrote to
investigators to verify the eligibility of the primary study,
focusing in particular on whether theintervention was minimally
guided and adapted for, not developed for, culturaly and
linguistically diverse populations.

http://mental .jmir.org/2016/3/e44/

Data Extraction and Additional Data Collection

Two researchers (EH and MHS) designed and piloted a data
extraction tool by considering all study characteristics related
to the research question considering the PICO elements.

Consistent with the Cochrane Collaboration approach and the
methods used in a recent review of cultural adaptations of
traditional psychological interventions [24], we developed a
structured checklist to critically appraise the methodol ogical
quality of the included studies considering the following four
criteriaz method of randomization, allocation concealment,
blinding of outcome assessment, and attrition bias [24]. Two
researchers (EH and MHS) independently applied the checklist
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to each of the included primary studies and a third researcher
(EA) was called upon in cases of discordance of opinion.

In order to find out more about cultural adaptation methods
used by researchers, we devel oped a short online questionnaire
based on the framework by Bernal and Saez-Santiago [19] (see
Multimedia Appendix 2) and asked the authors of the included
studies to complete it. Based on the information from the
full-text articles and the questionnaires received, we assigned
each study a score according to the number of Bernal and
Saez-Santiago framework adaptation elementsthat were applied.

Data Analysis

We retained only the outcome measure designed asthe primary
endpoint in each study. We entered the number of participants,
postintervention means and standard deviations, and the number
of adaptation pointsinto Stata 13 (StataCorp LP) [27]. Thenwe
stratified the analyses by the adaptation score and conducted a
meta-analysis using a random-effect method to calculate the
pooled effect size based on the combination of the standardized
mean differences of primary studies, and formally assessed and
quantified heterogeneity using Higgins 1% [28]. We then
examined whether the extent of cultural adaptation explained
the heterogeneity across studies using an unadjusted
random-effects meta-regression model.

In a sensitivity analysis, we tested the robustness of using
primary outcomes dataonly for our main analysis by rerunning
the meta-analysis separating depression and anxiety data,
irrespective of whether measures were used as primary or
secondary endpoints. We then compared the |2 values and 95%
Cls between models to gain insight into the potential
contribution of the primary versus secondary outcome to the
heterogeneity observed in the stratified analyses.

Results

Systematic Search and Study Selection

We identified 4911 records, and excluded 1125 duplicates and
3585 citations on the basis of their titles and abstracts, which

http://mental .jmir.org/2016/3/e44/
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left 101 publicationsthat were taken forward for full-text review.
Of these, 11 were conference abstracts only, leaving 90 full
texts to screen. Two articles were in Korean, so a
Korean-speaking acquaintance of the research team was given
guidance as to how to screen the articles, neither of which met
inclusion criteria[29,30].

Reasonsfor exclusion are reported in Figure 1. Briefly, severa
articles did not meet various inclusion criteria, examples of
which follow: they were not interventions designed in the West
and adapted for aCALD population, but instead were designed
specifically for the population [31-33]; the participants were
not considered a CALD population [34-36]; the interventions
were not self-help according to our standard definition above
[37-39]; and/or no common mental disorder outcome measure
was reported [40-42].

A total of 12 articles were retrieved (see PRISMA diagram in
Figure 1); eight were randomized controlled trials (RCTs), two
were protocols for included RCTs [43,44], and one was a
protocol for an RCT whose results have not yet been published
[45]. One additional article [46] utilized one of the datasets
already included [47] (ie, urban sample). One of the included
RCTs[47] had two different study sites—urban and rural—with
different methodologies; therefore, we treated these as two
different datasets. Four studies investigated the effect of
bibliotherapy [47-50], and the remaining four were of e-mental
health interventions [51-54].

One additional unpublished dataset was identified from key
informants at the European Society for Research on Internet
Interventions (ESRII) conference, but this was excluded. Upon
contacting the author, there was insufficient information to
determinewhether theintervention wasdesigned for the CALD
population and, therefore, whether the study met our inclusion
criteria. Characteristics of the studies are presented in Table 1.
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Figure 1. Preferred Reporting Items for Systematic Reviews and Meta-Analyses (PRISMA) diagram with systematic search and selection process.

RCT: randomized controlled trial.

Records identified through
searching
(n=4911)

Duplicates

PubMed (n=2832)
PsycINFO (n=993)
Embase (n=649)
Cochrane (n=437)

Records screened for
Title / Abstract

(n=1225)

Records excluded

(n=3886)

(n=3764)

Full-text articles excluded

There were eight RCTS, including nine datasets for analysis.
The cultural backgrounds of the participants included in the
studies were Chinese, Romanian, Pakistani, Japanese, and
Turkish. Most of the interventions had a cognitive behavioral
approach [48,50-52]; however, one study used aproblem solving
approach [44], one study with two datasets used a social
cognitive theory approach [47], and one study used acceptance
and commitment therapy [53]. The duration of interventions
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RenderX

(n=92)

Reasons:

¥l m;{fgﬁ;f;m for * conference paper or
(n=104) abstract only (n=10)

* not adapted and/or not
self-help and/or no
mental health measure
(n=82)

Protocols for RCTs
Studies included (n=3)
(n=12) Data duplication
(0=1)
Final sample
(n=8)

ranged from 4 to 12 weeks and only two out of eight
interventions were completely self-help (ie, no guidance from
ahealthworker) [53]. The number of Bernal and Saez-Santiago
framework adaptation points carried out ranged from 0to 7, out
of apossible 8. Two interventions, acrossthree datasets, focused
primarily on anxiety symptoms, and six on depressive
symptomatology, with arange of outcome measuresto quantify
effects.
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Table 1. Characteristics of RCT® studies retrieved.
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Study Randomized, capP Delivery Therapy Length Guidance Adapt.° Primary outcome mea-
n group approach  (weeks) points sure
(analyzed, n)
Choi et 63 (51) Chinese  gmpd  cBT® 8 MG' 7 (C)BDI 119 depression
2012 [48]
Liueta 52 (40) Chinese Biblio.h CBT 4 MG 0 (C)BDI |1 depression
2009 [51]
Moldovanetal 2013 96 (84) Romanian  Biblio. CBT 45 MG 0 BDI II! depression
[52]
Muto et a 70 (42) Japanese Biblio. ACT! 8 sHK 5 GHQ' depression
2011 [53]
Naeemeta 2014 192 (183) Pakistani  Biblio. CBT 12 MG 5 HADS-D™ depression
[54]
Tulbureet a 2015 76 (68) Romanian eMH CBT 9 MG 5 LSASSR" anxiety
[50]
Unlii Inceet a 2013 96 (56) Turkish eMH p<P 5 MG 5 CES-DP depression
[49]
Wang et al 103 (61) Chinese eMH scTd 45 SH 3 PDS
2013 [47] anxiety
(urban)
Wang et a 94 (90) Chinese eMH SCT 45 SH 3 PDS
2013 [47] anxiety

(rura)

8RCT: randomized controlled trial.

bCALD: culturally and linguistically diverse.

Cadapt: adaptation.

de-MH: e-mental heslth.

€CBT: cognitive behavioral therapy.

*MG: minimally guided.

9(C)BDI I1: (Chinese) Beck Depression Inventory |1.
Ppiblio.: bibliotherapy.

'BDI II: Beck Depression Inventory I1.

IaCT: acceptance and commitment therapy.

KSH: salf-help.

IGHQ: General Health Questionnaire.

MHADS-D: Hospital Anxiety and Depression Scale.

M SASSR: Liebowitz Social Anxiety Scale Self Report.
°PS: problem solving.

PCES-D: Center for Epidemiological Studies Depression Scale.
9SCT: social cognitive theory.

'PDS: Patient Distress Scale.

Data Extraction and Additional Data Collection

We determined the overall risk of bias of the included studies
to be moderate. The main issue that introduced potential bias
into studies was the outcome measures being subjective
self-report measures, coupled with the fact that participants
could not be blinded. Details on risk of bias assessment are
reported in Multimedia Appendix 3.

The cultural adaptation methods used were only minimally
reported in the primary publications. Six researchers responded

http://mental .jmir.org/2016/3/e44/

RenderX

to the questionnaire that we sent. Using questionnaire responses,
where provided, and the full texts of the RCTs plus any
protocols or related previously published studies, we assigned
each RCT an adaptation score according to the number of Bernal
and Sdez-Santiago framework adaptation elements that we
deemed were applied (see Figure 2). In some cases, researchers
had considered an el ement of adaptation but chosen not to carry
out that adaptation having not identified a need for it. These
were coded as affirmative responses; examples of affirmative
questionnaire responses can be found in Multimedia Appendix
4,
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All but two researchers indicated that they had translated their
interventions into the language of the target group. Seven
researchers—five in e-mental health interventions—reported
the use of adapted metaphors, using symbols, concepts, idioms,
and sayings from the target culture. Local values and traditions
in order to carry the content of theintervention were considered
by five researchers—four in e-mental health interventions.
Theoretical concepts and constructs were considered by four
e-mental health researchers and one bibliotherapy researcher.
No researcher reported having considered treatment goals in
the adaptation of their intervention. The delivery method of the

Figure 2. Adaptation score assigned to the selected studies.
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intervention (eg, making particular allowances or breaking
strategiesinto smaller tasks) was mentioned in the questionnaire
response of three researchers—two emental health
interventions. The socioeconomic and political context of the
intervention was considered by five researchers—two e-mental
health interventions—yet most researchers who responded to
the qualitative el ement of this question mentioned that e-mental
health or bibliotherapy in itself was used in response to the
socioeconomic and cultural environment (eg, stigmaand access
to services).

Context [ I
Delivery [ | | BE-mental health
Treatment goals | |
g
£, Local conceptualisations _ [
ﬁ OBibliotherapy
Content ]| |
Metaphors [ |
O None /No
Relationship _ [ | information found
Transloion [ |
0 1 2 3 4 5 6 7 8 9
Number of adaptation points
. 1-point increase in the adaptation score was significantl
Data Analysis P P g y

The random-effects meta-analysis (see Figure 3) on the primary
outcome measures included nine datasets with a total of 684
participants. We stratified the data by descending assigned
cultural adaptation points.

Overdl, the minimaly guided and self-help interventions
significantly improved depression and anxiety symptomatol ogy;
the pooled standardized mean difference (SMD) from primary
outcome measures was -0.81 (95% CI -0.10 to -0.62), with

low-to-moderate between-studies heterogeneity (1=28.9%).

The meta-regression (see Figure 4) showed that the adaptation
scores significantly explained the pooled SMD. Specificaly, a
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associated with an increase in effect size of 0.117 (P=.04), or
a14% rise in pooled efficacy.

To test the robustness of our main model, which focused on the
primary outcome measures, we carried out two separate
meta-analyses for each outcome (ie, depressive or anxiety
symptoms), irrespective of what the intervention was primarily
designed for. Our results were largely unchanged, but the
heterogeneity acrossthe studieswas greater (SMD=-0.65[95%

Cl -0.92 t0-0.38], 1°=62.2% for anxiety and SMD=-0.58 [95%

Cl -0.93 to -0.24], 1°=75.4% for depression), thus confirming
our use of primary measures only in the analysis.

JMIR Ment Health 2016 | vol. 3 |iss. 3 [e44 | p.101
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

Harper Shehadeh et al

Figure 3. Random-effects meta-analysis of primary outcome measures in order of the study adaptation score. SMD: standardized mean difference.
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Figure 4. Meta-regression of the standardized mean difference and adaptation score.
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Discussion

Principal Findings

Culturally adapted self-help or minimally guided bibliotherapy
and e-mental health interventions moderately, but significantly,
reduced depressive and anxious symptomatol ogy in populations
culturally and linguistically distinct from those for which the
interventions had been originally designed. More extensive
cultural adaptation of the interventions under study was
significantly associated with larger effect sizes; however, details
of the cultural adaptation methodologies applied were largely
underreported.

Researchers should be encouraged to report in detail their
adaptation methods to enable readers to appraise both internal
and external validity of the study findings, and to inform the
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implementation of minimally guided interventions and their
scalability beyond the research context.

Our results have both public health and clinical relevance,
particularly to program managers and health workers who aim
to use minimally guided interventions among CALD clients.
Decision makers should consider the implications of cultural
adaptation on the expected efficacy of interventions before use
and, if feasible, plan the required resources and time investments
accordingly. A 14% risein efficacy per adaptation point increase
should be weighed against the costs of adapting intervention
content, considering the anticipated coverage of theintervention.
Adaptation could also positively affect attrition rates, which
can be high in self-help interventions.

Our results suggest that the effect of minimally guided
interventions used in CALD populations was significantly
influenced by cultural adaptation. We were unable to review
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the specifics of qualitative methodologies involved, but
depending on resources, adaptation could resemble a single
focus group of community members, or a costly and extensive
multi-stakeholder consultation program. Precise information
on the methods used is important to allow, on the one hand, a
comprehensive adaptation to other settings and contexts and,
on the other hand, the preservation of the original intervention’s
core therapeutic techniques and components to maximize the
fidelity to the original intervention.

The Bernal and Saez-Santiago framework was extremely useful
but difficult to operationalize. Further research is needed to
develop, pilot, and test an adaptation protocol for minimally
guided interventions that would favor the utility and efficiency
of the original framework’s use in cross-cultural psychology
and psychiatry. Such an adaptation protocol should strive to
include the target community in qualitative research and
discussions on adaptation of materials.

Limitations

Our study haslimitations. First, wefocused on selected countries
that we arbitrarily considered to be culturally distinct. However,
this choice was extensively discussed to include geographically
diverse LMICs and high-income countries culturally diverse
from North America, Australia, and Western Europe, wherethe
majority of minimally guided interventions are developed and
tested. We did not consider potential cultural differences
between Western countries (eg, an intervention designed in the
United States and used in Norway), and we did not focus on
indigenous populations as culturally diverse, and underserved,
groups.

Second, and briefly mentioned above, although the meta-analysis
showed low heterogeneity acrossthe studies, the meta-regression
used to formally explore this further was based on only nine
datasetsfor atotal of 684 participants. The Cochrane handbook
suggestsaminimum of 10 studiesto run ameta-regression [55],
so these findings should be considered with caution. Further,
because half of the studies (n=5) included completers only in
their analyses, the reported effect sizes might have been inflated,
and an overestimation of the true effect in our meta-analysis
cannot be excluded [56]. In addition, the marked differencesin
intervention duration and in follow-up times between studies
may further limit comparability. In the meta-regression, we
focused only on the number of Bernal adaptation elements. This
was coherent with our main scope and was statistically
appropriate (see above). However, other study design
characteristics could also explain the between-studies
heterogeneity and, at least to some extent, they might even
confound or modify the observed effect of cultural adaptation.

Third, using the Bernal and Saez-Santiago framework carries
itsown limitations. It was devel oped over 20 yearsago in North
America in relation to transcultural issues of working with
Latino communities. In addition, it was informed by a
theory-driven and anecdotal approach, as opposed to being
informed by community-based explorative and qualitative data.
We used the Bernal and Saez-Santiago framework because it
had been used to categorize adaptations made in previous
systematic reviews [22-24]. The number of elements of the
Bernal and Saez-Santiago framework carried out in each study

http://mental .jmir.org/2016/3/e44/

Harper Shehadeh et al

was based on a subjective assessment of the information from
full texts and the qualitative information provided in the
guestionnaires. Though authors agreed that they had carried out
most adaptation elements, the review researchersindependently
tended to assign lower completion rates. This coding remained
subjective on both the authors and the primary study
researchers’ part, mainly because Bernal concepts are rather
abstract and can sometimes overlap. Also, if researchers stated
that they had considered an element but chosen not to carry it
out, we coded thisas an affirmative answer. A further limitation
of the adaptation coding stemmed from the fact that the Bernal
and Sdez-Santiago framework was developed for face-to-face
treatments. We chose to use the framework in its original state.
Some of the categories (ie, treatment goals or therapeutic
relationship) are likely less or modestly relevant for minimally
guided interventions.

Comparison With Prior Work

Our results are consistent with evidence from previous
systematic reviews on the cultural adaptation of face-to-face
interventionsfor common mental disorders[21-24], particularly
that completing more elements of adaptation is associated with
a higher effect size [22]. Indeed, the effect size of the most
comprehensively adapted, Chinese version of the Sadness
intervention [48] was similar, if not slightly higher, compared
toitsoriginal Australian version [57]—within-groups Cohen’s
d for reduction in Beck Depression Inventory score was 1.41
in the Chinese adapted intervention and 1.27 in the original
Australian version.

Further comparisons with previous findings are less
straightforward. Statistical power was limited by the total
number of studies included (see below), which were not
sufficient to conduct advanced, multivariable, meta-regression
models to test which, if any, of the Bernal adaptation elements
might have contributed the most to the observed between-studies
heterogeneity. Similarly, we were not able to consider other
plausibly relevant covariatesin our models, such astherapeutic
modality, level of health worker support, length of delivery,
and level of engagement or medium. Evidence on the impact
of cultural adaptation is scant, but previous studies found that
therapeutic goals, metaphors and symbols [22], and
conceptualizations (ie, explanatory models) [21] may
significantly account for variance in effect sizes of the
interventions under study. These previous findings seem
plausible because, although little is known about specific
components that determine the effectiveness of a self-help
program [9], providing userswith an explanatory model of their
distress using meaningful terms and symbols may constitute a
critical prerequisite of minimally guided interventions.

Conclusions

In conclusion, our results support the careful application of
cultural adaptation of minimally guided and self-help
interventions, whether provided viabibliotherapy or the Internet,
beforetheir usein diverse settings and popul ations. Thislargely
applies to the globalization of mental health services and
psychological interventions, for which cultural adaptation is
key. Further, there is also amoral case to test and demonstrate
the appropriateness, acceptability, and harmlessness of
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interventions up front. Cultural adaptationisexplicitly intended designed. Therefore, these findings may be particularly relevant
to render interventions meaningful and helpful to groups that  to program managers and treatment providers in non-Western
areculturally diversefromthosefor which theinterventionwas  settings.
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Abstract

Background: Withrising availability and use of I nternet and mobile technology in society, the demand and need for itsintegration
into health care is growing. Despite great potential within mental health care and growing uptake, there is still little evidence to
guide how these tools should be integrated into traditional care, and for whom.

Objective: To examine factors that might inform how e-communication should be implemented in our local outpatient mental
health program, including barriersto traditional office-based care, patient preferences, and patient concerns.

Methods: We conducted a survey in the waiting room of our outpatient mental health program located in an urban, academic
ambulatory hospital. The survey assessed (1) age, mobile phone ownership, and general e-communication usage, (2) barriersto
attending office-based appointments, (3) preferencesfor, and interest in, e-communication for mental health care, and (4) concerns
about e-communication use for mental health care. We analyzed the data descriptively and examined associations between the
presence of barriers, identifying as a social media user, and interest level in e-communication.

Results: Respondents (N=68) were predominantly in the age range of 25-54 years. The rate of mobile phone ownership was
91% (62/68), and 59% (40/68) of respondentsidentified as social mediausers. Therewas very low existing use of e-communication
between providers and patients, with high levels of interest endorsed by survey respondents. Respondents expressed an interest
in using e-communication with their provider to share updates and get feedback, coordinate care, and get general information.
In regression analysis, both a barrier to care and identifying as a social media user were significantly associated with
e-communication interest (P=.03 and P=.003, respectively). E-communication interest was highest among people who both had
abarrier to office-based care and were a social media user. Despite high interest, there were also many concernsincluding privacy
and loss of in-person contact.

Conclusions: A high burden of barriersto attending office-based care paired with a high interest in e-communication supports
the integration of e-communication within our outpatient services. There may be early adopters to target: those with identified
barriers to office-based care and who are active on social media. There is aso a need for caution and preservation of existing
services for those who choose not to, or cannot, access e-services.

(JMIR Ment Health 2016;3(3):€35) doi:10.2196/mental.6068
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Introduction

As widespread usage and demand for Internet and mobile
technologies grows, aparallel impetusto integrate and shift the
traditional modes of health care delivery is emerging.
Telemedicine, a long-standing and highly adopted form of
remote e-communication in mental health care, has been rated
by patients as highly convenient versusin-person consultations
[1]. Morerecently, synchronous videoconferenced care has been
extended to be available on personal devices through existing
or custom platforms[2,3]. Similarly, software appsinstalled on
mobile phones and other portable devices are being created to
assist patients in assessing and monitoring their symptoms or
are used astherapeutic toolsallowing cliniciansto communicate
with their patients directly [2]. With agrowing number of apps
emerging, the use of such mobile technology for mental health
careison therise. In 2011, of the 9000 consumer health apps
that were available, 6% related to mental health, 11% to stress
management, 4% to sleep, and 2% to smoking cessation [4]. It
is estimated that by 2017, half of the 3.4 billion mobile phone
or tablet users across the world will be using some type of
mental health care app on their devices [4]. These and other
eHealth interventions have the potential to overcome many of
the attitudinal and structural barriers associated with accessing
mental health care [5], and provide increased convenience for
the patient, connect hard-to-reach individuals, reduce stigma,
reduce health system costs, and bridge gaps in care provision
[2]. The adoption of e-communication tools, which we are
defining as online, Internet, or mobile phone-based tools that
allow communication between patient and provider, in mental
health care is contingent upon effectiveness and the comfort
level of patients and providers.

Even among individuals with serious mental illness, mobile
phone ownership is 80% or higher [6-9] and thereisinterest in
using mobile apps and e-communication to receive mental health
care and monitor symptoms [7,9,10]. The literature suggests
that email communication [11,12] and mobile apps[13,14] can
be used safely and effectively with a range of mental health
patient groups. Of note, younger age groups express moredesire
and willingness to use technology and may respond to
e-communication platforms differently [7]. Furthermore, there
are arange of mental health-related services that people may
be hoping to access, ranging from information on medication
and side effectsto remindersfor appointments via short message
service (SMS) text messaging [3]. The accessibility of
e-communication tools for patients, such as having an Internet
connection; having acomputer, tablet, or mobile phone; having
asafeand private place to work; and having adequate experience
with using e-communication platforms, are all factorsto consider

http://mental .jmir.org/2016/3/e35/
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when measuring the appropriateness of mental health therapy
integration and technology [3].

Although the potential for e-communication in mental health
servicesisundeniable, it is not entirely without risks, and there
has been little formal evaluation of menta health
e-communication [3,13]. As aresult, it is still unclear exactly
how e-communication should beimplemented and incorporated
into mental health care, and for whom. In this study, we sought
to examine factors that might inform how e-communication
should be implemented in our local outpatient mental health
program. We conducted a survey to examine barriers to
traditional office-based care, along with patient preferencesand
concerns about the use of e-communication toolsin their mental
health care.

Methods

Study Design and Setting

This study was conducted in the Women's College Hospital
Mental Health Program (WMHP), located in downtown
urban Toronto, Canada's largest city. The WMHP provides
ambulatory psychiatric consultation and multi-disciplinary
treatment in four areas. general psychiatry, mental health in
medicine, reproductive life stages, and trauma therapy. The
WMHP serves patients of all genders, however, dueto the nature
of its services, the gender distribution is biased toward women,
who comprise about 70-80% of the patient population. The
program does not have a catchment and patients are referred
from primary care and specialist providers across a wide
geographical radius.

A survey was availablein hard copy and as a Web-based survey,
hosted by the online survey development cloud-based company,
SurveyMonkey. Postcards (see Figure 1) with the survey
information and Web address were displayed throughout the
waiting room of the WMHP. A free Wi-Fi network is available
throughout the hospital. The receptionist also alerted patients
to the survey and distributed a hard copy to willing individuals.
Patients were free to take the postcards home to complete the
survey at a later time. All hard-copy surveys were manualy
entered into the Web survey and cross-checked for accuracy.
Survey participation was entirely voluntary and anonymous,
and no personal information was collected. The Web and
hard-copy surveys provided adescription of the study and details
of how datawould be used prior to participants completing the
questionnaire and, as such, consent was implied with survey
completion. The survey wasopen for 3 months between August
and December of 2015. Ethical approval for the study was
obtained from Women’'s College Hospital Ethics Assessment
Process for Quality Improvement Projects.
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Figure 1. eHealth survey postcard. WCH: Women's College Hospital.
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Help Improve Care at WCH

We value your feedback!

At WCH, we strive to be leaders in healthcare innovation. We
want to increase the use of e-technology in the mental health
program and would like to know your preferences and concerns.

Use your smart phone or laptop while you wait to complete
a quick survey!

https://www.surveymonkey.com/s/LPFFXN2

= . Wireless Network: WC_Guest
Wifi Password: WomensCollege

***You can also take this card and complete the survey at a later time or request a paper copy at reception®**

—

Survey Design

The survey was composed of eight items, including both
guantitative and qualitative questions in the following topic
areas. (1) age, mobile phone ownership, and general
e-technology usage (3 items), (2) barriers to attending
office-based appointments (1 item); (3) preferences for, and
interest in, e-technology for mental health care (2 items), and
(4) concerns about e-technology use for mental health care (2
items). We assessed interest and concerns surrounding email
and SMS text or Internet messaging; online Web-based
assessment tools; mobile phone symptom monitoring apps;
health care social networks that may be open to other health
care providers, such asfamily physicians; and personal computer
videoconferencing. We asked, in an open-ended question, what
respondentswoul d use e-communi cation to communi cate about.
The Web survey had one question per page and participants
were allowed to review and change their answers throughout
the survey. All questions were optional and participation was
restricted to one submission per | P address. Prior to the survey
launch, asmall number of representativeindividuals completed
the survey to ensure usability testing.

Data Analysis

All survey responses were exported from SurveyMonkey as an
Excdl file, cleaned, and imported into SPSS version 23 (IBM
Corp) for further analysis. We descriptively analyzed all
guantitative survey items. We examined the datafor associations
between the presence of barriersto attending appointments and
interest in e-communication, aswell as use of social mediaand
interest in e-communication using chi-square statistics. We
created a summary e-communication interest score, calculated
as thesum of responses to questions about the
six e-communication tools included in the survey. For the
calculation of this score, 2 survey respondents were eliminated
because they did not provide a response for any of the
e-communication tools questions. If arespondent answered in
part, but had a missing response for any item, the score for that

http://mental .jmir.org/2016/3/e35/

RenderX

item was set to 1 (not interested). We created a composite
motivation variable to represent what we termed the level of
motivation to use e-communication. This variable was the
interaction between willingness to use based on existing use of
social media, and need to use based on the presence of barriers
to office-based care. For this variable, we categorized
respondents into one of four groups: no barrier, not a social
media user; no barrier, social media user; barrier, not a socia
media user; and barrier, social media user. We compared
e-communication interest scores between these groups with
the Kruskal-Wallis nonparametric mean rank test, adjusted for
multiple comparisons. We also conducted a linear regression
with e-communication interest score as the outcome, and age,
barrier, and social media use as predictors. Open-ended
qualitative survey questions were content analyzed and
responses tabul ated into thematic categories.

Results

Participants

A tota of 68 patients completed the survey. Of the 68
respondents, 59 respondents (87%) completed the survey on
paper in the waiting room, 3 respondents (4%) completed it in
the waiting room on a portable electronic device (eg, tablet or
mobile phone), and 5 respondents (7%) completed it at home
on aportable device or desktop computer. Table 1 summarizes
the demographics, general e-technology use, and barriers to
care among respondents. The mgjority of respondents (51/68,
75%) were between the ages of 25 and 44 years; 91% (62/68)
reported owning a mobile phone. A high percentage of
respondents reported regularly using SM S text messaging and
email, and 59% (40/68) identified as social media users. Just
over half (36/68, 53%) identified at |east one barrier to attending
office-based services, most commonly related to pregnancy,
caregiving, work, or distance lived from the hospital. Two or
more barriers were reported by 19% (13/68) of respondents.
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Preferences Regar ding E-Communication

Overal, therewasvery low existing use of any e-communication
between survey respondents and their mental health care
providers (see Figure 2). The magjority of respondents (52/60,
87%) reported being interested or very interested in using email.
Excluding nonresponders on the individual items, more than
60% were interested or very interested in each of SMS text or
instant messaging (43/58, 74%), online assessment tools (45/54,
83%), symptom monitoring apps (35/56, 62%), and personal
computer videoconferencing (38/58, 66%). Only 44% (25/56)
of respondents were equally interested in health care social
networks. Compared to respondents with no identified barrier

Rai et a

to office-based care, those with at least one were significantly
more likely to be interested in online assessment tools (28/30,
93% at least one barrier vs 17/24, 71% no barrier; P=.03),
ahealth care social network (18/32, 56% at least one barrier vs
7124, 29% no barrier; P=.04), and videoconferencing (26/34,
76% at least one barrier vs 12/24, 50% no barrier; P=.04).
Similarly, compared to those who did not, those who identified
asasocia mediauser were morelikely to beinterestedin online
assessment tools (31/33, 94% social mediauser vs 14/21, 67%
not asocial media user; P=.01) and health care social networks
(21/35, 60% social media user vs 4/21, 19% not asocial media
user; P=.003).

Table 1. Demographics, e-communication usage, and barriers to office-based care.

Variable n (%)
Agein years (N=67)
Under 25 4 (6)
25-34 32 (47)
35-44 19 (28)
45-54 7(10)
55-64 5(7)
65+ 1(1)
Owns a mobile phone (N=68)
Yes 61 (91)
General e-communication use (N=68)
Email 67 (99)
SMS? text or instant messaging 57(85)
Social media user® 40 (59)
Barriersto care (N=68)°
None 36 (53)
Pregnancy and/or child care 20 (29)
Work related 11(16)
Live too far from hospita 9(13)
Medical problems 5(7)
Travel related® 5(7)

8SMS: short message service.
bFacebook, Twitter, LinkedIn, or other social media site.
“Respondents may have endorsed more than one barrier.

9includes bei ng unwilling/unable to take time off work to come into the office, or workplace being too far from the hospital to do so.

€Includesinability to get transportation and/or unwilling to pay for parking.

Analysis of open-ended responses to the question regarding
what participants would use e-communication for yielded the
following three categories: (1) sharing and feedback, (2) care
coordination, and (3) general information. Sharing and feedback
captured the desire to share updates on progress with the
provider, receive resources such as therapy homework or
educational materials, and seek advice, particularly asit related
to symptom management and medications. Care coordination
related primarily to appointment management, but also to lab

http://mental .jmir.org/2016/3/e35/

requisition and referrals, and information about programming.
Three respondents stated they would like to use
e-communication for general information with no further
clarification asto what that would involve.

Respondents who identified asasocia mediauser and who had
an identified barrier had the highest mean e-communication
interest score (see Figure 3), with a significant difference in
mean ranks between groups (P=.004). Thebarrier, social media
user group had a mean rank significantly higher than the no
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barrier, not a social media user group (P=.002, adjusted for

multiple comparisons) with no significant differences between
other groups. The regression model was significant (F; 5,=5.54,

P=.002, R>=.21). Both an identified barrier and being a social

Figure 2. Interest in e-communication for menta health care.
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media user were significantly associated with higher
e-communication interest scores (B=1.81, 95% Cl 0.23-3.40,
P=.03; and B=2.51, 95% CI 0.90-4.12, P=.003, respectively),
each accounting for about half of the explained variance in the
outcome.

Healthcare social Personal Computer
network Videoconferancing

mInterested but | would like to know more
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Figure 3. E-communication interest scores across motivation categories. ** P=.002 (adjusted for multiple comparisons).
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Concerns Regar ding E-Communication

Regarding concerns about e-communication, 41 out of 68
respondents (60%) endorsed at least one (see Table 2). A
concern about privacy was most commonly reported, followed
by already being inundated with e-communication in their lives,
and concerns over not having accessto the servicesthey prefer.
Concerns over loss of face-to-face contact was expressed as an
other concern by 4 out of 68 respondents (6%6). Few respondents
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Mo barrier, social Barrier, nota social
media user media user
(n="16) (n=13)

did not have access to the Internet or a mobile phone.
Interestingly, socia media users represented more of the
concerns related to privacy (21/32, 66% of privacy
concerns). The range of open-ended comments expressed by
respondents at the end of the survey varied from a very eager
stanceto using e-communication tools asaway to connect with
their mental health provider, while others reported major
concerns about privacy or loss of in-person contact with their
provider.
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Table 2. Concerns surrounding e-communication use for mental health care (N=68).
Variable n (%)
Privacy 32(47)
No access to the Internet 2(3)
No mobile phone 3(4)
Not interested in signing up for more e-services 4(6)
| already get too many emails and/or SMS? text messages 8(12)
If | don’t use the e-communication, | won't get the same access to services 4 (6)
Other 5(7)
None indicated 27 (40)

3Respondents may have endorsed multiple concerns.
bSMS: short message service.

Discussion

Principal Findings

Our study found a high level of interest in the use of
e-communication for mental health care. The mgjority of survey
respondents already owned and use a mobile phone equipped
with downloadable apps, email access, SMS texting
functionalities, and built-in cameras for videoconferencing
capabilities. In our outpatient population, notable structural
barriersto office-based care were present, most commonly being
pregnant or having child care responsibilities. Respondentswho
identified as social media usersand had abarrier to office-based
care were the most interested in e-communication. While there
was an enthusiastic response to the possibility of
e-communication, significant concerns about privacy and loss
of in-person contact, which for some mental health patients may
be particularly meaningful and therapeutic, were reported. A
small number of respondents indicated that they would choose
not to, or could not engage in, the use of e-communication.

Comparison With Prior Work

Mobile phone ownership in our study was higher than in other
studies. A recent study of adult mental health outpatientsin the
United States, the majority of whom were from low-income
households, found that nearly 80% had a mobile phone [6].
Advanced-feature mobile phone ownership was lower (17%)
in that study, however, and our rate was also higher than that
found in a survey of an urban emergency department where
50% of patients had an Internet-enabled mobile phone [8].
Advanced-feature mobile phone ownership israpidly increasing
and if these studies were repeated, rates may be higher.
Alternatively, our patient population may be of higher
socioeconomic status, allowing for higher ownership of the
costlier advanced-feature mobile phone compared to the
basi c-feature phone.

Thebarriersreported in our samplereflect what isknown about
the structural barriersto mental health care that are present [5].
Moreover, in astudy of postpartum women with depression and
pregnancy complications specifically [15], over 60% reported
that timewasabarrier to seeking trestment for depression. Child
care and costs were a barrier for half of the sample. Of note,
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over 90% of the participants in that study endorsed an interest
in Internet-based treatments [15]. Similarly, in a study
examining interest in mobile apps for mental health conditions
in amore general sample, 67% of patients reported an interest
and willingness to try mobile apps designed to monitor their
mental health conditions [7]. Most of our sample fell into the
age range shown to be most in favor of using e-communication,
making the high rates of interest consistent with other age-based
assessments [7].

Despite high rates of interest in our sample, rates of existing
e-communication between provider and patient in our study
wereextremely low compared to other studiesthat have assessed
thisin other care areas[12]. This may reflect possibly outdated
concerns about email use in mental health care [16], aswell as
practices within our program where emailing patients is
discouraged. Beyond email, use of personal videoconferencing
for mental health care alone or blended with traditional
office-based care[3] isbeing rapidly adopted, clearly reflecting
apatient interest in thistype of care delivery aswefound in our
sample. Our study highlights ahigh number of patient concerns,
despite high interest, that has not been as well represented in
theliterature on patient preferences. Musiat et al [2] did describe
a perception among service recipients that expectations would
not be met by computerized treatments versus face-to-face care.
We have also described prevalent concerns about privacy and
the potential impact on receipt of services for those who may
choose not to use or do not have access to e-communication.
In addition, our study ties together motivators for
e-communication, including barriers to office-based care and
use of social mediawith higher levels of interest for adoption.

Limitations

This study used a convenience sample of individuals from a
mental health program in an urban academic ambul atory hospital
that predominantly serves adult female patients, and employs
psychiatrists and psychotherapists of varying training
backgrounds. We fedl that many of our resultsare generalizable
to adult outpatient settings, but our population is unique and
the types of barriers endorsed by respondents may not be the
samein other programs. Barriersto office-based care, however,
are likely to also be prevalent in outpatient clinics that serve a
patient population consisting of young parents, and patients
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engaged in vocational activities. Additionally, the predominant
age range in our survey was young and middle-aged adults, so
findings may not be generalizable to youth or older adults. We
did not collect gender data in our survey, partly because our
program is so gender biased toward women, but also because
gender has not been shown to be associated with e-technology
use or interest in mental health and general health care settings
[9,12]. Although we did receive a range of responses, it is
possible that some individuals may have been more willing to
participate than others. Online survey completion was especially
self-guided, whereas hard copies were distributed to some
patients by our administrative staff. Although we actually
designed this as a Web-based survey, a very small number of
respondents completed it online. None of the survey questions
were mandatory and, as a result, there were missing data in
some questionnaire domains. Finally, the e-communication
score and motivation variable were summary and composite
variables, respectively, created by the authors based on the data
available and should be interpreted as such.

Conclusions

E-technology for patient communication is becoming heavily
integrated in health care[17,18]. The rapid rate at which mobile
technologies are advancing with the potential to link patient
and provider [4,13,18] requires some caution, aongside
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appropriate evaluation and implementation. We have shown
that there may be early willing adopters with barriers to
office-based care, already actively on social media, who would
be good target groupsfor new e-communication toolsto inform
implementation more widely. The decision to use
e-communication with an individual patient still needs to be
part of the treatment assessment and plan. Where barriers to
attending office-based care exist, e-communication has the
potential to facilitate appropriate follow-up and treatment
adherence. It is imperative to address patient concerns and
ensure access to equitable services for patients who may not
want to utilize e-communication. Assessing and responding to
patient concerns about privacy or loss of in-person contact will
be based on the type of e-communication being offered and the
platform being used. In our ingtitution, as elsewhere, privacy
guidelines for the use of e-technology in hedth care are
frequently being updated to align with local policies and
legislation. A demonstration of the technology and assurance
that traditional careis still available could increase likelihood
of uptake among uncertain individuals. With more emerging
research to inform recommendations regarding the use of
e-communication toolsin mental health [3,13], it will hopefully
become more clear when, how, and for whom e-communication
and mobile technology should be “prescribed.”
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Abstract

Background: Thereis atremendous opportunity for innovative mental health care solutions such as psychiatric care through
videoconferencing to increase the number of people who have access to quality care. However, studies are needed to generate
empirical evidence on the use of psychiatric outpatient care via videoconferencing, particularly in low- and middle-income
countries and clinically unsupervised settings.

Objective:  The objective of this study was to evaluate the effectiveness and feasibility of home-based treatment for mild
depression through psychiatric consultations via videoconferencing.

Methods: A randomized controlled trial with a 6- and 12-month follow-up including adults with mild depression treated in an
ambulatory setting was conducted. In total, 107 participants were randomly all ocated to the videoconferencing intervention group
(n=53) or the face-to-face group (F2F; n=54). The groups did not differ with respect to demographic characteristics at baseline.
The F2F group completed monthly follow-up consultationsin person. The videoconferencing group received monthly follow-up
consultationswith apsychiatrist through videoconferencing at home. At baseline and after 6 and 12 months, in-person assessments
were conducted with al participants. Clinical outcomes (severity of depression, mental health status, medication course, and
relapses), satisfaction with treatment, therapeutic relationship, treatment adherence (appointment compliance and dropouts), and
medication adherence were assessed.

Results:  The severity of depression decreased significantly over the 12-month follow-up in both the groups. There was a
significant difference between groups regarding treatment outcomes throughout the follow-up period, with better results in the
videoconferencing group. There were 4 relapses in the F2F group and only 1 in the videoconferencing group. No significant
differences between groupsregarding mental health status, satisfaction with treatment, therapeutic rel ationship, trestment adherence,
or medication compliance were found. However, after 6 months, the rate of dropouts was significantly higher in the F2F group
(18.5% vs 5.7% in the videoconferencing group, P<.05).

Conclusions: Psychiatric treatment through videoconferencing in clinically unsupervised settings can be considered feasible
and as effective as standard care (in-person treatment) for depressed outpatients with respect to clinical outcomes, patient
satisfaction, therapeutic relationship, treatment adherence, and medication compliance. These results indicate the potential of
telepsychiatry to extend access to psychiatric care to remote and underserved populations.
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Introduction

Depression affects approximately 350 million people worldwide
and istheleading cause of disability, amajor cause of morbidity,
and thus a significant contributor to the global burden of disease
at the social, economic, and clinical levels[1].

Antidepressant drugs and brief psychotherapy are effective,
feasible and very cost-effective treatments for depression in
primary health care settings[2]. However, lessthan half of those
affected receive the care and support they need due to limited
access to existing mental health care services [1]. The most
common barriersinclude alack of resources, the centralization
of services in and near large cities and large ingtitutions, low
numbers of trained health care providers, inaccurate assessments,
and social stigma[3]. The treatment gap is consistently worse
in Low and Middle Income Countries (LMIC), where sometimes
less than 10% of people in need receive treatment [1].

Information and communication technologies, such as mobile
phones, apps and desktop software, and the Internet are able to
overcome these barriers and reach a wide geographic area via
remote delivery of care, thus expanding the reach of high-quality
mental health careto patientswho are otherwise unableto access
it because of geographic location, transportation costs, or
incapacitation due to serious physical or mental illness[4].

Asverbal information and visual cuesarethe major and primary
components of psychiatric treatment, the use of information
and communication technologies such as live interactive
videoconferencing is particularly well suited to psychiatric care.
Unsurprisingly, the use of this technology in the field of
psychiatry is over half a century old. In 1955, the first
consultations via videoconferencing were conducted using a
closed-circuit television system to transmit live therapy and
education sessions via a macrowave link [5]. Due to
technological advances in recent years and the tremendous
global increase in Internet access and use of communication
devices, including in remote and rural regions in LMIC—for
example, with 108 million Internet users (53% of the population)
in 2014, Brazil ranked fifth globally in the number of Internet
users (behind China, the United States, India, and Japan)
[6]—the provision of psychiatric treatment via
videoconferencing, frequently called telepsychiatry, has become
a viable method of delivering mental health care. Thus,
telemental health services have been implemented around the
world and are considered effective for the diagnosis and
assessment of disorders in many populations (adult, child,
geriatric, and different ethnicities) in many settings (emergency,
home health), are comparableto in-person care, and complement
other servicesin primary care [7].

http://mental.jmir.org/2016/3/e36/

According to the American Psychiatric Association,
telepsychiatry is currently one of the most promising ways to
increase access to psychiatric care for individuals living in
underserved areas [8]. However, the number of randomized
clinical trials is limited, and further studies are needed to
generate empirical evidencefor thelarge-scale use of psychiatric
outpatient care via videoconferencing in high-, middle-, and
low-income countriesin clinically supervised and unsupervised
(home-based) settings.

This study aims to verify the effectiveness and feasibility of a
home-based treatment for mild depression through psychiatric
consultations via videoconferencing.

Methods

Study Design and Setting

The study was designed as a paralel group, randomized
controlled follow-up trial. With an allocation ratio of 1:1,
outpatientswereindividually randomized to 2 different treatment
conditions. Under thetreatment as usual condition, participants
underwent monthly face-to-face (F2F) consultations with their
psychiatrists at the Institute of Psychiatry of the University of
Sdo Paulo Medical School. In the intervention condition,
participants performed monthly home-based consultationswith
their psychiatrists using live interactive videoconferencing.

Participants

To provide 80% power (5% level of significance) and assuming
a medium effect size of 0.25 and a loss to follow-up of 25%
after 12 months, the target sample sizewas 104 participants[9].

Participants were recruited at the Institute of Psychiatry (I1Pq)
of the University of Sdo Paulo Medical School and through
public and social mediaannouncements between May 2012 and
April 2014. Interested individuals were prescreened by email
to verify their place of residence, age, Internet access, and
preexisting diagnoses or past psychiatric history. The Patient
Health Questionnaire (PHQ-9) was used to screen for depression
and to assess the severity of depression [10].

Individuals who lived in Sdo Paulo and the surrounding areas,
were between the ages of 18 and 55 years, had broadband
Internet access at home, and showed symptoms of depression
(PHQ-9 = 5) were assessed for eligibility. On the basis of at
least 2 in-person screening consultations, a diagnosis of
depression was established with the Mini International
Neuropsychiatric Interview [11], medication treatment was
initiated, and the degree of depression was established using
the Hamilton Depression Rating Scale (HDRS) (Table 1) [12].
Those with a total score less than 17 on the HDRS were
considered mildly depressed and thus able to be randomized
[13]. Individuals were not randomized if they: (1) did not meet
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the aforementioned inclusion criteria, (2) missed the second
screening consultation, (3) showed an increased risk of suicide,
or (4) refused treatment (Table 1).

The alocation of participants to the treatment conditions (1:1)
was conducted following a previously prepared randomization
list in Excel. Fifty-three patients were randomized to the
videoconferencing group and 54 to the F2F group. After 6
months, 3 patients in the videoconferencing group and 10

Figure1l. Sampleflow diagram.
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patientsin the F2F group discontinued treatment. A total of 22
patients (8 in the videoconferencing group and 14 in the F2F
group) were lost at second follow-up (Figure 1).

Discontinuation of treatment occurred if participantswerefully
remitted, missed 3 consultationsin arow, had arelapse (HDRS
> 17), needed additional care, or showed an elevated suicide
risk. Evenif they were excluded from the study, they continued
receiving psychiatric treatment at the 1Pq.

[ Assessed for eligibility (n=193) ]
= Excluded (n=86)
s Not meeting diagnostic inclusion criteria (n=49)
£ Missed second screening consultation (n=15)
o High suicide risk (n=10)
ch Declined to receive psychiatric treatment (n=4)
Other reasons (n=8)
h
[ Randomised (n=107)
: v v
)
=
3 Allocated to videoconferencing intervention
3 i Allocated to face-to-face control group (n=54
= group (n=53)
q A
\ 4 h 4
4 .
Lost to follow-up after six months {n=3) Lriztia iol\low-up after sixmonths {ret1)
: : i i = Full remission (n=4)
by Discontinued intervention (n=2) Relapse (n=4)
% Diherreaons (nst} Discontinued intervention (n=2)
=
o
° v h 4
w
[ Analyzed at T1 (n=50) [ Analyzed at T1 {n=44) ]
h 4 v
Lost to follow-up after 12 months (n=8) Lost to follow-up after 12 months (n=14)
Full remission (n=2) Full remission (n=5)
Relapse (n=1) Relapse (n=4)
2l Discontinued intervention (n=2) Discontinued intervention (n=3)
-3 Missed final assessment (n=2) Missed finale assessment (n=1)
3 Other reasons (n=1) Other reasons (n=1)
o
°
- v \
[ Analyzed at T2 (n=45) [ Analyzed at T2 (n=40) ]

Intervention

All participants in both the groups concluded an in-person
consultation at the beginning of the study (baseline), after 6
months (first follow-up) and after 12 months (second follow-up).
In between those consultations, the control group received
monthly psychiatric consultations in person at the psychiatric
hospital, whereas the participants in the videoconferencing
group underwent 5 home-based video consultations (once a
month). Whereas patients in the F2F group received their
medication right after each in-person consultation at the IPg,
the medications for the patients treated via videoconferencing
were delivered to the patient’s home.

The consultations and medication treatment decisions were
individualized and determined by 7 psychiatristswith an average
of 13 years of professional experiences who were trained in
implementing consultations via videoconferencing and willing
to deliver treatment in both conditions. Thus, all involved

http://mental.jmir.org/2016/3/e36/
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psychiatrists treated patients under both conditions. The
consultations took approximately 20 minutes and included
psychoeducation, medication monitoring, and counseling.
During the entire study period, the participants were cared for
by the same psychiatrist who conducted their initial screening
consultation. Videoconferencing consultations were performed
using the software Skype (Microsoft, Redmond, WA).

Data Collection and Outcome M easures

At baseline and after 6 and 12 months, an in-person follow-up
consultation was conducted with all participants, during which
the severity of depression was assessed by the psychiatrists
using the HDRS-17. After the consultation, the participants
completed an automatically generated Web-based questionnaire
that measured mental health status, satisfaction with treatment,
therapeutic relationship, and medication compliance. The
Web-based questionnaire was provided by the Web-based survey
platform SurveyMonkey [14]. The responses were sent over a
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secure, Secure Sockets Layer—encrypted connection. The
account was HIPAA-compliant and protected with a password.
Only the study coordinator was allowed to access and export
the collected data; the psychiatrists were blind to the ratings.

The clinical outcomes of this study were the severity of
depression and self-reported mental health status, measured by
the Mental Health Inventory (MHI-38) [15] and the number of
relapses and medication history.

Additional outcome measures included treatment adherence,
validated by the number of missed appointments and dropouts,
medication compliance, satisfaction with treatment, and working
alliance, measured by the following self-reported instruments:
Morisky Medication Adherence Scale (MMAS-4) [16], Client
Satisfaction Questionnaire (CSQ-8) [17], and the short version
of the Working Alliance Inventory (WAI-S) [18].

Statistical Analyses

Descriptive results—mean (SD)—of the demographic
characteristics and the total outcomes scores at baseline and
first and second follow-up (with 95% CI) are presented for each
treatment group and were compared between groups (treatment
effect) using t-tests, Wilcoxon—Mann—Whitney testsor Fisher's
exact tests.

To analyze changes over time in each group (time effect),
one-way analysis of variance (ANOVA) was calculated for each
outcome measure. To compare changes over timein the outcome
measures between the F2F and videoconferencing group
(treatment x time effect), repeated-measures ANOVA with a
group-time interaction was performed. All statistical analyses
were conducted using SPSS software, version 21.0 (IBM Corp.).

http://mental.jmir.org/2016/3/e36/
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Ethical Consider ations

Thetria protocol was approved by the local ethics committee
and registered at clinical Trials.gov (identifier NCT01901315).
The study was conducted at a single location at the Institute of
Psychiatry of the University of Sdo Paulo Medical Schooal.
Written consent was obtained from all participants before
randomization.

Results

Baseline Participant Characteristics

Thetreatment groupsdid not significantly differ in demographic
characteristics (Table 1). Most of the participants were taking
antidepressants (98%) within the recommended dosages,
sometimes combined with anxiolytics and sedatives (40%). The
most prescribed antidepressant was sertraline (34%-45%),
followed by fluoxetine (18%-27%) and venlafaxine (14%-24%).
No group differenceswere found regarding the type and dosage
of medication at baseline.

On average, participants spent 3 hours traveling from their
residence to the psychiatric hospital and back. This did not
include waiting time at the hospital and the consultation itself.
The groups were balanced regarding time spent on traveling.
To attend a consultation viavideoconferencing, the participants
spent, on average, 30 minutes.

The groups were not balanced with regard to the severity of
depression (mean F2F group score: 6.19 (3.61); mean
videoconferencing group score: 7.92 (3.59); P=.01) or mental
health status (mean F2F group score: 132.89 (25.49); mean
videoconferencing group score: 121.25 (26.19); P=.02) at
baseline. That is to say, the videoconferencing group showed
significantly higher levels of depression and lower levels
regarding mental health status than the F2F group at baseline.
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Table 1. Baseline characteristics of participants in each trestment arm.
Baseline Variables Total (n=107) VC(n=53) F2Fb(n:54)
Age, mean (SDY), year 35.64 + 8.33 35.42+8.18 35.87 + 8,53
Female (%) 76 (71.0%) 39 (73.6%) 37 (68.5%)
Brazilian (%) 103 (96.3%) 52 (98.1%) 51 (94.4%)
Marital Status (No., %)
Single 58 (54.2%) 25 (47.2%) 33 (61.1%)
Married 34 (31.8%) 22 (41.5%) 12 (22.2%)
Divorced 13 (12.1%) 5 (9.4%) 8 (14.9%)
Widowed 2 (L9%) 1(1.9%) 1(1.9%)
Education (No., %)
Primary 2 (L9%) 0 (0.0%) 2 (3.7%)
Secondary 30 (28.0%) 14 (26.4%) 16 (29.6%)
Higher 75 (70.1%) 39 (73.6%) 36 (66.7%)
Working situation (No., %)
Student/Homemaker 13 (12.1%) 6 (11.3%) 3 (5.7%)
Employed 67 (62.6%) 32 (60.4%) 35 (66.0%)
Unemployed 24 (22.4%) 11 (20.8%) 12 (22.6%)
Retired 1(0.9%) 0 (0.0%) 1(1.9%)
Other 10 (9.3%) 4.(7.5%) 2 (3.8%)
Severity of depression, mean (SD) 7.05+ 3.69 7.92 £ 3.59 6.19+ 3.61
Mental health status, mean (SD) 127.12 + 26.37 121.25 + 26.19 132.89 + 25.49
M edication — multiple choices; No. (%)
Antidepressants 105 (98.1%) 52 (98.1%) 53 (98.1%)
Tranquilizers 29 (27.1%) 13 (24.5%) 16 (26.6%)
Mood stabilizers 2 (1.8%) 1(1.9%) 1(1.9%)
Antipsychotics 1(0.9%) 1(1.9%) 0 (0%)
Other 7 (6.5%) 2 (3.8%) 5 (9.4%)

8V C: Videoconferencing.
b F2F: Face-to-face.
¢ SD: standard deviation

286 assessments were conducted. The follow-up data are

Outcome Measures summarized in Table 2.

Within the 35-month period of study, atotal of 950 consultations

were delivered (489 via videoconferencing and 461 F2F), and 1 nere were no differences in demographic variables, severity
of depression, or mental health status at baseline between those

who dropped out and those who did not.
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Table 2. Unadjusted mean scores and standard deviations of outcome measures.
Measure by Time Point Score
vc? F2rP Total
Mean (SD) No. Mean (SD) No. Mean (SD) No.
HDRS®
Baseline 7.92 (3.59) 53 6.19 (3.60) 54 7.05 (3.69) 107
Follow-up: 6 months 4.65 (4.13) 49 3.90 (3.88) 42 4.31 (4.01) 91
Follow-up: 12 months 3.42(3.58) 45 4.45 (4.13) 40 3.90 (3.86) 85
MHI4
Baseline 121.25 (26.19) 53 132.89 (25.49) 54 127.12 (26.37) 107
Follow-up: 6 months 123.98 (27.56) 50 117.09 (25.54) 44 120.76 (26.72) 94
Follow-up: 12 months 137.71 (28.88) 45 143.32 (25.07) 40 140.35 (27.14) 85
csQ®
Baseline 27.66 (2.82) 53 28.43(2.61) 54 28.05 (2.73) 107
Follow-up: 6 months 28.24 (3.06) 50 29.45 (2.21) 44 28.81 (2.75) 94
Follow-up: 12 months 27.91 (3.76) 45 29.35 (2.48) 40 28.59 (3.28) 85
wAlf
Baseline 68.90 (12.56) 52 72.11 (10.26) 54 70.54 (11.50) 106
Follow-up: 6 months 63.52 (8.86) 50 64.93 (8.95) 44 64.18 (8.88) 9
Follow-up: 12 months 70.78 (11.96) 45 73.41(9.18) 39 72.00 (10.78) 84

8y C: videoconferencing.

b F2F: face-to-face.

¢ HDRS: Hamilton Depression Rating Scale.
4 MHI: Mental Hedlth Inventory.

€ CSQ: Client Satisfaction Questionnaire.
fwal: Working Alliance Inventory.

Clinical Outcomes

At 6 and 12 months, the initial group differences with respect
to severity of depression and mental health statuswere no longer
significant. Each group showed a significant decrease in the
severity of depression (videoconferencing: F, = 26.57, P<.001,
F2F: F, = 29.99, P<.001) and a significant increase in mental
health status (videoconferencing: F; 46 = 4.86, P=.02; F2F:
Fissy = 917, P=.001) over the study period. The
repeated-measures ANOVA showed a statistically significant
interaction between treatment and time regarding the severity
of depression (F, = 6.12, P=.003). The estimated partial-n2 for
the interaction of time and treatment was 0.24.

Most of the participants continued taking antidepressants at 6
(95%) and 12 months (79%) within the recommended dosages,
combined with sedatives (40%). No group differences were
found with respect to the type and dosage of medication at the
6- and 12-month follow-up.

Five participants were excluded because they relapsed (scored
higher than 17 on the HDRS); 4 in the F2F and 1 in the
videoconferencing group.

http://mental.jmir.org/2016/3/e36/

Treatment Adherence and Medication Compliance

The dropouts did not differ significantly from the completers
in demographic variables, degree of depression, or mental health
status at baseline.

At 6 months, there were significantly more dropoutsin the F2F
group (n=10) than in the videoconferencing group (n=3; le =
4.143, P=.04). At 12 months, there were still more dropoutsin
the F2F group (n=14) than in the videoconferencing group (n=8),
but the difference was no longer significant.

Moreover, participants in the F2F group also tended to miss
more appointments than participants in the videoconferencing
group (Fyo5 = 0.753, P=.06).

On average, 30% of the participants were adherent to their
medication. There were no significant group differences
regarding medication compliance at 6 and 12 months between
the 2 groups. Participants in the F2F group tended to be more
adherent than participantsin the videoconferencing group at 12

months (X?, = 2.864, P=.07).
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Satisfaction With Treatment

There were no significant differences between treatment
conditionswith respect to satisfaction of the participant at 6 and
12 months. Overall, satisfaction significantly increased during
the first 6 months among the whole sample (Z=-2.031, P=.04)
and remained stable until the end of the study. There were no
significant changes in satisfaction over the entire study period,
and the repeated-measures ANOVA did not show a significant
interaction between treatment condition and time.

Working Alliance

Similar to satisfaction, there were no group differences with
respect to working alliance at either of the follow-ups. Both the
groups showed asignificant increasein working alliance during
the 12 months of treatment (videoconferencing: F, = 11.11,
P<.001; F2F: F, = 29.23, P<.001). There were no significant
differences between groups regarding changes in the Working
Alliance Inventory scores (repeated-measures ANOVA).

Discussion

Principal Findings
This study constitutes the first randomized clinical tria to

evaluate the effectiveness and feasibility of home-based general
psychiatric outpatient care via videoconferencing.

The implementation of the study was rigorously controlled,
including sample size calculations, the use of standardized
assessment instruments, monitoring of treatment and medication
delivery, follow-up assessments up to 12 months, and a high
participant adherence (79% completed 1 year of treatment).

Theresultsare mostly in linewith previous studiesin clinically
supervised  settings, which compared F2F  with
videoconferencing treatment among patients with different
psychiatric diagnoses. Most of those studies also did not find
any significant differencesregarding clinical outcomes between
the 2 treatment conditions, measured by symptom severity,
medication history, duration of inpatient treatment, mental health
status, global functioning, or neuropsychological outcomes
[19-27]. Self-reported satisfaction with treatment [21,23,27-29]
and treatment adherence—assessed in terms of compliance,
dropout rates, number of appointments kept, and pill counts
[23,25]—were dso comparable between F2F and
videoconferencing psychiatric treatments.

Moreover, patients in the videoconferencing group were able
to establish an equivalent therapeutic relationship as those
treated in person in this study. This was also shown in a study
with maleinmates suffering from different psychiatric disorders
[21].

However, in this study, the improvement in severity of
depression was even greater among participants treated via
videoconferencing. Two previous studies including depressed
low-income Hispanic participants also found that psychiatric
consultations via videoconferencing generated better clinical
outcomes than usual (in person) care [25,30]. However, it has
to be considered that in this study, the videoconferencing group
started with a significantly higher score on the HDRS and thus
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had a greater potential to decrease. Moreover, the differences
between groups, even at baseline, were only between 1 and 2
points, however, given the low HDRS total scores at 6 and 12
months (< 5), this difference has limited clinical relevance.

Another noteworthy result was the significantly lower dropout
rate in the videoconferencing group after 6 months. Most of the
participants travelled up to 3 hours to attend an in-person
consultation at the psychiatric hospital. Thistypical long travel
timeisdueto traffic and the limited public transportation system
in Sdo Paulo, and thus, the considerable time saved among
patients treated by videoconferencing could be an explanation
of the higher dropout rate in the F2F group.

Limitations

A mgjor strength of this study was that it was conducted in a
setting in which telepsychiatry is most likely to be used.
However, the individualized treatment and thus the naturalistic
nature of the service also produced limitations regarding the
replicability and comparability of the results.

Another strength and, at the same time, limitation of the study
was that all psychiatrists delivered F2F and videoconferencing
consultations. The psychiatrists were instructed to provide the
same type and level of service to patients seen in person and
through videoconferencing. Nevertheless, a bias in terms of
psychiatrist’s favoring one method over another could have
influenced the findings.

Moreover, there are advantages and disadvantages to using
Skypein clinical settings. The advantages areitsfamiliarity and
ease of access; the disadvantages are security concerns.
However, Skype uses a 256-bit encryption, which meets the
Advanced Encryption Standard specified by the US National
Institute of Standard Technology. Furthermore, no firm evidence
either in favor of or against the use of Skype for clinical
telehealth has been found thus far [31].

Most of the scales used in this study have been translated,
adapted, and validated in the Brazilian population [32-35]. For
the assessment of satisfaction, the official CSQ in (Brazilian)
Portuguese was used [17], which has not been validated yet.
Moreover, at the time the study was planned, no adequate scale
measuring medication adherence was validated in a Brazilian
Portuguese version. However, atransated version in Brazilian
Portuguese of the MMAS-8[16] scale was available, and thus,
a short form was created based on this trangation [36].

Another limitation of this study is that there was no
intention-to-treat analysis. However, if a subject who actually
did not receive the same or any treatment isincluded as asubject
who received thewholetreatment, then theresultsindicate very
little about the efficacy of the treatment [37].

Conclusion

Based on the findings, psychiatric consultations via
videoconferencing can be considered applicable for the
home-based treatment of mildly depressed patients and as
effective as F2F treatment with respect to clinical outcomes,
treatment adherence, medication compliance, satisfaction, and
working aliance.
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Despite being largely successful elsewhere, telepsychiatry has
yet to make its mark in LMIC of the developing world [38].
This study demonstrates the successful implementation and
evaluation of treatment delivery for this population in a
resource-limited setting. Moreover, it shows that home-based
mental health care has the potential to provide effective
treatment to many individual swho may not otherwise seek help,

Hungerbuehler et al

Further randomized clinical studies are needed to provide
empirical evidence on the feasibility and treatment efficacy over
time of large-scale, sustainable psychiatric outpatient care. The
integration of videoconferencing as a routine component of
psychiatric care would benefit patients through increased access
to needed treatment and would thus help reduce the treatment
gap in LMIC and in many industrialized countries.

due to geographic or economic barriers or perceived stigma of
receiving mental health treatment.
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Abstract

Background: The adolescent and early adult years are periods of peak prevalence and incidence for most mental disorders.
Despite the rapid expansion of Web-based mental health care, and increasing evidence of its effectiveness, thereislittle research
investigating the characteristics of young people who access Web-based mental health care. headspace, Australia’s national youth
mental health foundation, isideally placed to explore differences between young people who seek Web-based mental health care
and in-person mental health care as it offers both service modes for young people, and collects corresponding data from each
service type.

Objective: The objective of this study was to provide a comprehensive profile of young people seeking Web-based mental
health care through eheadspace (the headspace Web-based counseling platform), and to compare this with the profile of those
accessing help in-person through a headspace center.

Methods: Demographic and clinical presentation data were collected from all eheadspace clients aged 12 to 25 years (the
headspace target age range) who received their first counseling session between November 1, 2014 and April 30, 2015 viaonline
chat or email (n=3414). These Web-based clients were compared with all headspace clients aged 12 to 25 who received their first
center-based counseling service between October 1, 2014 and March 31, 2015 (n=20,015).

Results: More eheadspace than headspace center clients were female (78.1% compared with 59.1%), and they tended to be
older. A higher percentage of eheadspace clients presented with high or very highlevels of psychological distress (86.6% compared
with 73.2%), but they were at an earlier stage of illness on other indicators of clinical presentation compared with center clients.

Conclusions: The findings of this study suggest that eheadspace is reaching a unique client group who may not otherwise seek
help or who might wait longer before seeking help if in-person mental health support was their only option. Web-based support
can lead young peopleto seek help at an earlier stage of illness and appears to be an important component in astepped continuum
of mental health care.

(IMIR Ment Health 2016;3(3):e40) doi:10.2196/mental.5988

KEYWORDS
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Introduction

The adolescent and early adult years are periods of peak
prevalence and incidence for most mental disorders. Onein 4
young peoplewill experienceaclinically relevant mental health
problem within any 12-month period, with 75% of all mental
disorders emerging before 25 years of age [1]. These disorders
can have a wide range of major adverse effects on a young
person’squality of life, impacting relationshipswith family and
friends, educational attainment, and future economic stability

[2].

The high prevalence of mental disorder in young people is not
matched by acommensurate level of mental health service use.
Rather, there is a marked mismatch between the prevalence of
disorder and professional help-seeking [3]. In Australia, this
mismatch is greatest for 16- to 24-year-old males. The 2007
National Survey of Mental Health and Wellbeing (NSMHW)
found that only 13% of males in this age range who had
experienced amental disorder in the previous 12 months sought
professional help [4]. Among females, the NSMHW found that
31.2% of the 16 to 24 age bracket who had experienced amental
disorder in the previous 12 months had sought help for amental
disorder [4].

Even for those young people who do seek help, there is often
aconsiderable delay between onset of symptoms and accessing
services. This varies according to factors such as type of
disorder, gender, population group, and geographical location
[5]. Seeking professional help in an appropriate and timely
manner can reduce thelong-term impact of many mental health
difficulties[3], while delaysin accessing help have been shown
to have a significant impact on social, educational, and
vocational outcomes for young people [6].

The monetary coststo the Australian economy associated with
untreated mental disordersin young people aged 12 to 25 have
been estimated a more than AUDS$10.6 billion annually
(equivalent to US$8.6 billion) [7], due to costs associated with
unemployment, absenteeism, and welfare payments [8]. The
World Economic Forum expects that costs of mental illness
will double over the next 20 years worldwide [9], which
highlights the need to develop and implement services and
approaches that can effectively engage young people in
appropriate and timely help-seeking [10].

The reasons young people do not access mental health services
in accordance with their level of need are complex. They
include: stigma (which includes embarrassment and concern
about what others think); negative attitudes to and poor past
experiences of trestment; problems recognizing symptoms; lack
of awareness of available services, confidentiality concerns;
and apreferencefor self-reliance or drawing on nonprofessional
support through family or friends [11]. In addition to these
personal factors, anumber of structural barriersexist, including
location, cost, and availability of services[12].

Given these substantial barriers to seeking help in-person, it is
not surprising that many young people, including those with a
probable serious mental illness, are turning to the Internet for
information about mental health issues[13]. The Internet isan
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appealing alternative to traditional in-person servicesduetoits
accessibility, interactivity, and anonymity; it offers a wide
variety of health information that is not impacted by structural
constraints [14].

In responseto demand for Web-based mental health information
and support, and in order to address barriers associated with
in-person help-seeking, Web-based options are rapidly being
developed to enable young people to access information,
support, and mental health interventions via communication
technologies [15]. The effectiveness of Web-based counseling
is a growing research area. A systematic review found that
Web-based counseling was effective, despite the absence of
face-to-face cues and often slow pace of sessions [16]. Young
people report feeling safe and less emotionally exposed using
Web-based counseling compared with in-person or telephone
counseling [17]. There is also evidence to suggest that
Web-based counseling can result in a similar level of impact
[18], client satisfaction, and therapeutic alliance [19] compared
with counseling conducted in-person.

There has been a concerted effort in Australia to make mental
health counseling widely available and accessible to young
people. In 2006, the Australian Federal Government established
headspace, the National Youth Mental Health Foundation
[20]—an enhanced primary care model for youth mental health
care[21]. headspace centers have been progressively rolled out
across Australia, and will soon reach 100 centers nation-wide.
These centers are designed to break down common barriers to
hel p-seeking and enable young peopl e early accessto in-person
mental health counseling and support.

To extend the reach of headspace and further enable access for
young peoplewho do not live near a headspace center or do not
want to visit one in person, eheadspace [22] was developed as
a clinically supervised, youth-friendly, confidential, and free
Web-based mental health support and information service.
eheadspace commenced as a pilot in July 2010 and was rolled
out nationally in July 2011. It offers synchronous online chat,
asynchronous email, and telephone-based mental health
counseling to young people aged 12 to 25 Australia-wide.

Degpite the rapid expansion of Web-based mental health care
options, supporting evidenceis still emerging and thereislittle
research investigating the characteristics of young people
accessing Web-based counseling. The current study addresses
this gap by presenting the first comprehensive profile of young
people who access Web-based counseling (viaeheadspace) and
comparing them with those who access in-person counseling
(viaheadspace centers). headspaceisideally placed to explore
differences between Web-based and in-person clients asit offers
both service modes and collects corresponding datafrom young
people accessing each service type.

Methods

Participants and Procedure

Participantswereall eheadspace clientsaged 12 to 25 years (the
headspace target age range) who received their first counseling
session during the 6-month period November 1, 2014 to April
30, 2015 viaonlinechat or email (n=3414). Clientswho received
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their first counseling session via the phone were not included
given the focus of this study is young people who choose to
seek Web-based help.

These Web-based clients were compared with all headspace
clients aged 12 to 25 who received their first center-based
counseling sessioninasimilar 6-month period (October 1, 2014
to March 31, 2015) (n=20,015 clients from across 81 centers).
headspace center clients have previously been described in
Rickwood et al [21].

headspace implements a minimum dataset across centers and
eheadspace. Part of the minimum dataset is completed by the
young person accessing counseling, while another section is
completed by their service provider. While data items are
completed at every occasion of service, this study examines
first-time data recorded at initial presentation.

The data from both young people and service providers are
collected via electronic forms. Data are de-identified via
encryption and extracted to the headspace national office data
warehouse. All headspace clients (eheadspace and center), agree
to various terms and conditions including that the data they
provide are used at an aggregate level to evaluate, report on,
and improve headspace services.

Ethics approva was obtained through quality assurance
processes, comprising initial consideration and approval by the
headspace Clinical, Research, and Evaluation Committee, and
subsequent consideration and approval by the headspace Board
of Directors. The consent processes were reviewed and endorsed
by an independent body, Australasian Human Research Ethics
Consultancy Services.

M easures

Demographic measures reported comprise: agein years; gender;
Aboriginal and Torres Strait Islander background; country of
birth; living situation; location; and work and study situation.
Client clinical presentation was measured by self-reported reason
for presentation, level of psychological distress as measured by
the 10-item Kessler Psychological Distress Scale (K10) [23],
and daysout of role[24]. Service provider—rated itemsinclude:
stage of illness using the categories of no mental disorder, mild
to moderate symptoms, subthreshold symptoms not reaching
full diagnosis, diagnosed disorder, periods of remission, or
serious and ongoing disorder without periods of remission [25];
and overal functioning using the Social and Occupational
Functioning Assessment Scale [26].

Analyses

Descriptive statistics are presented, primarily percentages of
young people according to presenting characteristics by mode
of service (eheadspace vs centers). National population data
comparisonsare provided, where available. Pearson’s chi-square
tests of contingencieswere undertaken to explore whether being
an eheadspace compared with a headspace center client was
associated with presenting characteristics. Effect sizes are
reported as Phi or Cramer’s V, with magnitude based on Cohen

[27].
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Results

Demographic Characteristics

Table 1 providesinformation about demographic characteristics
of eheadspace and center clients, and where possible national
data are provided as a comparison. More eheadspace than
headspace center clients were female, and more eheadspace
than headspace center clients were transgender, transsexual,
intersex, or another gender. In contrast, more than one-third of
center clients were male compared with less than one-fifth of
eheadspace clients. The association between gender and type
of service (eheadspace or headspace center) was significant

(x%,=598.7, P<.001), but quite small, Cramer’s V=.17.

The peak age of presentation for eheadspace was the same as
that for centers (15-17 years of age). Slightly more eheadspace
clientsthan center clientswereinthe 15to 17 and 18 to 20 age
brackets. Much fewer eheadspace than center clientswere aged
12 to 14, while more eheadspace than center clients were aged
21 to 25. The association between age and type of service was

significant (x%,=317.5, P<.001), but small, Cramer’s V=.12.

A lower percentage of eheadspace than center clientsidentified
as Aboriginal or Torres Strait Ilander; the association was

significant (x?,=123.4, P<.001), but small, ¢ = .08. A higher
percentage of eheadspace than center clients reported that they
were born outside Australia, and the association was significant
(x%=24.2, P<.001), but very small, ¢ = .03. In line with
population trends, the most common places of birth outside
Australia for both eheadspace and center clients were in the
United Kingdom and New Zealand. There were 96% of
eheadspace clients who reported that they did not spesk a
language other than English at home. Thiscompareswith 92.8%
of center clients and 80.3% of the general population aged over
5years[31]. Theassociation between |language spoken at home
(English or not English) and type of service was significant

(x?,=56.5, P<.001), but very small, ¢ = .05.

Thelocation of eheadspace clients according to the 2011 edition
of the Australian Statistical Geography Standard waslargely in
line with the location of the Australian population as estimated
in 2014 [32]. More eheadspace than center clients were from
major citiesand outer regional areas and fewer werefrominner
regional and remote areas. The location of center clients is
dependent on the location of centers as most clients live within
10 km of the center they attend [29]. The association between

location and type of servicewas significant (x?,=58.2, P<.001),
but small, Cramer’s V=.05.

More eheadspace than headspace center clients indicated that
they had stable accommaodation. A slightly lower percentage of
eheadspace than center clients reported that accommodation
was an issue, they were at risk of being homeless, or that they
were currently homeless. This compares with 2011 Census
estimates that 0.7% of the Australian population aged 12 to 24
years were homeless or in margina housing [33]. The
association between living situation (in stable accommodation
or not in stable accommodation) and type of service was
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significant (x?,=2002.0, P<.001), and of medium strength, ¢ =
31

A higher percentage of eheadspace than center clientsindicated
that they were currently at school (55.2% compared with
49.3%), while a similar percentage of eheadspace and center
clientsindicated they were currently engaged in higher education
(18.3% compared with 18.8%). The association between
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education level (at school or in higher education) and type of
service was significant (x?,=7.4, P=.006), but very small, ¢ =
.02. Among those aged 18 to 25 years, a lower percentage of
eheadspace than center clientswere not engaged in employment,
education, or training. The association between not working or
studying and type of service was significant (x?=105.9,
P<.001), but smdll, @=".10.

Table 1. Demographic characteristics of eheadspace and headspace center clients with national comparison data.

Demographic characteristics eheadspace (%) headspace centers (%) National (%)
Gender
Female 78.1 59.1 4872
Male 189 399 5132
Transgender, transsexud, intersex, 3.0 1.0 Not available
or another gender
Agegroup
12-14 10.2 236 31.2 (10-14)2
15-17 36.8 331
18-20 28.8 229 32.4 (15-19)2
21-25 24.2 20.4 36.4 (20-24)2
Aboriginal/Torres Strait Islander 3.2 8.8 37°
Born outside Australia 10.3 7.8 17.0°
Only speak English at home 96.0 92.8 80.3d
L ocation
Major city 70.2 65.1 70.9¢
Inner regional 214 26.3 18.1°
Outer regional 75 6.7 8.88
Remote or very remote 0.9 19 2.0
Living situation
Stable 90.4 89.1 Not available
Anissue 8.4 8.8 Not available
At risk 11 16 Not available
Homeless 0.1 05 o7
Not engaged in education, 15.69 27.29 27.3"

employment, or training

#0-24 years[28].
b12-25 years [29].
€10-24 years[30].

d5 years and older [31].
All ages[32).

f12-24 years[33].
918-25 years.

h17-24 years[34].
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Table 2. Clinical presentation characteristics of eheadspace and headspace center clients.

Presenting characteristics eheadspace (%) headspace centers (%)
Reason for contact
Problems with how they felt 79.3 75.9
Relationship problems 136 11.0
Physical health issues 16 21
School or work problems 3.6 7.8
Alcohol or other drug problems 16 24
Vocational concerns/assistance 0.3 0.8
High/very high psychological distress 86.6 73.2
Stage of illness
No mental disorder 275 15.7
Mild/moderate symptoms 53.1 43.0
Subthreshold 138 19.1
Threshold diagnosis 4.9 16.3
Remission 05 14
Serious, ongoing 0.2 45
Not previously seen by a mental health professional 46.4 44.1
Daysout of role
None 34.7 41.2
1-3 days 30.0 26.3
4-6 days 15.3 13.1
7-9 days 149 5.6
10+ days 51 13.8
Serious or major impairment in functioning 5.0 11.7

Clinical Presentation Characteristics

Table 2 provides information about the clinical presentation
characteristics of eheadspace and center clients. Approximately
three-quarters of both eheadspace and center clients indicated
that their primary reason for seeking help was regarding
problemswith how they felt. Specifically, 45.3% of eheadspace
clients indicated that they were feeling sad or depressed, and
15.3% indicated that they were feeling anxious.

The second most reported reason for seeking help (for both
eheadspace and center clients) was for relationship problems.
Fewer eheadspace than center clientsindicated that their primary
reason for seeking help was physical healthissues, school/work
problems, acohol or other drug problems, or vocational
concerns. The association between reason for contact and type

of servicewassignificant (x%=2619.7, P<.001), and of medium
strength, Cramer’'s V=.37.

Across both servicesthemajority of clients presented with high
or very high levels of psychologica distress, although the
percentage of eheadspace clientswas higher than the percentage
of center clients. Comparatively, the 2007 NSMHW data [4]
indicated that 9% of those in the general community, and 21%
of young people diagnosed with a mental disorder, aged 16 to

http://mental.jmir.org/2016/3/e40/

24 had high or very high levels of psychological distress. The
association between psychological distress and type of service

wassignificant (x%,=3277.1, P<.001), and of medium strength, ¢
=.40.

Figure 1 displays the percentage of eheadspace clients that
presented with high or very high levelsof psychological distress
broken down by age and gender while Figure 2 does the same
for center clients. Asshown, ahigher percentage of eheadspace
than center clients presented with very high distress-this was
the casefor both genders and all age groups, particularly 12- to
14-year-old males. For both eheadspace and centers, a higher
percentage of females than males reported very high levels of
psychological distress across all age brackets.

Stage of illness, as estimated by service providers, indicated
that more eheadspace clients than center clients presented
without amental disorder or with mild to moderate symptoms.
Fewer eheadspace than center clients presented with
subthreshold diagnosis, full-threshold diagnosis, periods of
remission, or serious and ongoing mental disorder. Importantly,
for 46.1% of eheadspace clients and 16.1% of center clients,
clinicians recorded that they did not have enough information
available to make an assessment of stage of illness and these
clients were excluded from these comparisons. The association
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between stage of illness and type of service was significant
(x%,=431.7, P<.001), but quite small, Cramer’s V=.15.

A higher percentage of eheadspace than center clients reported
that they had never seen a mental health professional prior to
their eheadspace/center visit. The association between prior
help-seeking and type of service was significant ()(21:5.9,
P=.015), but small, @ = .02. Fewer eheadspace than center
clients reported that they had been able to carry out their usual
activities every day in the last 2 weeks. More eheadspace than
center clientsreported that they had 1to 3, 4t0 6, or 7 to 9 days
out of role, and fewer eheadspace than center clients reported
they had 10 or more days out of role. The association between
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days out of role and type of service was significant (x21:563.6,
P<.001), but quite small, Cramer's V=.17.

Social and vocational functioning scores as assessed by service
providersindicated that alower percentage of eheadspace than
center clients experienced serious or major impairment. The
association between having a serious or major impairment and
type of servicewas significant ()(21:93.03, P<.001), but small, @
= .07. Importantly, for 33.5% of eheadspace clients and 8.3%
of center clients, clinicians recorded that they did not have
enough information available to make an assessment of social
and occupational functioning and these clients were excluded
from these comparisons.

Figure 1. Percentage of eheadspace clients at each level of psychological distress, by age group and gender (males and females only).

70% -
60% -
50% -|
40% -
30% -
20% -|

12-14

10%

0% Ll _= = | | L]

15-17 18-20 21-25 12-14

Males

Age group (years)

15-17

u Low
m Moderate
High

OVery high

18-20

Females

21-25

Figure 2. Percentage of headspace center clients at each level of psychological distress, by age group and gender (males and females only).
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Discussion

Key Results

These are thefirst datato compare the characteristics of young
people seeking Web-based mental health counseling and

http://mental.jmir.org/2016/3/e40/
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in-person mental health counseling through the headspace
service system. headspaceis specifically designed to break down
the barriers to young people accessing mental health support
and the same branding and service promotion is applied to both
the Web-based and in-person counseling services. While many
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similarities were observed between the two groups of clients,
important differences were identified.

The most striking finding was the extent of preference by
femalesfor Web-based counseling compared with males—close
to 80% of the Web-based clients were female. Research from
other Web-based services consistently reports a similar gender
effect [17,35]. National surveysindicate slightly more females
than males experience mental disorder (30% compared with
23%) and that the 16- to 24-year-old age bracket hasthe highest
disparity between females and males in seeking professional
help for mental health issues (with females more than twice as
likely as males to use services). However, there is clearly
something about the Web-based space that particularly appeals
to females as opposed to males given the gender disparity for
using the Web-based space is even greater. Males were
comparatively more likely to access centers, particularly the
adolescent males.

In general, males are more likely to be influenced by others,
particularly family, to attend mental health services [36], and
this personal encouragement may be more effective at getting
young men to in-person services. It is aso increasingly well
established that the initial engagement of young men is
challenging, and requires a concerted focus on rapport building,
including greater flexibility and choice in how the service is
accessed, and service promotion that assertively reaches out
into the spaces that young men are likely to inhabit [37]. Such
engagement may be easier face-to-face, as good interpersonal
communication skills can be effectively applied, by both the
family members encouraging young men to seek help and the
service providers building rapport. Web-based service use is
more dependent on self-motivation, and engagement and rapport
take more effort to build viathe I nternet, which may act against
young men’s uptake.

For both service types there was the same peak age of
presentation at 15 to 17 years, which coincides with the period
when the common mental health problems of depression and
anxiety develop [1]. The youngest adolescents were less than
half as likely to use the Web-based service, however, possibly
reflecting more restricted or closely monitored Internet access
in the early teen years, aswell as greater parental involvement
in mental health care [34].

Young people from Aborigina and Torres Strait Islander
backgrounds were less likely to use the Web-based than the
in-person service. The percentage of Aboriginal or Torres Strait
Islander clients who accessed the in-person service was higher
than the percentage of all Australians aged 12 to 25 years who
identify as Aboriginal or Torres Strait Islander as indicated in
the 2011 census [38]. Young people from culturaly and
linguistically diverse backgrounds were underrepresented in
both service types. headspace has had a health promotion focus
on young people who are Aboriginal and Torres Strait Islander
throughits Yarn Safe campaign [39]. This campaign commenced
after the period during which the data for our study were
collected. More recent data collected since this campaign
indicate an increase in the number of Aboriginal and Torres
Strait 1slander young people to both centers and eheadspace,

http://mental.jmir.org/2016/3/e40/
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suggesting that targeted promotion to this community is a
worthwhile investment [40].

The geographical dispersion of center clientsreflectsthelocation
of centers, which have been set up across Australia to meet
community needs. The external evaluation of headspace centers
noted a strong rel ationship between the use of headspace centers
and the distance of the center from a client's home, with the
majority of clients living within a 10-km radius [29]. The fact
that the distribution of eheadspace clients reflects the general
population distribution shows that the Web-based counseling
option isequitably accessible throughout Australia, but indicates
that greater targeted promotion may be required in regional and
remote areas.

Thepsychological distressresultsrevea that young people who
use Web-based services are highly distressed, more so than
when they present to in-person counseling services, but that
they are also earlier in the development of a mental health
problem, being at an earlier stage of illness and less likely to
have previously accessed mental health care. These results are
an important validation of Web-based access as part of
stepped-care approaches, revealing that this modality does
enable earlier access. Nevertheless, even with earlier
presentations, young people are still highly distressed by their
symptoms and this distress needs to be a magjor focus of the
initial Web-based counseling response [41].

Distress is likely to be greater for Web-based clients because
service useiscloser intimeto the symptomsthat are distressing.
Clients of in-person headspace counseling services haveto wait
from when they make an appointment to when they receivetheir
service [37]; s0, in the Web-based environment service use is
more proximal to distressing symptoms and events. | nterpreted
this way, the high psychological distress scores reported by
Web-based clients can be taken as evidence that Web-based
clientsare ableto access help at the time they most need it—that
is, when they are most affected by their issues.

The issues that Web-based clients seek help for are also more
strongly related to current feelings of depression and anxiety,
as well as relationship problems. In contrast, clients of the
in-person headspace centers are accessing a wider range of
health care options, including for physical health issues. Again,
this supports the value of Web-based counselling in addressing
current emotional distress—thereis clearly aneed for thistype
of support, especially for teenage girls. The Young Minds Matter
Australian national survey of young people’s mental health and
wellbeing reported high levels of major depressive disorder,
psychological distress, self-harm, and suicidal behaviorsamong
adolescents [42]. Theresults of thismost recent survey revealed
an alarming picture of distress, especially for teenage girlsaged
16 and 17, with 19.6% experiencing major depressive disorder,
22.8% reporting self-harm, and 15.4% seriously considering
attempting suicide. That eheadspace seemsto be most effectively
reaching this at-risk demographic group is a very positive
response for Australia.

The Web-based clients were more likely to be living in stable
accommodation, which may suggest that Web-based counseling
accessis easier for those at home with a computer and Internet
connection, and it may be more difficult for young people to
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go onthe Internet in other living situations. While surveys show
that almost all young people in Australia have Internet access,
for young people who are homeless or couch surfing this can
be through public facilities like libraries or drop in centers, or
through use of a friend's computer [43], which may not be
conducive to engaging in something as personal and time
consuming as counseling [44].

Limitations and Further Research

This study has a number of limitations, including the
diminishing sample size for eheadspace when broken down by
age and gender categories, despitethe overall very large sample
sizes. The sample for eheadspace was particularly small for
some variables, such as stage of illness and psychosocial
functioning, with Web-based clinicians having more difficulty
making these judgements during first presentation. Better
guidance around these issues may be required in order to
improve clinicians’ ability to make these assessments.

It isimportant to acknowledge the possibility that some clients
may use both health servicetypes. Unique client codes are used
in each service, however, a question in the center dataset asks
young people if they have accessed eheadspace, and 5.6%
indicated they had. It would be of interest to explore whether
clients who access Web-based counseling or in-person
counseling exclusively differ from those who access both types,
and thisis something that could be explored in future research.

Despite these limitations, the study represents an important step
in understanding young people who access Web-based
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counseling. Future research and analysis should investigate the
types of interventions that eheadspace clients are receiving and
determine whether the approach is making a difference to their
mental health and wellbeing. While Web-based counseling
certainly has arole in the mental health care continuum, more
research is needed to determine how it can best be used to
improve access and engage hard to reach young people, aswell
asitsrolein stepped care and collaborative approaches between
Web-based and in-person services.

Conclusions

During a period when mental health programs and services are
being reviewed in Australia[45], it istimely to investigate the
young peopl e presenting to Web-based counseling and determine
whether they differ substantively from those attending in-person
services. Thefindings of this study suggest that the eheadspace
Web-based service is reaching a unique client group who may
not otherwise seek help or who might wait longer before seeking
help if in-person support was their only option. In particular,
Web-based support was shown to be highly accessed by young
females with depressive symptoms, which is a demographic
group that is growing and has been identified as particularly
vulnerable and in need of greater focus. Web-based support can
lead young people to seek help at an earlier stage of illnessand
is appealing to young people who have never sought mental
health assistance before. This is important to enable young
peopl e to access support at the earliest opportunity withtheaim
of reducing the likelihood of more serious mental health
problems developing.
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Abstract

Background: Electronic mental health (e-mental health) interventions offer effective, easily accessible, and cost effective
treatment and support for mental illness and well-being concerns. However, e-mental health approaches have not been well
utilized by health services to date and little is known about their implementation in practice, particularly in diverse contexts and
communities.

Objective:  This study aims to understand stakeholder perspectives on the requirements for implementing e-mental health
approachesin regional and remote health services for Indigenous Australians.

Methods: Qualitative interviews were conducted with 32 managers, directors, chief executive officers (CEQOs), and senior
practitioners of mental health, well-being, alcohol and other drug and chronic disease services.

Results: The implementation of e-mental health approachesin this context islikely to be influenced by characteristics related
to the adopter (practitioner skill and knowledge, client characteristics, communication barriers), the innovation (engaging and
supportive approach, culturally appropriate design, evidence base, data capture, professional development opportunities), and
organizational systems (innovation-systems fit, implementation planning, investment).

Conclusions. Thereispotential for emental health approachesto address mental illness and poor socia and emotional well-being
amongst Indigenous people and to advance their quality of care. Health service stakeholders reported that e-mental health
interventions are likely to be most effective when used to support or extend existing health services, including elements of
client-driven and practitioner-supported use. Potential solutions to obstacles for integration of e-mental health approaches into
practice were proposed including practitioner training, appropriate tool design using a.consultative approach, internal organizational
directives and support structures, adaptations to existing systems and policies, implementation planning and organizational and
government investment.

(JMIR Ment Health 2016;3(3):e43) doi:10.2196/mental.5837
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Introduction

E-Mental Health Servicesfor Indigenous Australians

Therole of digital technologiesin addressing pervasive mental
illness in the community has been explored over the past 15
years. The accessibility of new technol ogiesto those with mental
health concerns at any time or location, at low or no cost, and
with a degree of anonymity has the potentia to expand access
to mental health services. Electronic mental health (e-mental
health) interventions have emerged in response to this
opportunity but their potential has not yet been fully realized.

E-mental health approaches provide treatment and support to
people with mental health concerns through telephone, mobile
phone, computer, and online applications, and range from the
provision of health information, peer support services, virtual
applications, and games through to real-time interaction with
practitioners. They may be client-driven, practitioner-supported
or involve a combination of support and self-driven use. There
is growing evidence for the efficacy and cost effectiveness of
e-mental health approaches[1,2].

E-mental health may provide anovel opportunity for improved
health and well-being for Aboriginal and Torres Strait 1slander
(Indigenous) Australians. The potential adoption of e-mental
health approaches amongst Indigenous people, however, has
not yet been well explored [3]. Although diverse in life
experiences, circumstances, and histories, Indigenous
Australians display very high overall rates of psychological
distress[4] and suicide[5], which may result from colonization,
dislocation from country and loss of identity, previous
government policies of assimilation and child removal,
marginalization from mainstream society, institutionalized
racism and poor education and employment outcomes, and
intergenerational trauma [6,7]. Furthermore, Indigenous
Australians do not access mental hedth services at rates
commensurate with their burden of disease [4]. Often livingin
rural and remote areas, access to appropriate services for
Indigenous people may be limited by lack of availability in
addition to other factors such as the cultural inappropriateness
of services and stigma associated with seeking treatment [8].

The Australian Government supportsthe use of e-mental health
approaches by consumers and health services, including within
Indigenous populations, through its National e-Mental Health
Strategy. A key component is an e-mental health training and
support servicefor practitionersworking in primary health care
known as e-Mental Health in Practice (EMHPrac). The present
research was conducted within the Indigenous stream of
eMHPrac in the Northern Territory.

Current Use of E-Mental Health

Despite the demonstrated potential, e-mental health approaches
have not been well utilized in health services[9] and thereisa
genera dearth of research into implementation and use within
service settings [10,11]. While evidence-based treatments are
proliferating [12], the number of evidence-based implementation
strategiesremains few [13]. Many theoretical frameworks seek
to describe the dynamic process of the implementation of
innovations. These various frameworks, strongly influenced by

http://mental .jmir.org/2016/3/e43/
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Rogers, seek to describe the findingsthat health careinnovations
areimplemented more successfully when certain conditionsare
favorable[14]. Greenhalgh et al sought to combinethisdiverse
literature into a unifying model of the diffusion of innovations
in health care organizations which included characteristics of
the user system, the outer context, the innovation itself, and the
adopters within the organization [15].

Over adecade ago, Whitfield and Williams found that the most
significant impediments to use of e-mental health in health
services were a lack of skills amongst practitioners, unclear
guidelines for use, and negative perceptions about e-mental
health (such as confidentiality concerns, lack of confidencein
use, and perceptions of e-mental health asinferior to face-to-face
therapy) [16]. However, in a more recent review of the
implementation of electronic innovations in youth health
services, Montague and colleagues found that a lack of time
and resources, poor information technology (1T) skillsamongst
staff, and technical problems provided the greatest
encumbrances, while negative perceptions of e-mental health
amongst staff and clients did not significantly inhibit use. [11]

In a recent systematic review of e-mental health use by
Australian consumers and practitioners, Meurk and colleagues
described facilitators of e-mental health use that included
therapist support for innovations, mental health literacy,
convenience factors, integration into existing care, and cultural
appropriateness [17]. Barriers included lack of awareness of
e-mental health amongst clients and practitioners and lack of
e-mental health training for practitioners. Several factors were
reported to act as both facilitators and barriers across different
studies (perceived anonymity of e-mental health, stigma
associated with hel p-seeking, gender, rural residence, concerns
about privacy, preferences for self-help), suggesting that
contextual factorsarelikely to have alargeinfluence on results.
Meurk and colleagues al so reported a need for further research
exploring the appropriateness of e-mental health with different
population groups. The current study aims to understand
stakehol der perspectives on the requirementsfor implementation
of e-mental health approaches in regional and remote health
services for Indigenous Australians.

Methods

Data Collection

Semi-structured, qualitative interviewswere conducted with 32
stakeholders to explore current and potential use of e-mental
health approaches with Indigenous clients. Findings will be
used within a broader formative evaluation framework [18] of
training and support provided by the eMHPrac support service
in the Northern Territory of Australia.

We acknowledge the subjectivity of our position as researchers
within the eMHPrac collaboration and as developers of an
e-mental health tool (the AIMhi Stay Strong App); however,
throughout we have sought to render our position explicit and
to reflect on how our experiences may have shaped our findings
while considering other perspectives[19].
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Ethics approval was granted by all relevant ethics committees
(ref #HREC 12-1881 and #CAHREC 12-100) including an
Aboriginal sub-committee.

Recruitment

Interviewswere conducted between December 2013 and March
2015 by SP, MS, and KD with managers, directors, chief
executive officers (CEOs), and senior practitioners (eg, clinical
supervisors including general practitioners, nurses and
psychologists) of menta health, well-being, alcohol and other

Table 1. Participant roles, organization types, and service types (N=32).

Puszka et al

drug and other services (primarily chronic disease) working
with Indigenous people in the Northern Territory of Australia.
Participating organizations were either government health
services or other non-profit, predominantly publicly-funded
services: non-government organizations (NGOs) and Aboriginal
community controlled health organizations (ACCHOs) offering
abroad range of servicesand programs (eg, counseling, alcohol
and drug rehabilitation, social support and primary care) (Table
1).

Participant n (%)
Role
Manager/CEO/director 21 (66)
Practitioner 11 (34)
Organization type
Government health service 12 (37)
Aboriginal community controlled health organization 6 (19)
Non-government organization 14 (44)
Servicetype
Alcohol and other drug service 9(28)
Mental health service 13 (41)
Social and emotional well-being service 2(6)
Other 8(25)

A semi-structured interview guide was developed informed by
literature, our previousresearch findings, and discussion among
the research team. The guide covered knowledge of and attitude
toward e-mental health resources (eg, Do you use or know of
any e-mental health resources/strategies? If yes, which ones?)
and a range of perceived implementation challenges and
facilitators (eg, Can you identify any barriers to the e-mental
health approaches in your practice and potential solutions to
these barriers, for example, policy, staff availability, staff
turnover, training?). The following description of e-mental
health was provided to participants at the commencement of
interviews:

e-Mental health services provide treatment and
support to people with mental health disorders
through telephone, mobile phone, computer and
online applications and range from the provision of
health information, peer support services, virtual
applications and games through to real-time
interaction with clinicians trained to assist people
experiencing mental health issues.

Participants were initially approached based on personal and
professional networks and knowledge of the sector prior to
participating in ementa heath training. Snowball and
maximum variance sampling techniques were used to collect
data from a broad range of organization and service types and
to ensure inclusion of participants from outside our networks.
Although interviews explored e-mental health in general, all
participants had been provided with information about the

http://mental .jmir.org/2016/3/e43/

AlIMhi Stay Strong App prior to the interview and for many,
this was the e-mental health tool that they were most familiar
with. Asaresult many of the responseswere focused on the use
of e-mental health through mobile devices.

Some stakeholders (60%, 19/32) participated in group interviews
with up to four colleagues while others (41%, 13/32) were
interviewed individually. Decisions about interview format and
setting were determined by participant preference and
convenience. Interviews were recorded, transcribed verbatim
and checked against audio recordings.

Analysis

An adapted grounded theory methodol ogy was used to construct
localized knowledge about the use of e-mental health in health
services for Indigenous Australians from the data [20]. Our
analysisoscillated between deductive and inductive approaches.
Data were broken down into discrete parts and compared and
contrasted with remaining data, and were put back together in
new categories, making connections between categories
involving conditions, context and consequences following
Strauss and Corbin’s method [20]. All authors immersed
themselves in the data by reading and re-reading transcripts.
Authors each developed codes and then arrived at a single set
of axial codes (adopters, the innovation, and user system) and
sub-codes within each through group consensus following
reference to the model of the diffusion of innovations in
healthcare organizations proposed by Greenhalgh et al [15].
The consensus codes were then applied to the data and as the
key resultsin each code wereinitially summarized, codes were
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refined to reduce duplication and more clearly present findings.
NVIVO software was used to support storage and coding of
transcripts.

Puszka et al

Results

Adopters

Participants described the skills, experience, and personal
attributes of practitioners and clients that would potentially
influence the use of e-mental health in practice (Figure 1).

Figure 1. Adopter (practitioner and client) factors impacting use of e-mental health approaches.

Practitioner Skill and Knowledge

Potential e-mental health adopters among health practitioners
were defined as representing a diverse cross-section of the
community. Participants perceived that different levels of mental
health training and proficiency with IT and generally low levels
of knowledge and awareness of e-mental health present
challenges to implementation of e-mental health approachesin
practice.

Awareness and Current Use of E-Mental Health

Lack of awareness was a key impediment to implementation.
Very few participants had used e-mental health tools and some
were not familiar with the concept of e-mental health. For
example, one ACCHO manager commented: “I think this
e-based, what do you call it, this e-mental health approachisa
new concept, can | say for the Aboriginal health sector.”

Of those who had some awareness of e-mental health, the most
common tools mentioned were online cognitive behavioral
therapy (CBT) programs and Internet- or phone-based
counseling servicesin general, and the AIMhi Stay Strong App
and beyondblue website specifically. Only one participant
reported use of e-menta health services in practice through
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referral of clientsto mindfulness apps. No participants reported
previous exposure to e-mental health training.

Mental Health Expertise

Lack of mental health expertise amongst health practitioners
was perceived to impact upon e-mental health uptake.
Participantsfrom arange of servicetypes(mental health, a cohol
and other drugs, community services) noted that some staff did
not have formal qualifications in mental health.

Some of them haven’t done a basic Cert IV in mental
health, so some of them have studied assessment but
some of them haven’t. They haven't got that sort of
grounding. [Manager, NGO]
One participant expressed concern about risksin her staff using
e-mental health tool swhich may induce them to make decisions
about treatment which they were not qualified for.

I nformation Technology Proficiency

IT skills were identified as a key influence in e-mental health
implementation. Participants described their colleagues as
exhibiting varied levels of skill and comfort in using technology.
The use of mobile devices such as tablets was new for many.
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There's probably one or two [staff] that are
proficient, can use a computer, the rest can’t. They
barely can send an email... They just freak out at the
thought of having a tablet. [Manager, ACCHO]

We are increasingly becoming better at using new
technologies. [Manager, ACCHQ]

Agewasreportedly animportant determinant of familiarity and
comfort with IT amongst health practitioners.

Client Characteristics

Health and socio-economic status emerged as client factors
which may influencetheir ability or willingnessto use e-mental
health tools.

Poor Health Status and Well-Being Challenges

Poor health status and significant well-being challenges with
high levels of comorbidity were thought to negatively impact
on the suitability of e-mental health toolsfor some clients. One
government health service manager said: “ Often people with
serious mental illness or with poor literacy, alot of that stuff’s
still not suitable for them.”

These factors were described as impacting upon clients
concentration and their ability to sit through a session with a
practitioner to complete an e-mental health tool.

There's a lot of young people, whether they're
diagnosed or not, are ADH or oppositional or any of
that crap. To try to get them to sit in one place for
more than two seconds is quite difficult and a lot of
these issues have been compounded by fetal alcohol
syndrome, compounded by other primary health
issues, compounded by substance abuse. [Manager,
NGQ]

Poor concentration was particularly attributed to younger clients,
however in the case of young clients receiving renal dialysis,
using mobile devices was seen as an antidote to boredom.

Marginalization

Despite the need for mental health services, it was suggested
that lack of engagement may impede clients from seeking
treatment, including through e-mental health approaches. Poor
health and well-being were described as being compounded by
marginalization from society and the grief and trauma associated
with events in some clients' communities such as suicide and
conflict. A large number of participants described some of their
clients as disengaged from the health care system, not well
involved in decisions about their own health care or not fully
participating in therapy, frequently missing appointments. A
manager at a NGO said: “It's generational, it's the times, it's
welfare dependency, it's the lack of an appropriate educational
system, it's al that and what's work, why do you want me to
work, you know that sort of despair that comeswith addiction.”

Orientation Towards Technology

Stakeholdersdescribed their clientsasgenerally being positively
oriented towards new technologies: “Young people are realy
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into iPads and electronic equipment” (Practitioner, government
health service).

Electronic media were described generally as an important
component of modern Indigenous youth culture and identity
and most agreed that e-mental health toolswould be particularly
appropriate for this demographic. However, a small number of
participants discussed the high level of client motivation needed
for them to access some e-mental health tools independently.

A tool like that [AIMhi Stay Strong App] you need
motivation to do it independently, soit will bea great
tool to use with aworker or with someoneyou’re sort
of walking through things. Yeah, but if you just put it
out thereasan output, | don’t know how many people
would accessiit. [Coordinator, NGO]

I nformation Technology Access

Client accessto IT was thought to be an important determinant
of use. While most reported high rates of mobile phone
ownership, including in remote communities, rates of smart
phone or tablet ownership were thought to be lower and it was
noted that some remote communities still did not have Internet
connection.

mobile phone concentration’s very high in the bush
... [Manager, government health service]

... in alot of communities... there is mobile access,
which still isn't all the communities in the western
desert by any stretch.... [Manager, ACCHO]

Although financial constraintswere not specifically raised, one
participant suggested that health services could subsidize the
cost of e-mental health toolsfor clients.

Communication Barriers

Potential communication barriers between staff and clientswere
discussed as factors influencing the effective use of e-mental
health in health services. Practitionersand clients may not speak
English asafirst language or may have limited English literacy,
presenting possible impediments to accessing mental health
services, including e-mental health.

Our staff vary from people with uni degrees and used
toworking in hospitalsand doing questionnairesand
stuff to people who are very practically based and we
have 35% Indigenous employees with a range of
experience, tertiary and literacy and numeracy
skills... [Manager, ACCHO]

English is not the first language for most of them
[Indigenousclients]. [Senior practitioner, government
health service]

The lnnovation

Particular aspects or design features of e-menta health tools
which may influence use were explored (Figure 2).
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Figure 2. Innovation-related factors impacting use of e-mental health approaches.
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Client Engagement and Support

Client Engagement

E-mental health toolswhich support engagement between clients
and practitionersin mental health serviceswere viewed by most
participants more favorably, especially those with the potential
to lead to more open dialogue through aless direct approach to
sensitive issues.

it will makeit easier to engage with some clients and
again, | don't know whether I’'m just a victim to
stereotypes, but you think that young people who don’t
necessarily have the willingness or the language to
kind of engage in those conversations in just a face
to face chat... [Coordinator, ACCHO]

...it allows peopleto focuson anindirect object, which
would make that relationship building easier. So any
elements of shame and embarrassment could be
mediated to some level by the use of a tool that is
introduced into that interaction. [Manager, NGO]

However, two participants saw potential for e-mental health
tools used within a client session to intrude on the therapeutic
relationship if tools were not understood by the client or if they
interrupted a conversation, suggesting that introducing an
electronic based tool to a client session would reguire some
judgment and skill.
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The optimism amongst participantsin the potential for e-mental
health tools to strengthen client engagement appeared to be
limited to practitioner-supported tools. A small number of
participants described client-driven tools as potentialy
disengaging and alienating clients. One participant commented:
“It'saround relationship stuff, so that’swhy, like that's awvesome
because you can sit there and be with the person and use it
together and still have that relationship with the young person,
whereas sometimesit’s hard to establish that if they’reworking
with a computer screen...” (Coordinator, NGO).

Client Empowerment

E-mental health tools which empower clientsin the recording
of their information were well received. Practitioner-supported
e-mental health tools such asthe AIMhi Stay Strong App were
contrasted favorably with pen and paper approachesto collecting
client information. Several participants described how pen and
paper approaches could be disempowering experiences for
clientsdueto low literacy and asreminders of intergenerational
institutionalization.

[The AIMhi Stay Strong App] has a collaborative
approach that the information that is gathered is
gathered with full awareness and permission of the
participant. [Manager, ACCHQ]

it's certainly a whole lot less scary ... than this pen
and paper because there' s things to push. [Manager,
NGO]
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One participant discussed preferencesfor toolsthat enable both
staff and clients to enter information during and between
sessions.

Accessto Care

Participants saw a role for emental health in providing
additional support during or between client sessions and acting
as a"“soft entry point into services” (Coordinator, NGO). The
convenience of accessing e-mental health at any time of day
and from any location was thought to supplement, but not
replace face to face client sessions: “...giving your client like
an extra dose of therapy like working with them and then
sending them away with stuff that they love to access’
(Coordinator, NGO).

However, one participant drew attention to the risk of creating
new inequalities in the access to care: “...for people who are
better educated they’ll just take them to another level and the
people who are less educated will get left further behind”
(Manager, ACCHO).

Culturally Appropriate Design

Concepts of Well-Being

The small number of participants who offered comment
appeared to favor e-mental health tools that adopted a
cross-cultural approach by encompassing or acknowledging
Indigenous concepts of mental health. Participants tended to
favor aholistic and less medicalized approach to mental health
concerns as represented by the broader term social and
emotional well-being.

Aboriginal peopledon’'t seethemselvesin those sorts
of stigmatized ways [ diagnosed with bipolar disorder,
schizophrenia etc]. They mainly refer to them as
people with social emotional well-being type...you
know they prefer to have a much softer approach to
that.... It's more a subtle approach than a clinical
approach. [Manager, ACCHQ]

I mages and Format

Participants described the optimal overall design of e-mental
health tools as being easy to navigate or self-explanatory to aid
staff and clients who were not confident with technology.
Tranglation into Indigenous languages or use of plain English
was also thought to promote use. In addition, the use of audio
prompts in Indigenous languages or plain English was
recommended.

The use of visual aids to help explain complex menta health
concepts and the inclusion of aesthetically engaging content
wasthought to be particularly important. The nature of desirable
images and graphics were described as friendly and
non-threatening, suggesting a need for sensitivity in graphic
design. However, inreviewing the AIMhi Stay Strong App, one
participant described the potential for some Indigenous clients
to view the simple text and visual prompts as patronizing,
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suggesting a need to ensure simplifying content does not result
in omitting information or adopting a disrespectful stance.

Evidence Base

Participants confirmed that robust evidence of effectiveness
would promote e-mental health implementation. Participants
were generally unsure about the evidence base and effectiveness
of emental health; however, there was optimism about its
potential and consensusthat moreinformation and research was
needed. Many called for more research, particularly within
Indigenous populations. “We need to be aware of those apps,
which ones are good, which ones are evidence based and which
ones are crap” (Manager, ACCHO).

Data Capture

Therewas ageneral perception of both risks and benefitsin the
data capture functions of e-menta health tools. In particular,
the capacity to measure outcomes in a clear, easy to interpret
format, potentially using an automated function, was an
attractive feature for health services. The ability to document a
broad client history, including family mapping and other
information specific to anindividual client, was al so appreciated
by participants when discussing the AIMhi Stay Strong App:
“We want to empower people in local communities to be able
to accessinformation and to record their own stories’” (Manager,
ACCHO).

However, there was a concurrent concern about the security of
confidential client data collected by e-mental health tools.
Several participants perceived e-mental health to afford alower
level of security than existing electronic information systems,
particularly when information was stored in mobile devices and
transmitted via email: “I've always been concerned about
electronic forms of client recording, which is really around
confidentiality and the ease with which things can be copied
and transferred to people” (Manager, NGO).

Professional Development

Practitioner-supported e-mental health tools that adopt a
structured approach or prompts for best practice care were
perceived as providing professional development for
practitioners. “ The other beauty of the best e-health [tools], they
can be quiteauseful professional development tool for our staff,
like you see some of these websites and then you think well
they’ve got that right, my personal professional practice should
at least match that” (Manager, ACCHO).

Prompts for health promotion messages, client engagement,
identifying well-being markers and assessing client risk were
appreciated.

User System

Thefactors supporting or inhibiting adoption of e-mental health
approaches within stakeholders’ service delivery settings were
explored (Figure 3).
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Figure 3. User system factors impacting use of e-mental health approaches.
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I ntegration With Usual Practice

The degree to which e-mental health tools captured or integrated
with various aspects of usua practice in client care was
described as an important factor mediating use. Most participants
suggested e-mental health tools would integrate successfully.
Many saw arole for e-mental health tools such as the AIMhi
Stay Strong App in an initial session with a new client, as an
engagement tool to help build a therapeutic relationship, as an
additional component of client assessment, or both. Many saw
apotential for e-mental health to replace current care planning
processes, or to integrate with existing care plans. A number of
participants also discussed the potential for e-mental health
tools to improve case management within their organizations:
“... probably fitting it somehow into their mental health care
plan, their chronic disease care plan would be the best way”
(Manager, government health service).

Some participants saw e-mental health tools as having the
potential to support health services in remote community
settings. The flexibility and portability of mobile devices were
described as afavorable feature supporting such work.

http://mental jmir.org/2016/3/e43/

XSL-FO

RenderX

Puszka et al

Integration with
usual practice

Data
ma nagement &

info system

Organisational
support
Implementation
strategies

Policies,
guidelines,
frameworks

Implications for
workload

Data Management and Alignment With I nformation
Systems

Participants generally saw potential for e-mental health tools
to support client data management within organi zations but that
challenges in integrating tools within existing information
systems may detract from use. E-mental health toolswere seen
to offer support in client data management across organi zations
through immediate recording and availability of electronic data,
measurement of client outcomes, reporting of client data, and
improving client ownership of records. A number of participant
perspectives on data management were expressed in the context
of outdated or poorly managed existing information management
systems, including continued reliance on paper-based record
systems: “ It will improve our capacity for making sure
documentsdon’t get lost...” (Manager, ACCHO).

While some participants saw e-mental health tools as providing
a desirable addition to existing information management
systems, others warned of the risks in failing to integrate
e-mental health within existing systems, including the potential
for information to be lost. Participants described a need for
further technical work to ensure e-mental health tools were
accessible within existing systems. They also described a need
for datato be easily transferred between systems and clientsto
be easily identified across systems.
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Implementation Planning

Training

Participants differed in their views on the degree of change
needed to implement e-mental health approaches into practice
within health services and the steps required. However, almost
all agreed that some staff training would be needed. Some
participants added that staff in their organization would need
other types of training in order to use e-menta health tools,
including training in counseling skills, in using mobile devices,
and in working in a cross-cultural context. A common theme
amongst participants was the need to ensure sustainability of
training programs and to address high staff turnover acrossthe
sector. Several participants recommended embedding e-mental
health training in orientation processes for new staff.

Organizational Support

A number of participants described the importance of
establishing supportive structures within organizations such as
supervision, regular review, and hel pdesk support in promoting
implementation and treatment fidelity of e-mental health
approaches: “You can have the training, but if you don’'t have
the supervision and the support behind it, it never gets done”
(Manager, NGO).

Support and commitment from senior managers were aso
thought to be an important aspect of the change process which
would facilitate greater levels of adoption of e-mental health
approaches.

I mplementation Strategies

A small number of participants discussed development of
specific organizational implementation planning strategies.
Aspectsof the planning process described included introducing
e-mental health initially in a pilot process, using a staged
approach, determining which aspects of usual practice e-mental
health will replace, decisions on how the use of e-mental health
toolswill be documented in client records, and establishing and
reviewing implementation milestones. Only one participant
mentioned a need to consult with staff and clients.

Policies, Guidelines, and Frameworks

Participants suggested that effective and ethical e-mental health
use should be governed by organizational policies, guidelines,
and frameworks. Some thought that existing clinical governance
frameworks could provide appropriate guidance for managing
potential risksto clients, responding to incidents, and providing
clinical supervision, and that existing client consent policies
would equally apply to provision of e-mental health treatment.

There were mixed opinions as to whether existing policies on
appropriate use of technology and the secure storage and
transmission of electronic datawould need to be adapted to take
account of e-mental health use: “1 think that there needs to be
alot of rigor around...controls around how this gets moved and
transferred” (Manager, NGO).

A small number of participants described existing policies as
preventing accessto e-mental health tools (eg, restricted Internet
use) and mobile devices. However, others described a need for
policies to mediate appropriate use of and access to mobile
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devices, suggesting policies needed to achieve abalance between
access and risk management.

I nvestment

Costs

The costs and expected benefits associated with e-mental health
were a key consideration for participants in adopting e-mental
health approaches within their organizations. Participants
represented government departments or non-profit organi zations
and described financial constraints and uncertainty about future
funding. The most common costsidentified werein purchasing
mobile devices and training staff. Although free training was
offered within eMHPrac, there were associated costs in
backfilling frontline staff and travel to be considered. The need
to upgrade existing systems to enable utilization of e-mental
health was also identified as a cost.

However, almost al participants planned to take advantage of
the freetraining offered and to seek funding for mobile devices
where not already available, suggesting that the costs involved
were perceived as a worthwhile investment: “...I think that
would be a cost benefit sort of situation equal...” (Manager,
ACCHO).

Potential risks to the investment were discussed, such as the
potential for mobile devices to be lost, damaged or stolen, and
the possibility of hidden costs, for example in future upgrades
to devices and e-mental health tools.

Implications for Workload

Some noted the potential for the initial investment in e-mental
health to result in future savings for organizations through
improved efficiency. Efficiency dividendswerethought to arise
from reducing the amount of staff time in writing client notes
and the immediate transmission and availability of client data.
However, others saw potential for e-mental health use to result
inlonger client sessions and thought the implementation process
would increase staff workload initially.

Discussion

Principal Findings

There is strong potential for e-mental health approaches to
complement existing mental health services for Indigenous
people. However, several client, practitioner and system-level
factors as well as the design of innovations will determine the
level of perceived usefulness and ultimately the success of
implementation efforts.

Adopters

Limited knowledge of e-mental health tools amongst health
practitionersis akey obstacle to use. Thisfinding accords with
results from a recent eMHPrac training evaluation [21] and
reports of poor implementation of e-mental health approaches
across Australian health services, despite Australian devel opers
playing a leading role in the development of e-mental health
innovations internationally [22]. Similarly, arecent systematic
review found that one of the key impediments to more
widespread useincluded lack of awareness and knowledge about
e-mental health amongst clients and practitioners [17]. Our
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findings support the conclusions drawn on the need for greater
promotion and awareness-raising amongst practitioners.

Mental health training and expertise amongst health practitioners
is another factor driving use of e-mental health tools. These
findings are in accord with those of a study which aimed to
identify contextual influences on integration of innovationsin
mental health servicesin both UK National Health Serviceand
community settings. Brooks et al (2011) found that service
provider skills and knowledge were among the top enablersto
implementation [23]. This theme of adopter confidence is also
reflected in the findings of Panzano and Roth who found that
the decision to adopt an innovative mental health practice
involves consideration of risk [24]. Their data suggest that early
adopters see the risks associated with adopting as lower and
potentially more manageable.

The Northern Territory mental health and well-being workforce
is varied and often limited in terms of formal training or
qualifications [25]. Some have found that e-mental health
approaches can be implemented successfully by practitioners
with little mental health training [26]. An evaluation of a
one-day e-mental health training course provided through
eMHPrac has shown that participants with diverse roles and
professional backgrounds improved their knowledge and skills
in emental health significantly post-training [21]. The
availability of appropriately-targeted training in e-mental health
will beacrucial component of e-mental health implementation;
however, workforce factors also indicate a need earlier in the
development phase for production of new tools which are
evidence-based, easily understood, appropriately targeted and
require little training.

For Indigenous clients, stakeholders expressed preferences for
tools that involve a level of practitioner support (Multimedia
Appendix 1). Thisaccordswith the oral traditions of Indigenous
Australians and the emphasis often placed on personad
relationships [27]. Furthermore, studies of online treatments
(particularly Internet-based CBT) have shown the largest effect
sizes when combined with practitioner support [28,29].
Nevertheless, somelevel of client-driven use was a so supported
by stakeholders who saw an opportunity for e-mental health to
complement traditional approaches to treatment and support
self-management.

Reynolds et al [30] offer aframework of e-mental health usein
primary care, describing a continuum of therapist involvement
from promotion to case management, coaching, integration into
symptom-focused therapy, and integration into comprehensive
treatment. Our findings suggest that e-mental health toolswhich
can beintegrated into face to face therapy or treatment, or tools
that can be used in a case management or coaching scenario,
where service providers offer emotional and technical support
to clients to use e-mental health tools either within a face to
face session or externally, were preferred.

The Innovation

Specific design of e-mental health toolsto address the needs of
Indigenous Australians will facilitate use. As others exploring
the use of e-menta health innovations with Indigenous
Australians have found, very few tools have been developed to
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address the needs of Indigenous people[3,31]. Appropriatetool
design has been identified as a key facilitator of acceptance of
e-menta health tools [9]. E-mental health tools that adopt a
social and emotional well-being framework acknowledging the
broader social determinants of mental health may have more
capacity for including Indigenous concepts of mental health
than biomedical models. Christie and Verran have also called
for the development of tools for Indigenous Australians that
adopt aholistic perspective of health and the health system, and
with interactive features than enable development of shared
understandings rather than only transferring information [32].

However, there are challenges in developing a tool which
reflects Indigenous worldviews and understandings of mental
health, life experiences, and conversational style, particularly
in the context of an extremely diverse population. Developers
must seek to both avoid oversimplifying concepts or presenting
Indigenous perspectives in a tokenistic manner and yet also
avoid rendering tools and concepts too complex. While design
features such as images, language style and tone, and audio
prompts can impact on ease of use and successful uptake [33],
developers may also encounter intellectual property issues and
sensitivities to the use of certain images, words or conceptsin
certain contexts [34]. As others investigating the devel opment
of e-mental heath innovations designed for Indigenous
Australians have found, there continues to be a need to ensure
that content is localized and adapted to different regions,
communities and languages through consultative, collaborative
approaches [3,35].

The security of personal data stored in e-mental health tools
was a significant concern for participants and provides an
imperative for devel opers to address prior to the integration of
tools into routine care. The potential for e-mental health tools
to record highly sensitiveinformation while providing the means
for rapid transmission of information online is a key risk.
Historical and ongoing government intervention in the lives of
Indigenous people [36] and difficulties in de-identifying client
information in small inter-related communities may further
heighten security concerns amongst this population group.
Although Povey and colleagues did not find that data security
concerns significantly detracted from the appeal of e-mental
health amongst Indigenous community members [3], other
studies have reported perceived risksto confidentiality amongst
practitionersand consumers[11,17], and it may be the case that
health service managers in their duty of care to clients and
experiencein managing client dataare more attuned to potential
risks.

Those e-mental health resources which can be used in a client
session and potentially improve professional practice through
the use of prompts and reminders, and through better recording
of client dataand are accompanied by further training, are most
attractive to health services. This need is recognized by the
National e-Mental Health Strategy which is currently offering
e-menta health training and implementation support through
the eMHPrac support service [30].

Robust research evidence will generate greater confidence in
the use of e-mental health toolsin health services. Thisfinding
isin accord with our earlier investigation of user perspectives
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of alocalized e-mental health tool [33]. Future research should
consider the implementation context and practitioner fidelity
to treatment to ensure that shiftsin practice achieve the intended
outcomes and are sustained over time.

User System

Health service organizational systems and processes with
capacity to support e-mental health tools are needed. Current
systems and supportive infrastructure such as Internet access
and mobile devices were reported as often unavailable or
outdated. Although Internet coveragein Australiais expanding,
some remote communities remain without Internet connection
while others continue to experience slow download speeds[37].
Poor Internet access has been reported as an impediment to
e-mental health use in related studies [3,33]. A recently
announced Digital Mental Health Gateway to support
practitioner and client access e-menta health tools through a
centralized portal as part of anew stepped-care system [38] may
assist in connecting systems to e-mental health tools to some
extent. Nevertheless, it islikely that service providerswill need
to adapt organizational systems and processes to some extent
in order to integrate e-mental health approaches.

Other studies investigating implementation of mental health
service innovations have similarly found the capacity and
receptiveness of organizational systems to be pivotal in their
success. Barnett et a identified arange of organizational factors
either impeding or facilitating innovation: organizational
receptiveness (including the fit between the innovation and the
organizational ethos), available resources, as well as
organizational capability to promote the innovation with other
organizations [39]. Similarly Brooks et a found that resource
limitationsand lack of support from corporate departments such
as HR and finance were key impediments to implementation
[23].

Participants confirmed what is known from the diffusion of
innovations literature: successful implementation of new
innovations into service settings requires consultation,
organizational support, support structures and lines of reporting
established, planning, adaptation of current systems, supportive
policies or guidelines and adequate resourcing [15]. As
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Montague and colleagues have found, the availability of
e-mental health innovations has often preceded the devel opment
of organizational policies and protocols governing their use
[11].

Implementation of e-menta health approaches requires
investment in supportive infrastructure and workforce capacity
building for many organizations, as well asinvestment in tools
and devices themselves. The need for e-mental health supports
and technical upgrades is recognized by the e-Mental Health
Alliance [9]. However, these were costs that some stakeholders
described as posing a burden on aready stretched budgets.
Further government investment in health service systems and
supportive infrastructure is needed.

Addressing staff training needs and embedding training in
existing structures is also required. The current piecemeal
approach to e-mental health implementation with an apparent
lack of staff consultation appearsto beleading to asmall number
of “early adopters’ and a large proportion of “laggards’ [14].
In the absence of a whole-of-organization approach, including
formal guidance in which aspects of current practice e-mental
health will replace or complement and technical work to adapt
or upgrade existing information management systems, thereare
risks that e-mental health could lead to duplication in the
delivery of care and recording of client data or that initial
changes to practice are not sustained.

Recommendations

Practitioners, developers, service providers and governments
all have important contributions to make in reaizing the
opportunities presented by e-mental health (Textbox 1).

Limitations

Participation in this study was restricted to service providers
and we did not seek client, developer or community views
directly. Nevertheless, the views expressed provide insight into
current awareness of e-mental health and perceived potential
for implementation in the health service settings in which the
participants are expert. Indigenous community perspectives on
the use of mobile applications for mental health have been
explored elsewhere [3].
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Textbox 1. Recommendations for practitioners, developers, and services to promote adoption of e-mental health approaches.

Recommendations

« Practitioners

Seek advice from local consumer or community groups on the appropriateness of particular tools for particular client groups.

Choose e-mental health tools to suit the individual, considering client language and literacy, cultural factors, engagement with technol ogy,
attitude, and type of mental health concern.

Research available e-mental health tools to increase awareness and familiarity.

« Developers

Collaborate with | ndigenous communities and organi zations to ensure sensitive adaptation to different regions, communities, and languages.
Develop tools that combine practitioner support with client-led use.
Develop tools that monitor client outcomesin a clear, easy to interpret format.

Develop tools that support best practice through a structured approach and are appropriate for use by practitioners with little mental health
training.

Ensure that the security of client data collected in tools matches the level of security in existing electronic information systems.
Develop tools that can be used without ongoing Internet connection.

Conduct research to expand the evidence base for effectiveness of e-mental health approaches.

Evaluate implementation strategies and practitioner fidelity to treatment.

Develop training packages that address gaps in expertise including cross cultura skills and familiarity with technology.

Work with service providers to promote awareness of e-mental health.

« Health Services

Assess the alignment of individual tools with existing information management systems and any needs for technical adaptationsto existing
systems prior to implementation. Internal directives are needed on how client data from tools are to be saved in client records.

Consider what investment may be needed in systems and supportive infrastructure including Internet connection, mobile/tablet devices and
information systems prior to implementation.

Consider the need to adapt existing policies, procedures, and frameworksincluding clinical governance frameworks and policieson electronic
equipment and storage and transmission of client data to take account of e-mental health.

Provideinternal directives to advise which aspects of existing practice e-mental health tools will complement or replace; and guide the use
of tools within or as an adjunct to client sessions.

Establish support structures to guide the use of e-mental health, such as supervision, regular review and troubleshooting support in order to
help staff adapt to e-mental health approaches and to promote treatment fidelity.

Consult with staff and demonstrate support and commitment from senior managers through a “whole of organization” approach.

Develop implementation plans, which may include a consultation phase, apilot process, a staged approach to introduction, integration with
treatment pathways/usual practice, and establishing and reviewing implementation milestones.

Undertake aneeds analysis of staff training, considering staff skillsand experiencein I T, counseling, and working cross-culturally. Training
should be included in orientation processes to ensure sustainability of implementation efforts.

. Government

Develop training packages for e-mental health which includetrainingin IT skills, counseling skills, and working cross-culturally and which
are flexible for use in diverse contexts.

Promote awareness of e-mental health including strategies that lead to positive attitudes and motivation to use.

Invest further in supportive infrastructure such as Internet connection and faster download speeds in remote communities.

Work with service providers to ensure integration of the Digital Mental Health Gateway with diverse information management systems.
Make grants available to service providers for staff training and appropriate hardware for e-mental health.

Consider incentives for use of e-mental health approaches through the Medicare Benefits Schedule.

Our established relationships within the sector and our roleas  may have enabled us to gain a deeper understanding of
the developers of an e-mental health innovation may have contextua factors, they aso create potentia for bias.
influenced participant responses. Although these relationships  Nevertheless, participant responses represent afull spectrum of
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views. The AIMhi Stay Strong App may have dominated
participant perceptions about e-mental health; however,
participant views about various features of that app are also
relevant to the development of other e-mental health resources
for Indigenous Australians. We have indicated above where
participants explicitly or implicitly referred to the AIMhi Stay
Strong App.

The format of qualitative interviews may have influenced
participant responses, particularly where participant
contributions were made in the presence of a line manager or
other colleagues. However, participants were given the choice
of taking part in agroup or individual interview. These factors
were taken into consideration in our analysis where there was
potential for social influence in order to avoid overstating the
numbers of participants sharing a single perspective.

Conclusions

The present study contributesto understandings of the potential
implementation of e-mental health approaches for Indigenous
clientsin health service settings. Results suggest e-mental health

Puszka et al

interventions may be most effective when used to support or
extend existing hedth services, involving elements of
client-driven and practitioner-supported use. Used in this
context, e-mental health approaches offer more than simply a
new modality of treatment and, if adopted, are likely to change
the very nature of health care, impacting on access to care, the
therapeutic relationship and data recording, in addition to
influencing the functioning of health services.

As practitioners and service providers consider the opportunity
presented by e-mental health, several client, practitioner, and
system-level factors and the design of innovations are likely to
influencethelevel of effectiveness, the degree of change needed
to current practice and organizational processes and ultimately,
the level of use. Developers, service providers, practitioners
and government all have contributions to make in designing
toolsand related training that meet client and stakehol der needs,
embedding e-mental health approachesin practice frameworks
and systems and supporting appropriate use while seeking
solutions to obstacles such as poor supportive infrastructure,
financia constraints and workforce capacity issues.
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Abstract

Background: Some midwives are known to experience both professional and organizational sources of psychological distress,
which can manifest asaresult of the emotionally demanding midwifery work, and the traumatic work environments they endure.
An online intervention may be one option midwives may engage with in pursuit of effective support. However, the priorities for
the development of an online intervention to effectively support midwives in work-related psychological distress have yet to be
explored.

Objective: Theam of this study wasto explore priorities in the development of an online intervention to support midwivesin
work-related psychological distress.

Methods: A two-round online Delphi study was conducted. This study invited both qualitative and quantitative datafrom experts
recruited via a scoping literature search and social media channels.

Results: Intotal, 185 experts were invited to participate in this Delphi study. Of all participants invited to contribute, 35.7%
(66/185) completed Round 1 and of those who participated in thisfirst round, 67% (44/66) continued to complete Round 2. Out
of 39 questions posed over two rounds, 18 statements (46%) achieved consensus, 21 (54%) did not. Participants were given the
opportunity to write any additional comments as free text. In total, 1604 free text responses were collected and categorized into
2446 separate statements of opinion, creating atotal of 442 themes. Overall, participantsagreed that in order to effectively support
midwives in work-related psychological distress, onlineinterventions should make confidentiality and anonymity a high priority,
along with 24-hour mobile access, effective moderation, an online discussion forum, and additional legal, educational, and
therapeutic components. It was also agreed that midwives should be offered a simple user assessment to identify those people
deemed to be at risk of either causing harm to others or experiencing harm themselves, and direct them to appropriate support.

Conclusions: This study has identified priorities for the development of online interventions to effectively support midwives
in work-related psychological distress. The impact of any future intervention of this type will be optimized by utilizing these
findings in the development process.

(IMIR Ment Health 2016;3(3):€32) doi:10.2196/mental.5617
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: care professional s can bedirectly correlated with the safety and
Introduction quality of patient care [2]. Therefore, in order to ensure high
Midwives can experience both occupational and organizational ~ duality maternity care, psychological distress experienced by
sources of psychological distress[1]. The well-being of health the midwifery profession will need to be met with appropriate
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and effective support. Although thereisrecord of some support
available for midwives, there currently appears to be alack of
online support available for midwives [3,4].

A recent review on maternity services has highlighted that
midwives are more likely to report episodes of work-related
stress than other health care professionals [5]. Yet there has
been a reluctance to report episodes of unsafe practice or
“impairment” due to a fear of adverse consequences [6].
Midwives are exposed to avariety of eventswhich they perceive
to be traumatic, and demonstrate a reluctance to seek support
for fear of stigma and punitive responses when engaging with
face-to-face support [7-9]. In linewith other support provisions
offered to physicians, midwives may also benefit from
customized support, away from other health service users,
among other midwives[10,11]. Assuch, midwives may be more
likely to engage with an online intervention, which can facilitate
the provision of confidentiality and anonymity and so encourage
positive help-seeking behaviors and disclosure.

Generally, online interventions offer unique benefits such as
greater  accessibility, anonymity, convenience, and
cost-effectiveness[12]. These benefits may appeal to midwives
who often work long shifts during unsociable hoursin an area
of high litigation, where speaking openly about their ability to
cope may proveto be challenging [13-15]. Inlight of the stigma
surrounding nondisclosure in midwives requiring further
support, and for those needing to disclose episodes of
psychological distress or impairment, the provisions of
confidentiality and anonymity may be essential for midwives
to spesk openly. In providing both anonymity and confidentiality
within an online intervention, users will become unidentifiable
and therefore cannot be held to account. This situation would
result in a subsequent and inevitable amnesty. We refer to the
concept of amnesty inthis case asaperiod of forgiveness, where
an episode of misconduct is pardoned for the purpose of
enabling those in need of help to take a unique window of
opportunity to seek help, where they may not otherwise have
done so. With thisin effect, immediate accountability will not
be possible, and the immediate protection of the public may be
unattainable. As it may be unfeasible for midwives to engage
with face-to-face support and make open disclosures otherwise,
it is vital that we consult with both midwives and others to
explore the priorities for online interventions that support
midwives in work-related psychological distress.

Itisnot currently known what should be prioritized in any online
intervention, designed to effectively support midwives in
work-related psychological distress. This paper reports the
results of an online Delphi study designed to achieve consensus
in the development of an online intervention to support
midwives in work-related psychological distress.

The Delphi method was chosen due to its ability to stimulate
anonymous discussion and erase any geographical distances
between participants [16]. This online technique also protects
the collaborative discussion from any one person dominating
the conversation or governing the group’s thoughts and ideas

[17].
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Methods

Design

We conducted a two-round Delphi study between the 9"of

September and the 30"of November 2015. Both rounds were
completed online using Bristol Online Survey software and
participants received feedback following both rounds
electronically viablind carbon copied emails. Our study protocol
has been published elsewhere [18]. The aim of this study was
to achieve consensus in the design and delivery of an online
intervention designed to support midwives in work-related
psychological distress.

In total, 39 questions about what should be prioritized in the
development of an onlineintervention for midwiveswere posed
to eligible participants over two rounds. Questions were posed
as statementsfor the expert panel to respond to, and were chosen
in response to a scoping review of the academic and grey
literature, and the lived experience of working within maternity
services. Thisliterature review was broad in scope, and included
acombination of search termsrelating to midwives, work-related
psychological distress and online support interventions. A
snowballing of the literature then led the research team to
identify further themes of relevance [19]. Fina themes were
categorized within the online survey as; ethica inclusions,
inclusions of therapeutic support and intervention design and
practical inclusions.

Consensus was defined as a minimum of 60% of panelists
responding within two adjacent points on the 7-point rating
scale. Thisscalewasanchored at “Not apriority” and “ Essential
priority”. Any item could reach consensus at any point within
the scale, whether at the higher or lower end of the scale. The
presence of consensusin this study was specified in advance of
data collection.

Ethical approval for this study has been granted by Coventry
University Ethics Committee (project reference |D P35069).

Recruitment

Participant recruitment for panelists began in the September of
2015. Key papers which related to the subjects of midwifery
work, psychological distress, online interventions and
interventions designed to support mental well-being aready
known by the research team were screened for potential subject
experts. A snowballing of the literature led the research team
to scan reference lists and identify further key papers of
relevance [19]. The authors of these papers were then invited
to participate in the study.

Inclusion Criteria

Participants were eligible to participate if they possessed all or
some of thefollowing practical knowledgein either: midwifery,
midwifery education, research, therapies, health care services,
staff experience or patient experience. Participants were also
eligible if they had been listed as an author in at least one
academic paper relevant to midwifery, psychological trauma,
psychology, psychiatry or health care services. No exclusion
criterion was applied.
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Online Recruitment Strategy

A social media recruitment drive was also conducted, in line
with the study protocol [18]. Our strategy aimed to reach arange
of midwifery professionals, those with a knowledge of
psychology and psychological trauma, those with abackground
in psychiatry and/or practitioner health, patient and staff groups,
those with aknowledge of risk, quality and safety in the health
servicesand expertsin thefield of onlineinterventions. Intotal,
185 people were invited to participate in the study. Some were
contacted directly via email by the research team, and others
contacted the research team expressing their interest in
participation. All potential participants wereinvited to visit the
research recruitment blog page, which detailed the study
protocol and inclusion criteria[20].

During the study the research recruitment blog page was
accessed 422 times. Thisblog page was a so shared on Facebook
59 times, Linkedin 3 times, and Twitter 47 times. Additionally,
the blog page was shared to afurther 236 unidentified websites
by its readership. The destination of a further 77 shares via
socia media remain unknown. An overview of social media
engagement and the recruitment process are detailed within
Multimedia Appendix 1.

Although participants remained anonymous throughout this
study, some participants were keen to disclose their specific
expert status to the research team. The team did not seek to
verify the digibility of each participant, and they simply
consented to having the relevant expertise. The majority of
participantswho disclosed their expert status were either clinical
and/or academic midwives. Other participants included
psychiatrists, psychologists, health care, policy and midwifery
leaders, and academic experts in the field of post-traumatic
stress disorder (PTSD), secondary trauma and psychological
distress. Some experts also disclosed their country of origin as
the United Kingdom, the United States of America, Australia,
Nigeria, Israel, and Oman. However, the locations of each
individual participant are unknown.

Round 1

Round 1 comprised alist of 20 statementsrelevant to thedesign
and delivery of an online intervention to support midwives in
work-related psychological distress. Participants were asked to
choose a number that best represented their response to each
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statement with a 7-point Likert response scale. Two questions
were given for each statement: “Why did you choose thisrating
of priority?’, followed by: “Do you have any additional
comments you would like to share? Space for free text
responses was provided after each question.

Round 2

All panelists received feedback on the panels responses to
Round 1. The participant report delivered to participants
following Round 1 can be found in Multimedia Appendix 2.
Statements that did not achieve consensus in Round 1 were
returned to participants in Round 2. In addition, 10 new
statementswere included in Round 2 on the basis of participant
commentsin Round 1 that were not reflected by the content of
an existing statement. All statements are presented initialy
within Multimedia Appendix 2 and Multimedia Appendix 3.

All panelists who had participated in Round 2 were sent a
summary of the outcome of Round 2, which can be found in
Multimedia Appendix 3. Open text responses were coded by
the primary researcher and then assigned to emergent themes
in asuccession of refinements. The themes and categorizations
of statements were then revised and refined following an
inspection and reflective discussion with the second researcher.
The authorship of statements remained unknown to the
researchers throughout.

Results

Consensus

Numerical data is reported in line with the outputs generated
by the Bristol online survey software. Of people who were
invited to participate in the study 35.7% (66/185) completed
Round 1, and 67% (44/66) of those who contributed to Round
1 completed Round 2. Of the 20 statements posed during Round
1, 11 statements achieved consensus and 9 did not. Of the 19
questions posed within Round 2, 7 statements achieved
consensus and 12 did not, giving a total of 18 consensus
statements from the 30 statements posed to panelists. In total,
1604 free text responses were collected and categorized into
2446 separate statements. One free text response was removed
in order to maintain confidentiality. An overview of resultsis
presented in Figure 1. A detailed summary of the results for
Rounds 1 and 2 are presented in Tables 1 and 2 respectively.
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Table 1. Detailed summary of numeric results for Round 1.

Statement Consensus achieved % of consensus Minimum score Maximum score

Ethical inclusions

Confidentiality for al platformusers  Yes (high/essential priority) ~ 90.90% Not apriority/low priority Essential priority
and service usersin all matters of 0/66 (0%) 54/66 (82%)
discussion
Anonymity for al platformusers  Yes (high priority) 84.90% Not a priority/low priority Essential priority
and service usersin all matters of 0/66 (0%) 39/66 (59%)
discussion
Amnesty for al platformusersin ~ No N/A Low/somewhat a priority Essentia priority
that they will not be referred to any 3/66 (5%) 22/66 (33%)
law enforcement agencies, their
employer or regulatory body for ei-
ther disciplinary or investigative
proceedingsin any case
Prompting platform usersautomati- No N/A Somewhat a priority Essentia priority
cally to remind them of their respon- 0/66 (0%) 18/66 (27%)
sibilitiesto their professional codes
of conduct.
Prompting platform usersautomati-  Yes (high/essential priority)  78.80% Not apriority/low priority/some-  Essentia priority
cally to seek help, by signposting what apriority 31/66 (47%)
them to appropriate support 0/66 (0%)

Inclusions of Therapeutic Support
Theinclusion of Web-based videos, Yes (moderate/high priority)  68.20% Not a priority/low priority/some-  High priority
multimedia resources, and tutorials what a priority 27166 (41%)
which exploretopicsaround psycho- 1/66 (2%)
logical distress
Theinclusion of informative multi-  Yes (high/essential priority)  71.30% Somewhat a priority 0/66 (0%) High priority
media designed to assist midwives 26/66 (39%)
to recognize the signsand symptoms
of psychological distress
The inclusion of multimediare- Yes (high/essentia priority)  74.20% Low priority High Priority
sources which disseminate self-care 0/66 (0%) 29/66 (44%)
techniques
Theinclusion of multimediare- Yes (moderate/high priority)  65.10% Not a priority/low priority/some-  Moderate priority
sources which disseminate relax- what apriority 23/66 (35%)
ation techniques 1/66 (2%)
Theinclusion of mindfulnesstutori-  Yes (moderate/high priority)  66.70% Low priority High priority
als and multimedia resources 0/66 (0%) 27166 (41%)
Theinclusion of Cognitive Behav-  Yes (moderate/high priority)  60.60% Somewhat a priority Moderate Priority
ioral Therapy (CBT) tutorials and 0/66 (0%) 22/66 (33%)
multimedia resources
Theinclusion of information de- Yes (high/essential priority)  86.40% Not apriority/low priority/some-  Essentia priority
signed to inform midwives where what apriority 31/66 (47%)
they can access aternative help and 0/66 (0%)
support
Theinclusion of information de- No N/A Not apriority/low priority/some-  Essential Priority
signed to inform midwives as to what apriority 24/66 (36%)
wherethey can accesslegal help and 1/66 (2%)
advice
Giving platform users the ability to  No N/A Not apriority Moderate priority
share extended personal experiences 1/66 (2%) 17/66 (26%)
for other platform usersto read
Theinclusion of aWeb-based peer- No N/A Somewhat a priority High Priority
to-peer discussion chat room 2/66 (3%) 20/66 (30%)
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Statement

Consensus achieved

% of consensus

Minimum score

Maximum score

Giving platform users the ability to
communicate any work or home-
based subjects of distress

No

Intervention design and practical inclusions

Aninterface which does not resem-
ble NHS, employer or other generic
health care platforms

A simple, anonymized email log-in
procedure which allows for contin-
ued contact and reminders which

may prompt further platform usage

An automated moderating system
where“key words” would automat-
ically initiate amoderated response

Mobile device compatibility for
platform users

No

No

No

Yes (high/essential priority)

N/A

N/A

N/A

N/A

71.20%

Somewhat a priority
1/66 (2%)

Low priority/somewhat a priority
2/66 (3%)

Low priority

1/66 (29%)

Not a priority/low priority
3/66 (5%)

Low priority/somewhat a priority
0 (0%)

Moderate priority/high
priority
16/66 (24%)

Essential priority
18/66 (27%)
Moderate priority
20/66 (30%)
Neutral

21/66 (32%)

Essential priority
27/66 (41%)
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Table 2. Detailed summary of numeric results for Round 2.

Statement Consensus achieved % of consensus ~ Minimum score Maximum score

Ethical inclusions

the most suitable support available

Amnesty for al platformusersinthat  No N/A Not apriority High priority
they will not be referred to any law en- 2144 (5%) 9/44 (21%)
forcement agencies, their employer or
regulatory body for either disciplinary
or investigative proceedings in any case
Prompting platform users automatically No N/A Somewhat apriority  High priority
to remind them of their responsibilities 2144 (5%) 9/44 (21%)
to their professional codes of conduct

Inclusions of therapeutic support
Theinclusion of information designed  Yes (high/essential Priority) 65.90% Not a priority High priority
toinform midwivesasto wherethey can 0/44 (0%) 17/44 (39%)
access legal help and advice
Giving platform usersthe ability toshare  No N/A Not apriority High priority
extended personal experiencesfor other 0/44 (0%) 11/44 (25%)
platform users to read
Theinclusion of a Web-based peer-to-  Yes (moderate/high priority) 63.60% Not a priority Moderate priority
peer discussion chat room 144 (2%) 15/44 (34%)
Giving platform users the ability to No N/A Not apriority Moderate/essential priority
communicate any work or home-based 144 (2%) 11/44 (25%)
subjects of distress

I ntervention design and practical inclu-

sions
An interface which does not resemble  No N/A Not a priority Essentia priority
NHS, employer or other generic health 144 (2%) 13/44 (30%)
care platforms
A simple, anonymized email log-inpro- No N/A Not apriority/low Pri- High priority
cedure which allows for continued con- ority 14/44 (32%)
tact and reminders which may prompt 044 (0%)
further platform usage
An automated moderating systemwhere  No N/A Low priority Neutral
“key words” would automaticaly initiate 2144 (5%) 13/44 (30%)
amoderated response

New itemsfor consideration
Aninterface which resemblesand works No N/A Not apriority Neutral
inasimilar way to current popular and 0/44 (0%) 12/44 (27%)
fast pace social media channels (eg,
Facebook)
Theinclusion of midwives from around No N/A Not apriority Moderate priority
the world 3/44 (7%) 11/44 (25%)
Proactive moderation (ie, usersare able  Yes (high/essentia priority) 61.40% Not a priority High priority
to block unwanted content and online 144 (2%) 15/44 (34%)
postings are “ pre-approved”)
Reactive moderation (ie, usersareable  Yes (high/essential priority) 70.50% Not apriority High priority
to report inappropriate content to a sys- 144 (2%) 16/44 (36%)
tem moderator for removal)
24/7 availability of the platform Yes (high/essential priority) 84.10% Not apriority/low pri- Essential priority

ority 25144 (57%)
0/44 (0%)

The implementation of an initial smple Yes (moderate/high priority) 70.40% Not apriority/some-  High priority
user assessment using a psychological what priority 25144 (39%)
distress scale to prompt the user to access 144 (2%)

http://mental .jmir.org/2016/3/e32/

JMIR Ment Health 2016 | vol. 3 |iss. 3 [e32 | p.157
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

Pezaro & Clyne

Statement

Consensus achieved

% of consensus

Minimum score

Maximum score

The gathering of anonymized data and
concerns from users, only with explicit
permission, so that trends and concerns
may be highlighted at a national level.

Accessfor amidwife'sfriendsand fami-
ly members

Thefollow up and identification of those
at risk

The provision of ageneral statement
about professional codes of conduct and
the need for usersto keep in mind their
responsibilitiesin relation to them

No

No

Yes (high/essentia priority)

No

N/A

N/A

63.70%

N/A

Not/low/somewhat a
priority
2/44 (5%)

Essential priority
0/44 (0%)

Low/somewhet aprior-
ity 1/44 (2%)

Not a priority
1/44 (2%)

Essential priority
15/44 (34%)

Not a priority
17/44 (39%)
Essentia priority
16/44 (36%)
Essential priority
12/44 (27%)
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Figure 1. Number of Round 1 and 2 opinions, themes and statements achieving consensus.

Round 1 questionnaire

Round 2
questionnaire

Free text responses

Opinions categorised
in free text responses

Themes generated

Total number of
statements analyzed

Thematic Analysis
Themes

Full details of the number of statements recorded in each theme

20 statements

Statements achieving
consensus(11)

Statements which did
not reachconsensus
)]

Statements tobe re-
rated (9)

New statements
posed (10)

Statements achieving
consensusinRound 2
which did notachieve
consensusinRound 1

()

Number of new
statements achieving
consensusinRound 2

(s)

900 collected during
round 1

704 collected during
round 2

Number of opinions
categorisedround 1
(1387)

Number of opinions
categorised round 2
(1059)

Number of themes

generated round 1
(300)

Number of themes
generated round 2
(142)
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thematic analysis, presented by statement type. More detailed
reports of the thematic analysis of Round 1 and 2 can be found
in Multimedia Appendix 5 and Multimedia Appendix 6,

are given in Multimedia Appendix 4. Below we describe the
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Ethical Inclusions

Confidentiality and anonymity were both considered to be an
essential priority, with one participant describing how “some
midwives would be fearful of people finding out they were
finding it difficult to cope and would therefore seek anonymity
to fed safe to access support” and another revealing how
“anonymity would enable honesty and atrue space to unburden”
as"aconfidential forum allows discussion to take place without
feeling judged”. However, the corollary to confidentiality and
anonymity, amnesty, is a source of tension, both within some
participants who are ambivalent about amnesty and between
participants with different perspectives.

Panelists remained largely conflicted in opinion about the
provision of amnesty. Consequently, consensuswas not achieved
for the statement regarding amnesty in either Round 1 or Round
2. One comment illustrates this conflict well: “amnesty is an
ethical issue, particularly relating to criminal matters; however,
without it midwivesmay not feel ableto disclosetheir concerns
causing distress’. Polarized views were also apparent, as one
comment suggests that “people are not going to be fully
revealing if they believethey will suffer asaresult!” and another
participant expressed concern that this statement “amost
suggests that there may be grounds for this route to be
considered”. Finally, one participant commented that “unless
amnesty is assured confidentiality/anonymity won't be
maintained”.

Opinion remained divided throughout both rounds of questioning
about whether an online intervention designed to support
midwives should remind users of their professional codes of
conduct. Similarly, experts did not agree about whether the
provision of a general statement about professional codes of
conduct and the need for users to keep in mind their
responsibilities in relation to them should be prioritized or not.
Although participants expressed a loyalty to their professional
codes of conduct, they also conveyed concerns about whether
this may deter midwives from speaking openly and/or seeking
help. There was al so some concern that reminders about codes
of conduct may be seen as condescending. Expertswere unable
to agree upon whether this would inhibit the functionality of
effective support or should be provided to reinforce the
professional responsibilities of the midwife.

In terms of opening the online intervention up to global
midwifery populations, many experts highlighted the challenges
in relating to the various cultural and contextual differences
across the globe. However, many acknowledged the need for
midwifery support all over the world. Equally, when panelists
were asked to consider whether an onlineintervention designed
to support midwives in work-related psychological distress
should prioritize access for a midwife's friends and family
members, a consensus of opinion could not be reached. In this
case, experts highlighted that midwives may lose their
anonymity if friends and family memberswere permitted access
to the intervention. Many open text responses expressed the
need to prioritize access to the intervention for midwives only.
One in particular summarizes that “while family and friends
provide important support, the needs of the midwife should
remain paramount.”
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Experts expressed a need to prioritize the implementation of an
initial simple user assessment using a psychological distress
scale to prompt the user to access the most suitable support
available. Thiswas largely “asindividuals may not realize that
they arein psychological distress* or “don't recognize the signs
and symptoms of stress, PTSD, depression or anxiety”.
However, many remained unsure about what may trigger a
response, how the user may be prompted, and what support may
then be offered. Additionally, experts stated that midwives may
feel uncomfortable with thislevel of screening. This point was
also one of the reasons given by panelists reluctant to prioritize
the gathering of anonymized dataand concernsfrom users, even
with explicit permission. Where many experts saw the benefits
of capturing national trends, with one comment summarizing
that it may be “critical that trends are identified and strategies
developed to address those trends at a national level”, others
were wary that if this was the case, midwives may be reluctant
to engage.

Experts agreed that the intervention should prioritize the
follow-up and identification of those at risk. However, there
were requests to clarify the definition of what may classify
someone as being “at risk”. Some panel members suggested
that “if suicidal behavior is conveyed through the postings’ or
if thereis“talk of harming someone”, those individual s may be
identified as being “at risk”. Yet many open text responses
illuminated the difficulties in following up anonymous users.
Some experts were also unsure about how this particular
component may be facilitated. Additionally, others purported
that this should not be the responsibility or purpose of this
particular online platform.

The expert panel concurred that midwives using the platform
should be automatically prompted to seek help, by signposting
them to appropriate support. However, some panelists
questioned how this may be organized, what types of support
may be on offer, and whether or not this provision may
encourage usersto pathol ogize normal reactionsto certain types
of events.

Therapeutic Support

In terms of the nature of the support within an online
intervention to support midwives, the expert panel agreed that
prioritiesinclude Web-based videos, multimedia resources and
tutorials which explore psychological distress and assist
midwives to recognize the signs and symptoms of psychol ogical
distress. One comment which illustrates a widely held belief
was that “midwives often feel guilty for catching up on sleep,
having time out watching TV, gently exercising with friends
etc.” As such, it was also agreed that an online intervention
should prioritize resources which disseminate self-care
techniques and Cognitive Behavioral Therapy (CBT) tutorials
through arange of online mediasources. Largely, it wasinferred
that this online intervention should establish itself as a “one
stop shop”.

Expert participants al so agreed that midwivesin distress should
be offered information designed to inform them where they can
access dternative help and support. The most frequent reason
given for this was the need for provision of choice. Equally,
therewas consensusthat an onlineintervention should prioritize
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the inclusion of information to inform midwives about where
they can access legal help and advice. During Round 1,
participants noted that midwives could aready find this
information from trade unions such as the Royal College of
Midwives (RCM), and may befurther distressed by the thought
of needing legal assistance. Yet one comment in particular
highlighted the notion that “welivein alitigious and unforgiving
world”. However, during Round 2, experts noted that midwives
may need awider range of legal information available to them
in order to be prepared should a need arise. One comment
illustrated this by reiterating that “any help and advice is
welcome”.

When expert panelistswere asked whether an onlineintervention
to support midwives should prioritize giving users the ability
to share extended personal experiencesfor other platform users
to read, no consensus of opinion was reached. Open text
responses gravitated towards concerns relating to breaches in
confidentiality, risk of misuse, and the need for active
moderation. However, a number of responses highlighted the
potential cathartic and therapeutic benefits of both reading and
writing personal experiences, providing opportunities for
reflection, sharing, learning, and fellow feeling with others.

Although experts did not agree to prioritize the inclusion of a
Web-based peer-to-peer discussion chat room during Round 1,
within Round 2 this item became a moderate to high priority
inclusion. While many experts expressed a need for the
appropriate moderation of an online chat room, the benefits of
peer-based discussion were highlighted as a key component of
support. One comment summarizes these thoughts by stating
that “ sharing experiences and getting feedback from peerswho
have experienced similar situations is very helpful”. More
significantly, it was also highlighted that this chat room “would
require high volume site traffic to be viable and sustainable’.
When asked about topics of discussion within the chat room,
experts did not reach a consensus as to whether the chat room
should give users the ability to communicate any work or
home-based subjects of distress. However, these two subjects
were seen as being intertwined.

I ntervention Design and Practical Inclusions

Regarding the aesthetics of the online intervention, opinions
remained divided about whether the intervention should
resembleany National Health Service (NHS), employer or other
generic health care platforms. Although the panel acknowledged
that the intervention should look trusted, professiona and
official, they were aso wary that should the intervention
resemble an official health care organization, midwives may
feel unable to speak openly. One particular comment defines
opinion in that “any resemblance to NHS etc.... could deter
people from using the platform”, however, this same pandlist
also felt that the intervention “needs to resemble a clean
professional image”. Additionally, panelists remained divided
in opinion and wary of an anonymized email log-in procedure
which alows for continued contact and reminders which may
prompt further platform usage. Although experts favored the
use of anonymity inlog-in procedures, somefelt that prompting
use may cause further distress.
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In terms of accessibility and ease of use, experts agreed that
making the intervention available to midwives in work-related
psychological distress 24 hours a day and via mobile access
should be made high to essential priorities. However, experts
did not agree upon whether an online intervention to support
midwives in work-related psychological distress should
prioritize an interface which resembles and works in a similar
way to current popular and fast-paced social media channels
(eg, Facebook). In this case, many free text responses alluded
to the fact that Facebook and other social media channels are
perceived asrisky to use by midwives. Nevertheless, many other
comments suggested that emulating the familiarity of a known
platform may promote an inherent ability for midwives to
engage with the intervention more sinuously. Ultimately, one
particular comment summarizesthat “ ease of use and familiarity
for most users will encourage engagement”.

The importance of effective moderation remained a recurrent
theme throughout this study. Experts agreed that both proactive
moderation (ie, users are able to block unwanted content and
online postings are “pre-approved”) and reactive moderation
(ie, users are able to report inappropriate content to a system
moderator for removal) should be made high to essential
priorities. One comment in particular highlights one recurring
theme in that “the platform needs to be regulated to avoid
inappropriate posts and language”.

Other interventions of this nature have employed an automated
moderating system where “key words’ would automatically
initiate a moderated response. However, this group of experts
remained divided about whether this should be prioritized in an
online intervention to support midwives. Many panelists cited
theimportance of regulation; however, some were unsure about
how this particular provision may work in the rea world.
Additionally, fears were raised that this provision may make
the intervention seem impersonal. Overall, it was the principal
judgment of this group that, easy 24-hour mabile access and
“an easy log-in and easy to use interface couldn't be more
essential”.

Summary of Results

Out of 39 questions posed over two rounds, 18 statements (46%)
achieved consensus, 21 (54%) did not. Provisions that were
endorsed tended to favor those which enabled knowledge
acquisition, ease of use, ongoing support, skill development,
and human interaction. The highest priority scores were given
to the provisions of anonymity (84.9%) and confidentiality
(90.9%). For those items which achieved consensus, the lowest
priority scores were given to the provisions of CBT resources
(60.6%) and proactive moderation (61.4%). Overall, the expert
panel agreed that each statement should be made at least a
moderate priority.

Overall, open text responses demonstrated both interest and
enthusiasm for the development of an online intervention to
support midwives in work-related psychological distress.
However, some provisions were favored over others, and in
some cases, when invited to engage in moral decision making
participants were polarized and conflicted in opinion.
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Discussion

Principal Findings

This Delphi study has extracted the priorities, associated
underlying beliefs and opinions of apanel of expertsregarding
the delivery of an online intervention to support midwives in
work-related psychological distress. The expert panel in this
caseidentified 18 statementsto be prioritized by those seeking
to design and deliver an onlineintervention to support midwives.
This is the first study of this type to identify these matters of
salience. Additionally, the thematic anaysis of free text
responses offered by the panel illuminates the ethical, moral,
and practical challenges involved in the design and delivery of
an effective online intervention to support midwives.

Overdll, the recurring themes explored by this study were the
reluctance of midwives to speak openly and/or seek help for
the fear of retribution, the need for both anonymity and
confidentiality at all times, ease of use, effective moderation
and the necessity to help and support midwivesin work-related
psychological distress. Challenges remain in complex ethical,
legal, and moral decision making in facilitating effective online
support provision for midwivesin distress.

Interpretation of Findings

Interestingly, based on quantitative and qualitative responses,
participants in this study do not readily differentiate between
confidentiality and anonymity in this particular context. Their
reasons or justifications for the requirement to have both
confidentiality and anonymity aregenerally very similar.
Ethicists and intervention devel opers may differentiate between
these two concepts but this group does not. There is no
meaningful difference between confidentiality and anonymity
for thisstakeholder group, which largely comprisesthe potential
end users of the online resource.

When both confidentiality and anonymity are in place, their
corollary, amnesty becomes apparent. Many of the expert panel
members cited that midwives would not speak openly for the
fear of stigmaand retribution. Indeed, these findings have been
verified within other studies where midwives reported stigma,
and a perceived punitive response to face-to-face discussions
concerning work-related traumas [6,7,9,21]. As such, many of
the expert panel members saw amnesty as an essential provision
in supporting midwivesto seek help. Other panel memberswere
opposed to the provision of amnesty, either because they feared
that this would be in direct conflict with moral or professional
duties and obligations, or because they favored immediate
accountability for the direct protection of the public and patients.
A number of panel members recognized both sides of this
argument, and were therefore unable to decide their positionin
this case. This moral conflict is reflected in the many
confidential health practitioner services that exist for doctors
indistress[22-24]. In these cases, the public recognize the value
in offering impaired physicians identity protection for the
purpose of remediation, yet they also call for open reporting
where risks to patients and the public are identified within the
public sphere.
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The primary concern for those who are ambivalent or who are
opposed to amnesty was the risk of harm to third parties by
midwives, both preventing future harm and accountability for
harm that has already occurred. Satisfying this concern will be
essential for the acceptance of an online resource for midwives
experiencing psychological distress. One element of negotiation
may be to encourage those in distress to self-disclose episodes
of impairment with the support of the online community. This
ideais supported by one free text response which purports that
“ideally an online platform should encourage the professional
themselves to take action if appropriate”. This outcome could
result in more midwives coming forward in help-seeking, for
the benefit of maternity services as awhole.

Itisclear that thisexpert group feelsthat arange of multimedia
resources in relation to help-seeking, diagnostic criteria,
therapeutic, and practical inclusions should be prioritized inthe
development of an online intervention to support midwives.
Future developments should consider becoming a “one stop
shop” for midwivesin relation to this finding. Going further, it
may be prudent to develop online interventions with the
functionality to incorporate a range of midwifery populations,
global health care workforces, and other groups of clinical
professionals as a prospective future growth model evolves.
Thisconcept isalso supported by an expert response, suggesting
that “in developing this platform for a specific group of
midwives, a future goal may be to adapt it for other specific
groups once this project isfunctioning and any difficulties have
been eliminated”.

In developing an effective online intervention to support
midwives in work-related psychological distress, the
practicalities of galvanizing alarge user base, evolving arobust
system of moderation and rousing the support of professional
and regulatory bodieswill bevital in securing its sustainability.
Gaining the trust of midwivesin distress and engaging themin
using a safe onlineintervention may enable this one solution to
flourish and improve the health of midwives, which crucially
may increase protection for the public, secure the long term
health of midwives, and increase safety for maternity services.
This study will be integral to the development process of any
online intervention designed to support midwives, as the
application of this data to the development process optimizes
the likelihood of accomplishing an efficacious intervention
overall.

Strengthsand Limitations

The research team invited experts in the subject areas of both
e-mental health and m-health viathe academic emails provided
in recently published research papers to participate within this
study. We aso invited midwives, psychologists, psychiatrists,
other physicians, and academic experts to take part. While this
Delphi study has harnessed the opinions of a diverse group of
experts on a practice-related problem, we are unable to verify
the expert status of al participants due to the provision of
participant anonymity. Therefore, some fields of expertise may
not have been reflected in the data.

Although we acknowledge that the decision to allow respondents
to be completely anonymous in a Delphi study is an unusual
one, we feared that participants would feel unable to be
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completely open and honest without the provision of anonymity
in place. As such, this course of action has undoubtedly
impacted upon the confirmation of the participants expertise,
especially asthe expertise of participants was not confirmed by
the research team, leaving participants merely to consent to
having the relevant expertise.

Additionally, and unlike many Delphi studies, the feedback
provided after each round did not include each participant’'s
own previous response. This was again due to the provision of
anonymity afforded to participants. Therefore, Participantswere
unable to compare their own response to the groups’ response.
We also note that there has been a significant participant dropout
rate between the two rounds. Therefore, the change in item
endorsement may have been influenced by the different
participants that remained in the study. Thisis a limitation of
this study, but one that is not possible to explore.

Though our response rates may be deemed relatively low (35.7%
and 67% respectively), these response rates are similar to those
found in other Delphi studies[25,26]. Additionally, the Delphi
technique relies on the opinions of those recruited, yet its
methodology requires empirical measures to determine
consensus. Therefore, the presence of consensus in this study
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has been determined empirically and was specified in advance
of data collection.

Our literature searchesto both identify salient themesand recruit
expert panel members were broad. As such, our searches may
have failed to identify some key papers of relevance and
potential expert panel members. Our search terms were led by
a process of snowballing, where the research team responded
to emerging themes and findings [19]. We recognize that these
searches may not have captured al of the key literature relating
to the characteristics which may be salient in supporting
midwives online.

Conclusions

This paper has reported the results of atwo-round Delphi study
to achieve consensus about the key features of online
interventionsto support midwivesin work-related psychol ogical
distress. This study provides an account of some key priorities
for the development of such interventions, although some
practical, ethical, and moral challenges remain unresolved.

In pursuit of excellence in maternity services, future research
has the opportunity to explore the provision that might best
support midwivesin psychologica distress. Future studies could
use this information to turn the vision of online support for
midwivesin distress into practice.
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Abstract

Background: Adolescencewith its many transitionsisavulnerable period for the development of mental illnesses. Establishing
effective mental health promotion programs for this age group is a challenge crucia to societal health. Programs must account
for the specific developmental tasksthat adol escents face. Considering peer influence and fostering adol escent autonomy strivings
is essential. Participation in a program should be compelling to young people, and their affinity to new technologies offers
unprecedented opportunitiesin this respect.

Objective: The Companion App was developed as a Web-based app giving adol escents access to a peer mentoring system and
interactive, health-relevant content to foster a positive peer culture among adolescents and thereby strengthen social support and
reduce stress.

Methods: Inacontrol group study design, a group of employed (n=546) and unemployed (n=73) adol escents had access to the
Companion App during a 10-month period. The intervention was evaluated using a combination of quantitative and qualitative
approaches. Linear mixed effects models were used to analyze changes in chronic stress levels and perception of social support.
Monthly feedback on the app and qualitative interviews at the end of the study alowed for an in-depth exploration of the
adolescents' perception of the intervention.

Results: Adolescentsin theintervention group did not use the Companion App consistently. The intervention had no significant
effect on chronic stress levels or the perception of social support. Adolescents reported endorsing the concept of the app and the
implementation of a peer mentoring system in particular. However, technical difficulties and insufficiently obvious benefits of
using the app impeded more frequent usage.

Conclusions: The Companion Project implemented a theory-driven and innovative approach to mental health promotion in
adol escence, taking into account the specifics of this developmental phase. Particularities of the implementation context, technical
aspects of the app, and insufficient incentives may have played considerable roles concerning the difficulties of the Companion
Project to establish commitment. However, adopting peer mentoring as a strategy and using an app still seemsto us a promising
approach in mental health promotion in adolescents. Future projects should be careful to invest enough resourcesinto the technical
development of an app and consider a large use of incentives to establish commitment. When targeting risk groups, such as
unemployed adol escents, it may be expedient to use more structured approaches including face-to-face support.

(JMIR Ment Health 2016;3(3):e45) doi:10.2196/mental.5597
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Introduction

Fostering Adolescent Health

There is now substantial evidence that thoughtfully designed
health promotion programsfor adol escents can be efficient and
cost effective [1-3]. However, such programs must account for
the specific developmental challenges adolescents face and
carefully consider their expectations and needs[4]. We advocate
that thisimplies accounting for theimportance of peer influence
and the adolescent drive for autonomy. Moreover, program
participation needs to be compelling to young people.

Including Peer s and Fostering Empower ment

Adolescents must navigate many biological, cognitive, and
psychosocial transitions. Most of all, they have to confront
themselves with who they are and who they want to be [5,6].
Distancing themselves from parental ties, adolescents find new
identifications and role models within their peer group [7,8].
Given the crucial importance of peer influence in adolescence
[9-11], prevention programs should consider targeting peer
groups as a whole. It is with their peers that adolescents
negotiate health-related behaviors and attitudes. Whileresearch
on peer groups has long focused on their role in reinforcing
mal adaptive behavior (eg, substance use), the peer groupisalso
a place where self-enhancing and healthy behavior can be
reinforced. In the 1980s, Vorrath and Brendtro [12] devel oped
the concept of a positive peer culture by assuming that young
people need to identify with positive values, such as caring for
their peersand hel ping them thereby improving their self-worth,
feeling significance, and enhancing responsibility. Similarly,
the positive youth development perspective has gained
importance in adolescent research, stressing the resources and
potentials of young people [13,14]. There are a number of
preventive intervention programs that built on these ideas with
considerable success [15-18]. Most programs aimed at
promoting emotional and social core competencies such as
self-determination, confidence in oneself and the future,
engagement for others, and prosocia bonding. Many
encouraging findings of these studies expand upon insights
gained during decades of research on the protectiverole of social
support for mental (and physical) health [19-23].

Health promotion programs for young people need to provide
for their desireto act and feel autonomously. Adolescents strive
for a sense of self-governance, self-reliance, and individuation
[8]. Adopting participatory approaches such asthose advocated
in youth empowerment approaches are promising in this respect
[24,25]. Young people do not want to be addressed as passive
recipients in health promotion programs; they want to be
respected as active agents with sophisticated knowledge on
health relevant issues and the socioeconomic environment in
which they live[26]. Programs must account for the adol escents
perspective on their health and how they construct their world
[4,27]. 1dedlly, this should be the foundation of the devel opment
and implementation of amental health promotion program.

http://mental .jmir.org/2016/3/e45/

Peer approaches account for both the essentia influence of peers
on the adolescent individual behavior and the adolescent drive
for autonomy. They build upon existing expertise among
adolescents and their specific view on health-related issues.
Thereisagrowing body of research on peer education in health
promotion; examples exist in the field of HIV prevention [28]
and substance use [29]. Peer mentoring has played a less
prominent role in health promotion to this point, athough we
can refer to many insights from research on other forms of
mentoring [30,31]. In fact, peer mentoring appears particularly
attractive for health promotion efforts that embrace a holistic
approach and do not target prevention of a specific pathology
[32]. Karcher [33] demonstrated the usefulness of cross-age
peer mentoring in a program with high school and elementary
school studentsin arandomized trial. He showed the program
enhanced feelings of connectedness to school and parents and
that mentor attendance had a positive impact on severa
psychosocial outcomes in mentees. Results such as these are
promising and may also be transferable to other contexts such
as adolescents in transition to work life.

Choosing an Attractive M edium to Reach Young
Peaple

The means of program delivery isan important aspect of health
promotion efforts in adolescence. Research suggests that the
use of new media provides powerful toolsfor health promotion
programs. Adolescents in Switzerland and other high-income
economies show a great affinity for smartphones and social
media; 97% of Swiss 12- to 19-year-olds and 83.7% of
American 13- to 17-year-olds own a smartphone [34,35].
Mobile'sshare of Internet useis steadily growing [36], and apps
are becoming more dominant: 86% of the time on American
mobile devicesis spent on apps[37]. New technologies supply
novel forms of participatory communication that may render
health promotion programs more attractive to young people.
During the last decade, a growing number of studies have
implemented new technol ogiesin mental health promotion and
prevention programs in adolescents [38]. Modalities such as
cognitive behavioral therapy (CBT)—based Internet programs,
I nternet-based education programs, psychoeducational websites,
online professional support and self-help groups and forums,
counseling chats, Internet group therapy in chat rooms, and
Internet-based games have been used to promote health and
prevent mental disorders. Interventions are aimed at healthy
adol escents, adolescents at risk, and adol escentswith psychiatric
symptoms, mostly in the context of mood disorders or disturbed
socia functioning. It remains difficult to judge the overall
effectiveness of such interventions. Study designs are
heterogeneous, and their quality variesto a great extent. There
is growing evidence for the effectiveness of CBT-based
programs for mood disorders [39]. Other approaches still need
to strengthen their evidence base. Specifically, we know little
about the effectiveness of peer approaches using new media.
Two recent interventions integrated such an approach but could
not show any effects of their intervention [40,41]. Few
interventions have explored the advantages of implementing a
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project via an app [42], although there has recently been an
effort to clarify the premises of using smartphone appsin mental
health care and prevention [43].

The Companion Project took on this challenge and devel oped
an app (the Companion App) aiming at fostering peer support
and reducing stress in adol escents.

The Context and Aims of the Companion Project

Being an Adolescent in Switzerland

After lower secondary education, two-thirds of Swiss
adolescents start work life with an apprenticeship. On average,
they are 15.5 years old when leaving | ower secondary education
[44]. This requires choosing a profession and beginning an
adult-life work rhythm at a young age. In a recent study on
stresslevelsin the Swissworking population, Grebner et a [45]
found not only that chronic stressisawidespread issue but also
that young workers (aged 15 to 24 years) experience higher
stresslevelsthan their older colleagues. Many Swiss apprentices
report being markedly exposed to the experience of stress [46]
and desire support in thisrespect [47]. Furthermore, adolescents
who do not manage the transition from school to a profession
areaparticularly vulnerable group suffering from psychological
distress [48,49]. Given the major mental health impairments
that may result from unemployment at thisage[50], these young
people should be given specia attention. So far, no specific
stressreduction or mental health promotion strategies have been
implemented for adolescents taking their first paths into work
lifein Switzerland nor for thosefailing to do so. The Companion
Project fillsin this gap.

Aims and Hypotheses

The Companion Project pursued a global approach to promote
mental health in adolescents taking their first paths into work
life as well as for those failing to do so. We proposed that the
peer mentoring system, increased communication via the
Companion App, and informational elements of the app would
contribute to a positive peer culture among users. We supposed
that enhanced social support through peers would globally

Figure 1. Control group study design.
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promote the well-being of the adolescents and specifically
impact experienced stress levels. Correspondingly, we
hypothesized that the intervention via the Companion App
would influence stress levels (reduce chronic stress) and
perceived social support (augment perceived social support) in
the adolescents of the intervention group compared to controls.

Methods

Overall Study Design

The Companion App was developed based on the theoretical
premises described above and as part of a mental health
promotion effort initiated by Health Promotion Switzerland
[51]. Hedth Promotion Switzerland aimed at developing a
specific intervention targeting employed (in an apprenticeship)
and unemployed youth. The conception and features of the
Companion App were developed by the study team and
discussed with the target group. Our information technology
speciaist team ran the technical implementation. The
Companion App was then tested in a 10-month study using a
control group design (Figure 1). The Companion App was
introduced to the adolescents in a group presentation at the
beginning of the study. Special attention was drawn to the peer
mentoring system during that presentation. Throughout the
study, the frequency of use of the Companion App was
monitored: access to the app was tracked using Google
Analytics. Importantly, the research team did not access the
content users put on the app (eg, messages) because anonymity
was guaranteed. Several incentives were employed to stimulate
use of the app, such as monthly emailsreminding the adol escents
of the app and the peer mentoring systems and the distribution
of flyers and posters. Users were invited to answer a monthly
survey on the app concerning their use and suggestions for
improvement. Doing so, they could participate in a lottery.
Stress levels and perception of social support were evaluated
before and after the intervention. Qualitative interviews at the
end of the project explored the adolescent perceptions of the
intervention and the Companion App.
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Recruitment

For the employed group, workersin their first and second year
of apprenticeship at alarge Swiss company were recruited for
the intervention and control groups. In the intervention group,
all apprentices across professions and sites of the company had
access to the Companion App (n=546). The control group
received no intervention and was recruited from different
regional sections of the same company (n=395). For the
unemployed adolescents, the intervention group was recruited
fromapublically financed transitional program for unemployed
youth (n=73). The control group was, again, recruited from a
different regional section of the same type of transitional
program (n=120). We based our recruitment on an estimation
of the necessary sample sizeto detect a small-to-medium effect
size at a 95% confidence level according to Cohen [52].
Approximating the statistical modelswe used in order to explore
changes in chronic stress and the perception of social support,
we assumed a regression model with 6 predictors. Given such
amodel, asample size of 200 is sufficient to detect an effect of

R?=.07 with a power of .83.

Instruments

Stresswas measured using the Trier Inventory of Chronic Stress
(TICS) [53], a57-item scaletapping different stressdimensions
including work overload, social overload, pressure to perform,
work discontent, excessive demands from work, lack of social
recognition, social tensions, socia isolation, and chronic
worrying. All items are rated on a 5-point Likert scale (0 =
never, 1 = rarely, 2 = sometimes, 3 = often, 4 = very often).
Answers refer to how often participants had an experience
during thelast 3 months. The Trier Inventory of Chronic Stress
screening scale (TICS-SCSS) uses 12 of the most salient items
of the other dimensions and providesaglobal index for chronic
stress. In our sample, all scales of the TICS showed good to
excellent internal consistency (Cronbach alpharange .80-.92).

Satisfaction with social support and reciprocity in social support
were captured using two scales of the social support
questionnaire (Fragebogen zur soziaen Unterstiitzung, F-Soz-U)
[54]. Whereas satisfaction with social support using four items
showed good internal consistency (Cronbach alpha=.83), the
internal consistency of reciprocity in social support using four
items was questionable (Cronbach alpha=.63). All items are
rated on a 5-point Likert scale (0 = strongly disagree to 4 =
strongly agree).

Procedures

We eval uated stress and perception of social support before and
after the intervention. In the employed group, questionnaires
were administered in paper-and-pencil form at the beginning
of the year of apprenticeship (t0) and at the end (t1). For
apprentices in their second year of apprenticeship, the t1
evaluation was done using an online survey. In the unemployed

http://mental .jmir.org/2016/3/e45/
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group, evaluationstook place when the young peoplefirst joined
thetransitional program (t0) and when they left (t1). They filled
out paper-and-pencil questionnaires. In general, adolescents
leavethetransitional program oncethey find an apprenticeship,
an internship, or another form of employment.

At the end of the study, we also conducted semistructured
interviews with 6 employed adolescents and 8 unemployed
adolescents for an in-depth exploration of their perceptions of
the Companion Project.

The Companion App

The concept of the Companion App was discussed with
adolescents taking their first paths into their working life. Five
school classes with 10 to 15 apprentices aged 15 to 17 years
participated in focus groups and discussed their expectations
and needs concerning a mental health promotion intervention.

Core features of the Companion App:

«  Peer mentoring system: every Companion App user had a
mentor who was in a similar professiona situation. The
peer mentoring system was presented to all of the app users
in the beginning of the intervention. Emails explaining the
mentoring system and reminding the Companion App users
of it were sent once amonth during the intervention. In the
employed group, mentees and mentors were associated by
theresearch team based on their apprenticeship and location.
In the unemployed group, the mentoring system was | ooser.
App users could ask other users on the app to become their
mentor.

« Individual profilefor each user with the possibility to upload
pictures and mention specific interests

«  Messaging and discussion groups

« Links to interactive and informative websites on mental
health-related issues (eg, psychological tests, sexudlity,
drug use)

« Linksto websites concerning leisure activities (eg, tips for
going out on the weekend)

« An anonymous professional counseling service (run by a
psychologist or social worker) including ablog run by the
professional with posts on diverse topics

The Companion App (see Figure 2) was programmed as a
Web-based app so users could accessit from either asmartphone
or a computer.

During the Companion Project, all users had the option to give
monthly feedback on their use of the Companion App and to
communicate suggestions for improvements or new features.
Frequently mentioned suggestions consistent with the app’s
concept were then implemented in the app. For instance, some
users asked for the option to have astatus on their profile, where
they could describe current activities. A corresponding feature
was added during the study.
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Figure 2. Design of the companion app.
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Analyses

Descriptive statistics were used to describe the sample, and al
statistical analyseswere conducted using SPSS 22 (IBM Corp).
Monthly surveyson thefrequency of use, perception of the app,
and suggestions for improvement were analyzed regrouping
answersinto thematic categories. Accessto the app wasrecorded
using Google Analytics. Qualitativeinterviewswere conducted
using asemistructured interview outline. Interviewswere coded
and answers categorically regrouped using the qualitative data
analysis software MAXQDA (Verbi GmbH).

Multiple linear regression was used to analyze stresslevelsand
perception of social support. Status of employment (employed
vs unemployed), gender, nationality (Swissvs non-Swiss), and
age were used as predictors while stress and the perception of
social support were dependent variables in separate regression
models.

Linear mixed modelswere then employed to investigate changes
in stress levels and the perception of social support during the
Companion Project. These models allow analyses of data with
repeated measures estimating changes at the individual aswell
as at the group level. To estimate differences between control
and intervention groups and changes over time (group-time
interaction), sets of predictors were used in different models
and compared with likelihood-ratio tests. The sequence of
predictor setsis described in the results section.

Results

Participants

In the employed group, 477 apprentices in their first year
participated in the tO (return rate of 477/492, 97.0%) and 443
in t1 evaluation (return rate of 443/492, 90.0%). Evaluations

http://mental .jmir.org/2016/3/e45/

were anonymized. Apprentices filled out a personalized but
anonymous code on their questionnaires (first letter of thefirst
name of mother and father and the sum of their date of birth).
Dueto many errorsin these codes, only 65.9% (292/443) of the
guestionnaires could be matched (matching code from t0 to the
one of t1). A total of 464 apprentices in their second year
participated in the tO (return rate of 464/472, 98.3%) and 226
inthetl online evaluation (return rate of 226/472, 47.8%). More
than two-thirds (156/226) of the t1 questionnaires could be
matched to the corresponding t0 questionnaires.

In the unemployed group, 193 adolescents participated in the
t0 and 43 in the t1 evaluation. We estimated that return rates
were 43% for t0 and 10% for t1. Because of the small number
of t1 evaluations, the data of this group was not analyzed
longitudinally.

In the employed group, age was on average 16.9 (standard
deviation [SD] 1.73) years in the first year of apprenticeship
and 17.6 (SD 1.46) years in the second. A total of 50.2% and
56.7% of the participants were female in the first and second
years, respectively.

In the unempl oyed group, participant average agewas 18.4 (SD
1.96) years, and 40.4% of the participants were female.

Use of the Companion App

Google Analytics revealed that in the first two weeks of the
study, the app had 61 daily visits on average with apeak of 189
visits the day after we sent out the log-in details to the
adolescents. Six months|ater, halfway through the project, daily
visits over two weeks averaged 8. A significant augmentation
in use was not achieved until the end of the study.
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Companion App User Feedback

In the employed intervention group, adolescents were invited
to evaluate their use and satisfaction with the app 8 times. On
average, 34.4 adolescents participated in these evaluations.
Evaluation 1 had the most participants, with atotal of 60.

In evaluation 1, the most frequently identified reasonsfor using
the app were curiosity and interest in a new app (13 answers,
regrouped into thisthematic category) and getting to know other
apprentices (14 answers). Participants al so mentioned that they
used the app because of the peer mentoring system (6 answers)
and for the psychological tests that they could take on the app
(4 answers).

The most frequently mentioned reasons for not using the app
more often were that participants could not see the benefits of
using the app (14 answers) and lack of time (12 answers).
Moreover, participants mentioned that they did not use the app
more frequently because there was not enough activity by other
users (5 answers) and there had been technical difficulties (3
answers).

Participants suggested making the design of the app more
attractive (eg, improve the layout, create a more intuitive
structure; 8 answers) and rectifying technical issues (7 answers).
Some participants suggested rendering the app moreinteresting
by creating supplementary contents such as games or by
connecting the Companion App to other social mediaor existing
Web platforms of the company (5 answers).

Qualitative I nterviews

Qualitative interviews were conducted with both employed
(n=6) and unemployed adolescents (n=8) in the intervention
group for an in-depth analysis of their perceptions of the
Companion App project (Table 1).

The mgjority of the interviewees in both groups regarded the
concept of the app as well conceived. For instance, participant
4 said, “1 like the basic idea, the idea of helping one another
and getting feedback from a friend instead of an authority.”
Equally, aimost al of the interviewees judged that a peer
mentoring system would be helpful to them. Whereas the
majority of employed adol escents reported that they would ask
a mentor questions about organizational aspects of their
apprenticeship, the unempl oyed adol escents said that they would
turn to amentor for advice on how to best find an apprenticeship
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and how to perform best during a working trial. For example,
participant 5 said, “I would ask [my mentor]: How did you do
it [find an apprenticeship], what was your approach? How did
you pull through, where did you find the energy for that?’

Concerning the design of the app, the most common feedback
from the employed adolescents was that they thought it was
well structured and visually attractive. The content was judged
informative and interesting. Most interviewees said that the
Companion App would offer them something specific that
existing commercial apps could not provide. However, all
intervieweesjudged that the app was not competitive compared
to existing apps on the market.

Both employed and unemployed adolescents named technical
problems as the main reason for not using the app more
frequently. Some of them had forgotten their log-in details and
did not put any effort into getting a new log-in, as illustrated
by participant 10's statement: “The only reason | didn’t use it
was that | forgot my password.” Additionaly, interviewees
reported lacking interest and not knowing the purpose of the
app as further reasons for not using it. In the employed group,
three adolescents also said that they communicated on other
social media platforms. Moreover, two interviewees named a
missing user base as a reason for not using the app more
frequently.

The two groups differed substantially in their suggestions on
how to improve the app. Whereas the majority of employed
adolescents recommended easier and more intuitive handling
of the app, the majority of unemployed adolescents suggested
that the app should be promoted more intensively. In line with
that, unemployed interviewees also mentioned that it would
have been a great help to them to be reminded more frequently
to use the app.

In sum, al of the interviewed adolescents who used the
Companion App rated the content and design as attractive and
well conceived. All interviewees appreciated the idea of having
a peer mentor and being able to ask him or her for advice on
aspects of their professiona situation. They mentioned that the
handling of the app should beimproved and technical problems
resolved. Unemployed interviewees reported that it would have
been a help to be reminded more frequently and that the app
should have been promoted more intensively.
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Table 1. Selected quotes from interviews regrouped into thematic categories.

Category Subcategory Example

Per ception of the app
Design
Content
Handling
Obstaclesto frequency of use
Technical issues
No interest
Purpose uncertain
Missing user base
Other networks used
Areas of improvement
Easier handling

Extended promotion

| think the app is professionally designed. [Participant 11]
Lots of information and diverse topics. [Participant 1]

The handling isinconvenient [...]. [Participant 12]

My password wasn't valid, and | didn’t try again. [Participant 6]

| didn’t want to download the app. [Participant 7]

The app was briefly explained, but | didn’t entirely get it. [Participant 3]

[I did not use the app more often]...because my friends didn’t use it. [Participant 13]

Since there are Facebook and other platforms, those are used more frequently. [Participant 10]

Faster access. [Participant 12]

Promotion should be extended, more precise and more attractive information. [Participant 2]

Stress and Social Support

Stress|evel s and the perception of social support were explored
before and after theintervention in acontrol group design. Here,
wefirst report our findings at baseline and then those on changes
in stress levels and the perception of social support throughout
the study.

At basegline, employed adolescents of the intervention group
(539/964) showed a mean score of 1.25 (SD 0.64) on the
TICS-SCSS ng chronic stress. Thismeansthat on average
these adol escents had rarely experienced chronic stress during
the last 3 months. The mean of perceived social support
(measured with the F-Soz-U) was 2.74 (SD 0.85) implying that
employed adolescents were often satisfied with the social
support they received.

Unemployed adolescents of the intervention group (73/193)
showed a mean score of 1.37 (SD 0.66) on the TICS-SCSS at
baseline, implying that on average they also had rarely
experienced chronic stress during the last three months. On the

F-Soz-U, they showed amean of 2.63 (SD 0.92) indicating that
they were often satisfied with the social support they
experienced.

We used multiple linear regression to explore differences in
chronic stress and the perception of socia support considering
the status of employment, gender, nationality (Swiss vs
non-Swiss) and age. Regarding chronic stress, employment and
age did not significantly predict this dimension, while gender
and nationality did (see Table 2). However, the variance

explained by the model was small, with RP=.04, F 5,6=5.73,

P<.001. Visual inspection of residua plotsrevealed no obvious
deviations from homoscedasticity or normality.

An equivalent model was applied regarding perceived socia
support. Age and gender but not employment or nationality
predicted perceived social support (see Table 3). The variance
explained by the model was, again, small with R°=.025,
F4526=3.36, P=.01. Also, visual inspection of residua plots
revealed slight deviations from homoscedasticity and normality.

Table2. Multiplelinear regression by chronic stress (employment reference category—employed, gender reference category—female, Swissreference

category—Swiss).
Predictor B SEB B T P value
Constant 1311 .040 — 33.063 .000
Employment .081 .092 .038 .876 .381
Gender -.223 .054 =177 -4.158 .000
Swiss 138 .062 .094 2234 .026
Age .016 .015 .046 1.070 .285
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Table3. Multiplelinear regression by perceived socia support (employment reference category—employed, gender reference category—female, Swiss

reference category—Swiss).

Predictor B SEB B T P value
Constant 2.653 .055 — 48.325 .000
Employment .089 128 .031 .696 487
Gender 191 .075 112 2.556 .011
Swiss -.076 .087 -.037 -.866 .387
Age -.061 .021 -.131 -2.943 .003

For the group of employed adolescents, linear mixed effects
analyseswere performed to explore changesin stresslevelsand
perception of social support before and after the intervention.

We used the TICS-SCSS to track changes in chronic stress
levels. In a first step, we entered general predictors (time,
gender, year of apprenticeship, and age) as fixed effects in a
linear mixed model (see model A in Multimedia Appendix 1).
Age was mean centered. We took intercepts for participants as
random effects. In subsequent steps, we added group
(intervention vs control, see model B in Multimedia Appendix
1) and the interaction between group and time (see model Cin
Multimedia Appendix 1) asfixed effects. Likelihood ratio tests
were carried out to compare the deviances (D) of these models.
Comparing model B (D=1575.98) to A (D=1572.46) indicated
that adding group as predictor did not significantly improve
model fit (P=.06). Comparing model C (D=1579.24) to B
(D=1575.98) reved ed that adding the group and timeinteraction
did not significantly improve mode fit (P=.07). Thus, no
significant effect was found for group and the group and time
interaction.

We inspected changes in perception of social support with
equivalent modelsto those used for the analyses of stresslevels
(see Multimedia Appendix 2). The comparison of model E
(D=2006.83) and D (D=2004.57) revedled no significant
improvement in model fit (P=.13) when adding group as a
predictor. Comparing model F (D=2007.32) and E indicated
that adding the group and time interaction did not contribute to
any better modd fit (P=.49). Thus, therewas again no significant
effect of group and the group and time interaction on perception
of social support.

For al models, visual inspection of residual plots revealed no
obvious deviations from homoscedasticity or normality.

In summary, the intervention via the Companion App did not
have any measurable effects on chronic stress levels or the
perception of social support among adolescents in the
intervention group.

Discussion

Principal Findings

Our Companion Project implemented amental health promotion
program with adolescents in Switzerland using an app. At the
core of the project was a peer mentoring system. For 10 months
a group of employed (n=546) and unemployed (n=73)
adolescents had access to the Companion App. Effects of the
intervention on stress levels and perception of socia support

http://mental .jmir.org/2016/3/e45/

were assessed in a control group study design. Monitoring of
the use of the app showed that the adolescents did not use the
Companion App frequently. We found no effects of the
intervention on stress levels and perception of social support.

Here, we discuss our findings of the qualitative evaluations as
well asthe quantitative findings on stress levels and perception
of social support. Most importantly, we consider reasons why
the Companion App struggled to achieve solid utilization.
Finally, we review what we can learn from the Companion
Project and formulate recommendations for future intervention
projects using apps in adolescent health promotion.

Findings From Qualitative I nterviews With the
Adolescents: Interest But Insufficient I ncentives and
Unsatisfactory Technical Development

The Companion App failed to achieve solid participation. While
in the first 2 weeks of the study daily visits averaged around
60, these numbers decreased markedly in later weeks.
Qualitative interviews and feedback on the app by users gave
us some hints on reasons for this.

Adolescentsreported being interested in discovering anew app
and that the content and design of the Companion App was
attractive and well conceived. Moreover, the peer mentoring
system was judged helpful. This suggests that the concept of
the Companion App was essentially well received.

However, some adolescents reported that the benefits and
purpose of the Companion App had not been evident to them.
Some unempl oyed adol escents said they would have appreciated
a more intense promotion of the app. It may be that the
communication around the app and the incentives for use
provided during the study were insufficient. We know that
developing and maintaining engagement with an app is
challenging [55]. We presented the app to the adol escents at the
beginning of the study and sent emails throughout the study to
the users informing about the app and the mentoring system.
We also distributed flyers and posters in common spaces used
by the adolescents of the intervention group. However, it seems
that these efforts were insufficient.

According to the feedback of the adolescents, technical problems
also hindered more frequent use of the app. Thissurely isakey
factor. The Companion App was developed within the frame
of a research project. Therefore, available resources for the
technical implementation were limited. Time constraintslimited
some steps of the development process required for launching
an app [56]. The app wastechnically improved during the study,
but it may bethat adol escents stopped attempting to use the app
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after thefirst experience of technical difficulties. We know that
only a few users will try an app again once they have
experienced technical failure [57,58].

Findings on Social Support and Chronic Stress: No
Wish for More and No Need for L ess?

Wewill now discussfindings of the evaluation of chronic stress
and the perception of social support. Because the Companion
App struggled to achieve solid utilization and our analyses did
not reveal significant changes in stress levels or perception of
socia support before and after intervention, we focus on
discussion of the baseline results.

At baseline, we found that the adolescents in our intervention
group were often satisfied with the social support they received
and that they had rarely experienced chronic stress during the
previous three months. Does this imply insufficient interest in
an intervention of the type implemented by the companion
project?

It may bethat the overall satisfaction with social support in our
sample led to a weaker interest in the peer mentoring system.
This would, however, contradict some of our findings in the
qualitative eval uationsin which adolescentsreported endorsing
the implementation of a peer mentoring system. Also, from a
health promotion perspective, one can argue that social support
still can be enhanced or sustained respectively.

Concerning the experience of stressin our sample, can it bethat
stress was not a relevant matter for these adolescents? This
would diverge from what we know from other studies. Jeannin
and colleagues [47] asked apprentices and students in
Switzerland in a representative sample (ages 16-20 years,
n=7428) in which health domains they would like to receive
support. More than one-quarter of the male and almost half of
the female participants reported desiring support concerning
the experience of stress. Padlina et al [46] found in their study
that 64.3% of Swiss apprentices (n=211) reported they felt
generally overburdened and stressed. We also compared the
stresslevel s of the employed group of our sampleto the German
TICSnorm samplefor asimilar age group (16-30 years, n=146)
[53]. Inthe employed group, amean of 1.25 (SD 0.64) and sum
score of 14.97 (SD 07.65) on the TICS-SCSS corresponded to
at value of 52. Thisimpliesthat mean scores of chronic stress
of the employed adolescents in our sample are comparable to
those of other adolescents and young adults. We do not have
data collected using the same instrument (TICS-SCSS), so we
cannot do adirect comparison to other Swiss apprentices.

We can, however, reflect severa aspects of why stress levels
in our sample may have been low. We should give consideration
to the choice of our stress measurement instrument and the
environment of our sample. The TICS-SCSS scale specifically
measures chronic stress, thereby capturing severe and enduring
experiences of stress. It is possible that by focusing on this
screening scale, we left aside experiences of more mild forms
of stress that may still be of importance to the adolescents.
Additionally, lower stress levels in our sample may be linked
to certain aspects of the organization (eg, preexisting structures
such as an informal buddy system). We discuss these specifics
in more detail in the subsequent part of the discussion.
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Still, it isimportant to point out that despite the possibility that
stress levels were lower in our sample compared to other
apprentices, the Companion Project is a health promotion
project. Therefore, in a preventive perspective, participation
should also appeal to those adolescents who do not necessarily
suffer from elevated stress levels.

Taking acloser look at the stresslevelsin the unemployed group
of our study, we were surprised that they did not experience
significantly higher stresslevelsthan the employed adolescents.
Also, their mean of 1.38 (SD 0.66) and a sum of 16.51 (SD
7.81) on the TICS-SCSS corresponded to a t value of 54
compared to the aforementioned German TICS norm sample.
This was surprising to us, as we know that mental health of
unemployed youth is often eroded and that the experience of
stressis common [59]. For example, in arepresentative sample
of 100 unemployed 16- to 24-year-olds, Reissner and colleagues
[48] found that 43% presented amental illness often associated
with high stress levels. In Switzerland, Sabatella and von Wyl
[49] found that 74% percent of the 151 unemployed adolescents
they interviewed in state-funded transitional programs showed
signs of psychological distress. The way we recruited the
unemployed adol escents may explain why we found relatively
low stress levels in our sample and why these did not differ
from the employed group. The participants of our study were
recruited from a state-funded transitional program, and our
evaluation took place when they entered the program. Thus, the
situation of being unemployed was still new to most of them.
Also, participating in the transitional program likely provided
aperspective of having astructurein daily life and of receiving
support to find an apprenticeship or a job. Finally, the same
considerations regarding our measurement scale of chronic
stress not capturing milder forms of stress mentioned before
apply to this group. Regardless of these findings, we should
keep in mind that early prevention in this group of youth is of
major importance, because unemployment seems to affect
mental health and vice versa[60,61].

Difficultiesin Establishing Commitment to the
Companion Project

We have aready presented a few reasons provided by the
adolescents in the qualitative evaluation for the infrequent use
of the Companion App. We discuss additional considerations
here.

First, specifics of the implementation context may have played
ameaningful role for the nonadoption of the app by the users.
Employed participants were recruited from a large Swiss
company and unemployed participants from a state-funded
transitional program. In the large Swiss company, the project
was not directly adopted as a part of the company’s own health
promotion strategy. This likely had an influence on the
adherence to the project. For example, the information flow
concerning the Companion App within the company
environment may not have been sufficient. Also, the company
had sophisticated preexisting structuresto promote mental health
amongst their employees. Although these were not specifically
conceived to target their apprentices, it was not obvious how
the Companion Project would integrate with these structures.
Moreover, for apprentices, a sort of a natural buddy system
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already existed within the company. Apprenticeship positions
were manned each year. The apprentice having occupied the
position the year before was in charge of introducing the new
apprentice. These preexisting structures may have contributed
to the Companion App not signifying much additional benefit
to the apprentices.

In the state-funded transitional program for unemployed youth,
organizational structureswere very flexible. Adolescents started
and left the program throughout the duration of the study. The
lynchpin to reach the adolescents in these programs was the
socia worker population. Each adolescent had one social worker
responsible for him and accompanying him throughout the
program. These social workers introduced the adolescents to
the Companion App upon entering the program and also
followed up on the adolescent’s participation. Time resources
of the social workers were, however, limited. Unemployed
adolescents mentioned in the qualitative interviews that they
would have needed more reminders and promotion to use the
app. We assume that a more intense follow-up and a sort of
personal assistance in using the app would have been required.
For example, some adolescents said that they had forgotten their
log-in detailsand did not put any effort into getting anew log-in.
Asthe social workerswere not ableto provide assistance of this
type, implementing another form of persona follow-up may
have been necessary. Obviously, such additional assistance
would have augmented the costs of the Companion Project
significantly. Generally, we presume that promoting health with
unemployed adolescents needs to be more structured and that
an intervention, including some face-to-face follow-up, may
enhance their program adherence.

Second, we consider if the choice of implementing the
Companion Project using an app was appropriate. Given the
widespread use of mobile phones, the Internet, and specifically
mobile phone apps [34-36], the choice to use an app seemed
opportune. Also, this choice made the intervention less costly
and likely increased our reach to more adolescents compared
to face-to-face intervention. This is the great advantage of
mental health interventions using new technologies [39,62].
However, initiating commitment and maintaining engagement
are preeminent challengesfor onlineinterventions, and dropout
rates have been mentioned as a central issuein previous studies
[38]. Especialy with regard to the peer mentoring system, we
must consider if implementation of a face-to-face mentoring
system would have fostered participation in the Companion
Project. In its implementation for this study, personal contact
remained mediated by atechnical device. Chatting with amentor
on adevice is much different than meeting a mentor in person
and likely creates a different level of commitment to the
mentoring relationship.

Third, we examine our use of incentives. Incentives probably
play amajor role in prevention programs for adolescents [63].
Throughout the program we created different kinds of incentives
to use the app (advertisement via posters and flyers, emails
informing about the app, lotteries in which adolescents could
participate when taking part in evaluation of the app), but
apparently these wereinsufficient. Further, adolescentsreceived
little to no personalized monitoring concerning their use of the
Companion App. They were introduced to the Companion App
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at the beginning of the program and received reminder emails
throughout its course. However, there was no personal follow-up
on their use of the app. Such follow-up may have enhanced their
engagement with the app.

Insightsfor Future Mental Health Promotion
Programsin Adolescence Using an App

In summary, we can draw several insights from the Companion
Project that may be useful to future mental health promotion
projects with adolescents using an app.

First, we think that a theory-driven approach acknowledging
the specific developmental challenges that adolescents face is
recommended. Given the importance of peer influence at this
age and the adolescent drive for autonomy, peer mentoring
seems to offer a great opportunity to do so. The qudlitative
interviews we conducted with the adolescents reveded that
adolescents supported this concept. However, future projects
should carefully consider if a peer mentoring system can be
implemented with an app only and if face-to-face contact
between mentors and mentees enhances adherence to the
mentorship.

Second, wewould like to emphasi ze the advantages of adopting
ahalistic approach to health promotion (versusfocusing on the
prevention of a specific pathology). There is evidence
concerning the protective effects of social support regarding
many domains of mental (and physical) health [19-23]. This
evidence also takesinto account that adol escentstend to engage
in combinations of health-risking behaviors[64]. Peer mentoring
offers a natural opportunity of implementing an holistic
approach.

Third, using an app in a health promotion effort is promising.
Given the frequent use of apps by wide parts of the population,
and by adolescentsin particul ar, apps have the potential to reach
many people. However, we experienced first-hand the
difficulties of establishing user commitment. We found that
adol escent app userstend to be unforgiving if there aretechnical
difficulties. Moreover, we realized that any app launched today
enters a difficult competitive battle with many commercialy
developed apps. Therefore, establishing usability, feasibility,
and accessibility and ensuring enough time for the technical
refinement of the app is essential. Recently, efforts have been
put into clarifying the requirementsfor appsin the mental health
field [43]. We also propose that adopting a participatory
approach by involving adolescents in the devel opment of such
an app is encouraging. This can enhance the adoption of the
app in the respective target group.

Fourth, using well-chosen and sufficient incentivesto strengthen
commitment to the program seems essential. The form and use
of incentives surely depends on the specific project. Inthe case
of the Companion Project, more intensive promotion of the app
and a personalized follow-up of the use of the app may have
been necessary.

Finally, we think that certain groups of adolescents, especialy
a high-risk group as our intervention group of unemployed
adolescents, likely benefit from more structured interventions.
Inthe case of our project, providing these groups with additional
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face-to-face support to aid in discovering the Companion App
and peer mentoring system may have been advantageous.

Conclusion
The companion project implemented a theory-driven and

Bohleber et d

phase. The Companion App struggled to achieve solid
utilization, and the intervention did not have any effects on
chronic stress and the perception of social support. Nevertheless,
the project generated insights on opportunitiesand pitfallswhen
using an app in amental health promotion effort in adolescence

innovative approach to mental health promotion in adol escence,
taking into account the specifics of the adolescent devel opmental

and can inform future projectsin the field.
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Abstract

Background: The development and evaluation of Internet-delivered cognitive behavioral therapy (iCBT) interventions provides
a potential solution for current limitations in the acceptability, availability, and accessibility of mental health care for young
people with obsessive-compulsive disorder (OCD). Preliminary results support the effectiveness of therapist-assisted iCBT for
young people with OCD; however, no previous studies have examined the effectiveness of completely self-guided iCBT for OCD
in young people.

Objective:  We aimed to conduct a preliminary evaluation of the effectiveness of the OCD? Not Me! program for reducing
OCD-related psychopathology in young people (12-18 years). This program is an eight-stage, completely self-guided iCBT
treatment for OCD, which is based on exposure and response prevention.

Methods: These datawere early and preliminary results of alonger study in which an opentrial designisbeing used to evaluate
the effectiveness of the OCD? Not Me! program. Participants were required to have at least subclinical levels of OCD to be
offered the online program. Participants with moderate-high suicide/self-harm risk or symptoms of eating disorder or psychosis
were not offered the program. OCD symptoms and severity were measured at pre- and posttest, and at the beginning of each stage
of the program. Data was analyzed using generalized linear mixed models.

Results: A total of 334 people were screened for inclusion in the study, with 132 participants aged 12 to 18 years providing
datafor thefinal analysis. Participants showed significant reductionsin OCD symptoms (P<.001) and severity (P<.001) between
pre- and posttest.

Conclusions: These preliminary results suggest that fully automated iCBT holds promise as a way of increasing access to
treatment for young people with OCD; however, further research needs to be conducted to replicate the results and to determine
the feasibility of the program.

Trial Registration: Australian New Zeadland Clinical Trials Registry (ANZCTR): ACTRN12613000152729;
https://www.anzctr.org.au/Trial/Registration/Trial Review.aspx 71 d=363654 (Archived by WebCite at http://www.webcitation.org/
6iD7EDFgH)

(JMIR Ment Health 2016;3(3):€29) doi:10.2196/mental.5363

KEYWORDS

adolescent; anxiety disorders/therapy; Australia; Internet; obsessive-compulsive disorder; self-care;  therapy;
computer-assi sted/statistics and numerical data; treatment outcome; young adult; iCBT; adolescents
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Introduction

Obsessive-compulsive disorder (OCD) isapotentially disabling
psychological condition affecting 0.5% to 3% of children and
adolescents [1-4]. The disorder is associated with high levels
of comorbidity [1,5] and significant psychosocial impairment
[6,7], such as difficulties concentrating at school and completing
homework, disruption in household routines, and impairments
in social functioning [6]. When young people with OCD do not
receive adequate treatment, they are at risk of experiencing
continued symptoms and additional psychopathology in
adulthood [8-10]. As aresult, early intervention isimperative.

The development of Internet-based cognitive behavioral therapy
(iCBT) for OCD provides a promising pathway toward
increasing the accessibility and availability of evidence-based
treatment for young people with OCD. Substantial evidence
supports the effectiveness of face-to-face cognitive behavioral
therapy (CBT) with exposure and response prevention (ERP)
as the gold-standard psychotherapeutic intervention for OCD
[11,12]. However, there are significant limitations to the
availability and accessibility of thistreatment in the community
[13-16]. In addition, young people may be unlikely to seek
treatment for anxiety disorders, thereby increasing the likelihood
of long-term impairment [17,18]. Online treatments help to
overcome these obstacles by providing immediate,
cost-effective, and remote access to treatment [19], and
emerging evidence supportsthe use of iCBT and computerized
CBT (cCBT) in young people with depression and anxiety. For
example, one meta-analysis of 13 randomized controlled trials
found moderate-to-large effect sizesacross studies of iCBT and
cCBT in the treatment of depression and anxiety in children
and adolescents [20]. Another meta-analysis found that the
effectiveness of iCBT for childhood anxiety is comparable to
that of face-to-face CBT [21], whereas in a systematic review,
Richardson et al [22] found that young people and their parents
report moderate-to-high levels of satisfaction with cCBT for
depression and anxiety, athough attrition and noncompletion
rates are often high.

Although research on the development and evaluation of
Internet-based treatment for children and adolescentswith OCD
is relatively limited, these results suggest that iCBT may be a
viable intervention for young people with this disorder. To our
knowledge, only one study has examined the efficacy of iCBT
for OCD in young people [23]. Using an open trial, Lenhard et
al [23] delivered a 12-week therapist-assisted iCBT program to
21 young people aged 12 to 17 years who had a primary
diagnosis of OCD. Participants reported significant pre-post
reductionsin OCD severity and related impairment, as well as
significant improvements on measures of anxiety and global
functioning. Although limited by the small sample size, these
results are encouraging and rai se the question of whether ssimilar
outcomes might be achieved without the inclusion of therapist
support.

The minimal costs and consistent availability and accessibility
associated with self-guided online programs supports the
proposition that iCBT without therapist assistance has the
potential to confer important public health benefits, if deemed
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safe and effective [19]. Moreover, such programs may be
preferable for individuals who are concerned about stigma,
confidentiality, or talking to a therapist about personal issues
[24,25]. Preliminary results from studies with adults support
the efficacy of self-guided iCBT for OCD [26], with initial
evidence suggesting long-term (12-month) impact [24].
However, a recent meta-analysis suggests that completely
self-guided interventions for adultswith OCD suffer from high
attrition rates, and that therapist-assisted iCBT produces superior
treatment outcomes [27]. Across studies of iCBT for other
anxiety and mood disorders, it has been found that when dropout
and compliance is taken into account, therapist-assisted iCBT
is more effective than self-guided iCBT [28]. An important
guestion that remains to be answered is whether purely
self-guided iCBT is effective for young people with OCD.

Aims and Hypotheses

To our knowledge, there is no prior research evaluating the
impact of fully self-guided iCBT for young people with OCD.
Therefore, we aimed to conduct a preliminary evaluation to
determinewhether self-guided iCBT usingthe“OCD?Not Me!”
program was effective in reducing OCD psychopathology in
young people. We formed two main hypotheses: (1) that mean
number of OCD symptomswould significantly decrease between
pre- and posttest and (2) that mean OCD severity would
significantly decrease between pre- and posttest. We also aimed
to investigate the pattern of change in OCD psychopathology
over time in the program.

Methods

Study Design and Procedures

Thedatafor thisstudy were early and preliminary datacollected
aspart of alonger study currently being conducted to investigate
the effectiveness and feasibility of the OCD? Not Me! program
for reducing OCD symptoms and related distress among young
peoplewith OCD [29]. Thisstudy isa4-year opentrial utilizing
a within-groups design to examine pre-post changes in young
people’'s OCD symptoms and severity, associated functional
impairment, quality of life, family accommodation, and
self-esteem, aswell as parent/caregiver distress. The study was
approved by the Curtin University Human Research Ethics
Committee, Bentley, Western Australia, Australia (HR 45/2013).

Intervention

As described in Rees et a [29], OCD? Not Me! is a fully
automated, eight-stage online program that is designed to treat
symptoms of OCD in young people aged 12 to 18 years (for an
overview of the eight stages of the program, see Figure 1). The
treatment protocol is structured around the metaphor of
“climbing OCD Mountain” to conquer OCD symptoms; in
undertaking this journey, young people are provided with
psychoeducation regarding OCD and a rationale for treatment
using CBT with ERP. They are taught how to identify the
functional link between their obsessions and compulsions
(Figure 2), how to construct exposure exercises to target their
OCD symptoms, and how to construct an exposure hierarchy
that will support them to reduce their compulsionsin a gradual
way. Inthis process, participantsin the program learn strategies
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for habituating to anxiety, dealing with problematic cognitions,
and managing stress and setbacks. The strategies provided in
the program are illustrated using the metaphor of
“mountaineering equipment” that supports the participant to
ascend OCD Mountain, and include an interactive log book for
participants to record their OCD Mountain Challenges (ERP
exercises) as they complete them (see Figure 3). At each stage

Rees et a

of the program, parents and caregivers are also emailed with a
link to online resources. These online resources outline
information about what the young person is learning in the
program, provide tips for supporting the young person in the
program, and help parents and caregivers to manage
family/caregiver stress.

Figure 1. Screenshot from the OCD? Not Me! program: overview of the eight stages of the program.
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Figure2. Screenshot fromthe OCD?Not Me! program: illustration of the OCD cycle explaining the functional link between obsessions and compulsions.
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Figure 3. Screenshot from the OCD? Not Me! program: the log book used to record OCD Mountain Challenges (ERP exercises).
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Tick any that you use:
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™ Mountain Guidebook

o Breathing Control Regulator
& Wise Cards

your Challenge?
Yes No

Participant Eligibility and Recruitment

The OCD? Not Me! program is designed for youth aged 12 to
18 years; athough individuals outside this age bracket are
allowed to access the program, their data were not used in this
study. Because the OCD? Not Me! program is designed to treat
OCD, to be digible for inclusion in the program, potential
participantswere required to have at least subclinical symptoms
of OCD. The Short OCD Screener (SOCS) [30] was used to
screen for OCD symptoms, with participants required to have
a SOCS score of two or more to be included in the study. We
expected that young peoplewith eating disorders might be drawn
to the program, given that rapid weight loss and starvation can
cause obsessional thinking [31]. Our online measures were not
able to differentially diagnose eating disorders from OCD to
the degreethat aclinician was able and, given the potential need
for more intensive and specialized treatment for individuals
with eating disorder symptoms, participantswere excluded from
the study if they reported symptoms of an eating disorder. The
SCOFF questionnaire was used to screen for these criteria[32],
with participants excluded if they reported a score of two or
more on this measure. Similarly, due to the overlap between
psychosis symptoms and psychotic-like symptomsin OCD [33],
participants were excluded from the program if they reported
moderate-to-high symptoms of psychosis. The Adolescent
Psychotic-Like Symptom Screener (APSS) [34] was used to
screen for this outcome, and participants were excluded from
the program if they reported a score of four or more on this
measure. Finaly, participants who reported moderate-to-high
suicide risk were excluded from the study and encouraged to
seek more specialized services. To assess suicide and self-harm
risk, a measure was adapted from the suicide risk assessment
module of the Mini-International Neuropsychiatric Interview
for Children and Adolescents (MINI-KID) [35].

Participants were self-referred or recommended the program
by a friend, family member, or health care provider. Written

http://mental .jmir.org/2016/3/e29/
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consent to participate in the study was obtained from all
participants and their parents/caregivers online. All screening
measures were completed online, and individualswho were not
eligible for participation in the program were referred to the
treatment provider database on the OCD? Not Me! website.
Using this website, individuals can search for face-to-face
mental health servicesintheir local area, aswell as access phone
numbers for crisis counseling hotlines. Participants who were
deemed dligible for participation in the program went on to
complete the online assessment measures detailed subsequently.

M easures

Demographic Measures

Participants were asked to complete a series of demographic
questions regarding their gender, age, country and state of
residence, and education. Participants were al so asked whether
they were currently receiving psychological treatment for OCD
and whether they were currently prescribed medication for OCD.

Obsessive-Compulsive Disorder Diagnosisand Comorbid
Diagnoses

There were no freely available, online, self-report
comprehensive psychiatric assessments for young people;
therefore, we developed the Youth Online Diagnostic
Assessment (YODA) to evaluate whether participants met
diagnostic criteria for OCD as outlined in the fifth edition of
the Diagnostic and Satistical Manual of Mental Disorders
(DSM-V) [36]. The YODA covers the majority of disorders
outlined in the DSM-V, although only the OCD diagnostic
section was used in this study.

Obsessive-Compulsive Disorder Symptoms and Severity

The sdf-report version of the Children's Florida
Obsessive-Compulsive Inventory (C-FOCI) [37] was used to
assess OCD symptoms and severity. The C-FOCI is a brief
measure of OCD psychopathology in children and adolescents
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that consists of a 17-item symptom checklist, and a five-item
severity scale. The C-FOCI has been validated for Internet
administration and has adequate psychometric properties [37].
In this sample, the internal consistency for the symptoms scale
was 0=.79, whereas the internal consistency for the severity
scale was 0=.82.

Procedure

Following screening, participants completed pretest measures
online and were given access to the program once pretest
measures were complete. Although the recommended time
frame for the program is 8 weeks, participants completed the
program at their own pace. At the beginning of each stage of
the program, participants were asked to complete abrief online
assessment consisting of the C-FOCI and arisk assessment for
suicide and self-harm. Therefore, C-FOCI data were collected
at nine time points throughout the study: pretest, posttest, and
at the beginning of stages 2 to 8 of the program.

Analysis

Data were analyzed with generalized linear mixed models
(GLMM) using the GENLINMIXED procedure of SPSS
(version 22.0), with “participant” treated as arandom effect and
“stage” (pretest, per stage 2-8, and posttest) treated as a fixed
effect. To accommodate violations of sphericity, the covariance
matrix was changed from the default of compound symmetry
to autoregressive (ARMA11). To maximize the likelihood of
convergence, separate GLMM analyses were conducted for
both of the outcome variables, and alphalevels were corrected
to control for inflation of the family-wise error rate. The
Bonferroni-corrected alphalevel for all statistical testswas .025.

The GLMM maximum likelihood procedureisafull information
estimation procedure that uses all the data available at each
assessment point, rather than requiring datafrom all participants
at each point. This optimizes statistical power and reduces
sampling bias associated with subject attrition [38,39], making
it suitable for research on Internet-based interventions, which
often demonstrate high dropout rates [40]. Additionally, this
analysis is robust to unevenly distributed assessment points
[39,41]. Two GLMMs were used to evaluate the relationship
between the fixed effect of time and each of the subscales of
the C-FOCI (symptoms and severity). Post hoc least significant
difference (LSD) tests were conducted to test for significant
differences between time points. Thet test valuesfor the T1-T9
effects were computed using maximum likelihood (ML) to
compensate for missing data. Cohen’s d [42] calculations were
conducted to determine the size of pre-posttest change. Effect
size magnitude wasinterpreted using Cohen’s[42] conventions
(0.2=small, 0.5=moderate; and >0.8=large).

http://mental .jmir.org/2016/3/e29/
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Results

Of the 334 potential participants who completed screening
measures, 21 were younger than 12 years and 59 were older
than 18 years. Their data were not included in these analyses.
Of the 254 participants were within the target age range, 93
participants were screened out because they met the exclusion
criteria. A further 29 participants failed to complete pretest
assessments. The screening and pretest procedure and number
of participants meeting each exclusion criteria are detailed in
Figure 4.

A total of 132 participants who were in the target age range
completed pretest measures. This sample was 43.2% (57/132)
male and 56.8% (75/132) female, with a mean age of 14.58
years (SD 1.94). In this sample, 73.5% (97/132) of participants
met the DSM-V criteria for OCD as determined using the
YODA.

Participant Flow

The number of participants that commenced each stage of the
program at the time the data were collected were: stage 1
(n=116), stage 2 (n=67), stage 3 (n=27), stage 4 (n=16), stage
5 (n=14), stage 6 (n=12), stage 7 (n=11), and stage 8 (n=11).

Estimated M eans

Estimated means were used to describe the average pretest
scores on the C-FOCI for the target sample. The pretest (T1)
mean score for OCD symptoms was 7.82 (SE 0.34) and 11.56
(SE 0.31) for OCD severity. At posttest (T9), the means for
these outcomes were 3.87 (SE 0.83) and 5.77 (SE 0.97),
respectively. Per-stage means for each outcome are shown in
Table 1.

Main Effects of Time and Pairwise Contrasts

Our first hypothesis predicted a significant main effect of time
on mean number of OCD symptoms, using a
Bonferroni-adjusted alpha level of .025. This hypothesis was
supported (Fg,g5=7.38, P<.001), with significant decrease in
OCD symptoms observed between pre- and posttest (P<.001).
Per-stage LSD tests with pairwise contrasts indicated that
significant decreasesin OCD symptoms occurred between stages
1and 2, stages2 and 3, stages 3and 4, and stages6 and 7 (Table
2). A dlight, nonsignificant increase in OCD symptoms was
reported between stage 8 and posttest. Effect size calculations
indicated a moderate effect for the changesin OCD symptoms
between pre- and posttest (d=.64).

JMIR Ment Health 2016 | vol. 3 | iss. 3 [e29 | p.184
(page number not for citation purposes)


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

JMIR MENTAL HEALTH Reeset a
Figure 4. Flowchart of assessment and clinical characteristics of screened participants.
Commenced screening (n = 334)
N Qutside target age group (n = 80)
h
Target Age Group (n = 254) Screened Out (n = 93)
Taking medication for OCD (n = 88) Met exclusion eriteria (n = 93)
Receiving psychological treatment for One criteria (n = 71)
OCD (m=131) » Exceeded eating disorder cutoff (n = 41)
» Exceeded psychosis cutoff (n=7)
» Elevated self-harm/suicide risk (n = 23)
Two criteria (n = 20)
* Exceeded eating disorder cutoff and
elevated self-harm/suicide risk (n = 15)
» Exceeded psychosis cutoff and elevated
self-harm/suicide risk (n= 1)
s Exceeded eating disorder cutoff and
> psychosis cutoff (n = 3)
* Did not meet SOCS cutoff > 2 and
elevated self-harmy/suicide risk (n = 1)
Three criteria (n = 2)
s Exceeded ED and psychosis cutoff and
elevated self-harm/suicide risk (n = 2)
> Did Not Complete Pre-test (n = 29)
N
Completed Pretest (n = 132)
Table 1. Estimated means and standard errors for OCD symptom and severity scores.
Outcome Test time, mean (SE)
Tl T2 T3 T4 T5 T6 T7 T9
Symptoms 7.82(0.34) 7.34(0.35) 6.76(0.44) 5.93(0.52) 5.72(0.60) 5.33(0.62) 4.30(0.69) 3.76(0.82) 3.87(0.83)
Severity 11.56 10.61 10.40 9.52(0.88) 8.60(0.88) 8.10(0.96) 6.92(0.95) 5.99(1.18) 5.77(0.97)
(0.3 (0.43) (0.54)
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Table 2. Least significant difference (LSD) tests of the simple main effects of time with pairwise contrasts (contrast estimate; CE) of OCD symptoms

and severity (T1-T9).

Outcome and time interval CE (SE) togs 95% Cl P (adjusted)
Symptoms

T1-T9 3.96 (0.84) 4.70 2.30,5.61 <.001
T1-T2 0.49 (0.15) 3.26 0.19,0.78 .001
T2-T3 0.58 (0.27) 215 0.05,1.11 .003
T3-T4 0.82 (0.25) 324 0.32,1.33 .001
T4-T5 0.21 (0.27) 0.79 -0.32,0.74 43
T5-T6 0.39 (0.34) 1.15 -0.27,1.05 .25
T6-T7 1.03(0.38) 2.75 0.29,1.77 .006
T7-T8 0.54 (0.35) 153 -0.15,1.22 A3
T8-T9 -0.10 (0.37) -0.28 -0.83, 0.62 .78
Severity

T1-T9 5.79 (0.99) 5.87 3.85,7.73 <.001
T1-T2 0.96 (0.34) 279 0.28, 1.63 .006
T2-T3 0.21 (0.52) 0.41 -0.81,1.24 .68
T3-T4 0.88 (0.63) 1.38 -0.37,2.12 A7
T4-T5 0.91 (0.58) 1.57 -0.23,2.05 12
T5-T6 0.50 (0.34) 1.45 -0.18,1.18 A5
T6-T7 1.18 (0.35) 3.37 —0.49, 1.86 .001
T7-T8 0.94 (0.41) 2.28 0.13,1.74 .02
T8-T9 0.22 (0.65) 0.34 -1.05, 1.49 .73

Our second hypothesis predicted a significant main effect of
time on mean OCD severity, using aBonferroni-adjusted alpha
level of .025. This hypothesiswas also supported (Fg 5g5=15.21,
P<.001), with significant decreases in OCD symptom severity
observed between pre- and posttest (P<.001). Per-stage LSD
testswith pairwise contrastsindicated that significant decreases
in OCD severity occurred between stages 1 and 2, stages 6 and
7, and stages 7 and 8. Although OCD severity continued to
decrease steadily over the course of the program, other per-stage
reductions did not reach significance (Table 2). Effect size
calculations indicated a large effect for the changes in OCD
severity between pre- and posttest (d=.89).

Discussion

This study aimed to evaluate early and preliminary resultsfrom
a longer trial examining the impact of the OCD? Not Méel
program on OCD symptoms and severity in young people aged
12 to 18 years. This is the first study to examine the
effectiveness of a fully automated iCBT program for reducing
OCD symptomology in young people.

Results from this study are encouraging. Participants in this
study reported average pretest OCD symptoms and severity that
were higher than those reported by a sample of young people
with aprimary diagnosisof OCD (mean 6.22, SD 3.54 for OCD
symptomsand mean 11.22, SD 4.07 for OCD severity) in Storch
et al’s [37] study. Although assessment of OCD symptoms in

http://mental .jmir.org/2016/3/e29/

this study was based on self-report rather than diagnostic
interview, it appears that, on average, participants were
experiencing levels of OCD pathology comparablewith clinical
samples. Significant decreasesin OCD symptoms and severity
were observed between pre- and posttest. Per-stage analyses of
OCD symptoms and severity indicated that mean scores on
these outcomes decreased gradually over time in the program.
In addition, effect size calculations demonstrated a moderate
effect for reduction in OCD symptoms and a large effect for
reduction in OCD severity. These effect sizes may be contrasted
with Lenhard et a [23], who reported large effect sizes for
reduction in OCD symptoms and severity (d= 1.09 and d= 1.43,
respectively) in their trial of therapist-assisted iCBT for
adolescents with OCD, although it should be noted that they
used a different measure to evaluate OCD symptoms and
severity. A recent meta-analysis reported standardized effect
sizes of 0.70 across five studies of iCBT with varying levels of
therapist assistance for childhood anxiety [21]. Importantly, it
should be emphasized that our results were observed in the
absence of any therapist involvement. Thisisan exciting finding
given the notable limitationsin the accessibility and availability
of evidence-based psychotherapeutic treatment for young people
with OCD. AsKlein et a [43] have pointed out, the availability
of fully automated, effective e-mental health interventions means
that people can access treatment immediately and remotely, at
atime and location that suits them.
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It should be highlighted that these results are preliminary, and
thefinal results of thetrial might be quite different. Additionally,
although entirely self-help programs make an important
contribution to stepped care approaches to mental health, the
value of somelevel of therapist contact should not be dismissed.
A recent meta-analysis of self-help interventionsfor adultswith
OCD found that across studies, attrition rates declined and
clinical outcomes improved with increasing therapist contact
[27]. It would be beneficial for future research to consider how
theinclusion of therapi st assistance might impact outcomes and
completion ratesin the OCD? Not Me program. Future research
is also required to determine those young people fully
self-guided programs are appropriate for, and those from whom
therapist contact is necessary.

Becausethe OCD? Not Me! program (including assessment) is
designed to be entirely self-guided, this study did not use
therapist-administered clinical interviews and, therefore, it
cannot be determined whether participation in the program made
an impact on OCD as a diagnosis. As assessment must be
conducted without therapist invol vement in order for self-guided
programs to be truly self-help and anonymous, a key direction
for future research isthe devel opment and evaluation of online,
self-administered diagnostic interviews. We recommend further
research to determine the validity, sensitivity, and specificity
of the YODA relative to face-to-face diagnostic assessment.

A further limitation of this study was because it was an open
trial with no control group, it cannot be reliably concluded that
changes in the outcome measures were due to participation in
the intervention. However, it should be noted that OCD in
childhood and adol escenceis characterized asachronic disorder
with high persistence rates [8,44]; therefore, it is unlikely that
the observed outcomes are linked to spontaneous remission. It
is recommended that future research compare the efficacy of
the OCD? Not Me! program to awaitlist control group in order
tomorereliably link outcomesto the effects of theintervention.
It isalso recommended that future research on thisintervention
include some follow-up assessment to investigate whether
changes in symptomology are durable over time.

Attrition analyses were not conducted in the current study
because the study is ongoing and some participants were still
undergoing treatment at the time of collecting this data
Although the GLMM procedure is particularly useful for
conducting intention-to-treat analyses in studies where
moderate-high rates of attrition are anticipated [39], attrition
analyses are recommended in future studies. Understanding the
factors that predict attrition (including attrition at pretest) is

Reeset a

essential to understanding who fully automated iCBT is most
suitablefor and how the program might be adjusted to optimize
participant retention.

It should be noted that almost 25% of the samplewho compl eted
screening measures in this study were outside of the intended
agerangefor theiCBT program, indicating that thereis a need
for online OCD treatment services that target children younger
than 12 years, aswell as adults older than 18 years. In addition,
almost a third of potentia participants in the target age range
were screened out of the study for meeting one or more of the
exclusion criteria (elevated eating disorder or psychosis
symptoms, and/or elevated suicide/self-harm risk). There is a
clear need for services that are targeted to this group, and for
better understanding of how best to manage risk within the
context of self-guided treatment. Although most efficacy studies
exclude individuals with suicide or self-harm risk, it is
recommended that future developments in iCBT consider
including strategies and protocols for managing suicide and
self-harm risk, to support trangdlation into effective intervention.

One of the benefits of the OCD? Not Me! program is that it
includes a searchable database of mental health providers that
participants can use to seek more intensive or specialized
services, such as face-to-face treatment or telephone support
services. Our data indicate that such services are relevant for
those who seek treatment via the online program (who are
screened out or who require more intensive services due to the
severity of their symptoms). In addition, the findings support
the potential for online assessments and services to be more
comprehensively integrated into stepped care models, with
treatment-seekers offered the most appropriate level of carefor
their needs following assessment. Increasing communication
between online platformsand frontline health services supports
continuity of care and also reduces the need for repeated
assessments by different health care professionals. On this point,
wefound that approximately half the participantsin our sample
were already receiving psychotherapeutic treatment for OCD,
and athird were currently taking prescribed medication for the
disorder. This finding suggests that it may be of benefit to
support health practitionersto usetheiCBT programswith their
clients through the provision of manuals and training.

In conclusion, the results of this study provide preliminary
evidence that fully automated iCBT offers promise as away of
increasing access to effective treatment for young people with
OCD. Future research is needed to replicate these results and
to investigate predictors of treatment retention and outcome.
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CBT: cognitive behavioral therapy

CE: contrast estimate

ERP: exposure and response prevention
GLMM: generalized linear mixed models

L SD: least significant difference

ML : maximum likelihood

OCD: obsessive-compulsive disorder

SOCS: Short OCD Screener

YODA: Youth Online Diagnostic Assessment
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Abstract

Background: Adherence to effective Web-based interventions for common mental disorders (CMDs) and well-being remains
acritical issue, with clear potential to increase effectiveness. Continued identification and examination of “active’ technological
components within Web-based interventions has been called for. Gamification is the use of game design elements and features
in nongame contexts. Health and lifestyle interventions have implemented a variety of game featuresin their design in an effort
to encourage engagement and increase program adherence. The potentia influence of gamification on program adherence has
not been examined in the context of Web-based interventions designed to manage CMDs and well-being.

Objective: This study seeks to review the literature to examine whether gaming features predict or influence reported rates of
program adherence in Web-based interventions designed to manage CMDs and well-being.

Methods: A systematic review was conducted of peer-reviewed randomized controlled trials (RCTs) designed to manage CMDs
or well-being and incorporated gamification features. Seven electronic databases were searched.

Results: A total of 61 RCTs met the inclusion criteria and 47 different intervention programs were identified. The majority
were designed to manage depression using cognitive behavioral therapy. Eight of 10 popular gamification features reviewed were
inuse. Themajority of studies utilized only one gamification feature (n=58) with amaximum of three features. The most commonly
used feature was story/theme. Levels and game leaders were not used in this context. No studies explicitly examined the role of
gamification features on program adherence. Usage data were not commonly reported. Interventions intended to be 10 weeksin
duration had higher mean adherence than those intended to be 6 or 8 weeksin duration.

Conclusions: Gamification features have been incorporated into the design of interventions designed to treat CM D and well-being.
Further research is needed to improve understanding of gamification features on adherence and engagement in order to inform
the design of future Web-based health interventions in which adherence to treatment is of concern. Conclusions were limited by
varied reporting of adherence and usage data.

(JMIR Ment Health 2016;3(3):€39) doi:10.2196/mental .5710
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Introduction

Common mental health disorders and poor well-being have
significant economic, social, and individual costs [1-3]. The
issue of promoting well-being while improving and managing
mental health conditions remains a worldwide priority [4].

Web-based apps have been widely accepted and recognized as
a cost-effective means by which to deliver proven and effective
evidence-based therapies that were traditionally face-to-face,
such as cognitive behavioral therapy (CBT), to improve mental
health and well-being outcomes[5-9]. Web-based interventions
provide an advantage over traditional face-to-face delivery due
to their potential to reach wider populationsthrough the removal
of many access barriers, such aslimited numbers of trained and
available therapists, long waiting lists, high delivery costs,
transportation, geographical issues, and social stigma attached
to treatments [10-12].

An increasing number of Web-based platforms have been
devel oped that provide treatment and resourcesfor awide range
of conditions, common menta disorders (CMDs), serious mental
health disorders, well-being, and lifestyle improvement.
However, dropout and nonadherence are often high and vary
widely. Reported rates of attrition range between 35% and 99%
[13-18]. Context effects and health conditions influence
adherence[19,20]. Thisisof critical importance because greater
adherence to Web-based interventions is associated with
improved mental health outcomes [21,22], whereas low
adherence is reported to limit effectiveness of treatments [23].

A growing body of research has identified a range of
technol ogy-driven featuresthat contribute to program adherence,
quality, design, and usability of Web-based interventions
[24,25]: persuasive technology [26], including “push factors”
and short message service (SMS) text message notifications,
alerts or personalized reminders [27,28], weekly tracking [29],
incentives[30,31], interactive features[32], and socia networks
[33]. However, variation in reporting and measuring adherence
has complicated understanding of the role of technological
features[21].

Findings from the gaming literature have suggested that the
inclusion and use of gamified features in Web-based health
interventions may increase interest and enjoyment, improving
user experience. This, in turn, may positively influence
engagement and program adherence and encourage desired
health behavior changes[34-38]. Gamification has been defined
as“the use of game design elementsin nongame contexts’ [39].
It differs from serious games, which refersto the use of games
in their entirety within nongaming contexts (as opposed to
selected elements or individual features of a game). Thus,
gamification is the use of individual features of game design
applied in a context not usually associated with video gaming
or game play. However, agreement of conceptual understanding
remains debated [40] and academic opinion is varied.
Gamification has enjoyed a recent explosion of success and
increasing interest in a wide array of contexts beyond
entertainment, health, education, news, and sustainability
[41-43]. However, interest in game design has been researched
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in the fields of human-computer interaction and motivational
psychology for much longer.

Recent research has called for the continued identification of
features and “active” components that are most effective in
improving program adherence while ensuring treatment remains
effective [8,34,43]. A number of important adherence review
studies have been published. For example, Kelders et al [19]
identified predictors of high adherence such as randomized
controlled trial (RCT) study design, frequency of counselor
interaction (frequency of peer interaction was not found to
predict adherence), more frequent updates and reminders, more
extensive use of dialog support, and more frequent intended
usage. In addition, van Ballegooijen et a [44] reported
adherence to guided Internet CBT (iCBT) interventions for
depression were equal to that of face-to-face delivery. Before
that, Brouwer et al [45] reported that elements of interventions
associated with human support (guided) were associated with
higher adherence in physical health interventions. Schubart et
al [46] identified that tailored advice, feedback, and guided
programs increased user engagement in chronic health
interventions. Earlier reviews focused on reporting the extent
of the problem in the context of mental health interventions
[18,47]. However, no prior reviews were identified that
explicitly examined the role of gamification on adherence in
the context of Web-based health interventions designed to treat
CMD and improve well-being.

This review seeksto (1) explore, through systematic review of
published peer-reviewed studies, the role of gaming featuresin
Web-based interventions for the treatment of common mental
health disorders or well-being and (2) to identify the “active
ingredients’ that influence treatment adherence.

Objectives

The specific objectives of this study were to:

1. Identify studies that have incorporated gaming featuresinto

the design of their intervention to improve outcomesfor CMDs
and well-being;

2. ldentify gamification features that influence adherence;
3. Report current rates of adherence;

4. Determine whether effects of the gamification feature on
adherence varies across subgroup populations; and

5. Identify all terms commonly used to report adherence and
maintenance with Web-based CMD and well-being and report
the extent to which these are commonly reported in studies.

Methods

Protocol

Thisreview was registered with PROSPERO on April 16, 2015
(CRD42015017689).

Procedure

A comprehensive search of seven electronic databases was
conducted: Medline (Ovid interface), PsychINFO (Ovid
interface), Cochrane Library, the Cumulative Index to Nursing
and Allied Health Literature (CINHAL; EBESCO interface),
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Business Source Complete (EBSCO interface), Inspec (Ovid
interface), and the ACM Digital Library. Search dates were
between database inception and April 2015. Search strategies
were customized for each database.

A combination of search termswere used to identify all relevant
articles under the following categories: “Web-based,”
“intervention,”  “CMD/well-being,” and  “adherence’
(Multimedia Appendix 1).

Inclusion Criteria
Theinclusion criteriaincluded:

1. The study must have included one or more gamification
feature in the intervention;

2. The study was designed to manage any CMD or improve
well-being (including physical conditions that report
CMD/well-being outcome);

3. The intervention was delivered via the Web (Internet);

4. The intervention was designed to be accessed on more than
one occasion;

5. RCT study design; and

6. The study must have reported at |east one measure of attrition,
adherence, engagement, dropout, or other term referring to such.

Exclusion Criteria

The exclusion criteria were (1) the intervention was delivered
via paper, face-to-face, CD-ROM, or other non-Web-based
method and (2) participants were younger than age 18 years.

Gamification

The definition of gamification used in this review was “the use
of game design elements in nongame contexts’ [39]. Ten
gamification features were reviewed. The features reviewed
were those identified by Cugelman [36]. These were informed
by Hamari et al [48] and are described in Multimedia A ppendix
2. Two authors (MB, AJ) discussed the selection of thislist.

Review Process

Two reviewers (MB, NoN) independently reviewed thetitle for
relevance, then the abstract against inclusion/exclusion criteria.
A third reviewer (HVW) resolved any disagreements. Measures
of agreement were calculated (kappa statistic). Full-text articles
of those included were retrieved at this stage. Two reviewers
(MB, NoN) independently reviewed each article. Each was
assessed against the inclusion/exclusion criteria outlined
previously. The first instance where it did not meet eligibility
was recorded as the reason for exclusion and the study was not
assessed against additional inclusion criteria [49]. Reviewers
discussed all articlesthat were not unanimous (seethe PRISMA
flowchart in Multimedia Appendix 3).

Data Extraction

A data extraction form was developed and piloted with five
studies meeting the inclusion criteria. The following datawere
extracted for review (MB):

http://mental.jmir.org/2016/3/e39/
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1. Participant characteristics: including recruitment setting, use
of diagnostic interview, total number of participants randomized
to intervention, sample size, gender, and age.

2. Intervention characteristics: including intervention name,
number of trial arms, primary condition, therapeutic approach,
intended duration (weeks), modules to be completed, automated
or guided delivery, format of delivery, and outcome measures
used.

3. Interactive elements of intervention: including automated
email reminders, interactive quizzes, social networking
(community forum), homework, or diary tasks.

4. Gamification features: arecord of the feature(s) used in the
intervention design.

5. Adherence: including adherenceto study protocol, completion
rate, and term used to refer to adherence.

Assessment of Risk of Biasin Included Studies

The quality of each included study from a risk of bias
perspective was assessed (NoN) using the Cochrane
Collaboration Risk of Bias tool as described in the Cochrane
Handbook for Systematic Reviews of Interventions [50]. Each
included study was assessed against the six bias domains and
source of bias subdomains outlined in order to produce a
summary risk of bias assessment score (low, high, or unclear).
The magjority risk level in each subdomain was utilized and
summarized across al domains. If there were four or more
subdomainswith alow risk of bias, then it would be judged that
the study showed an overall low risk of bias.

Data Analysis

Descriptive and exploratory analyses were conducted in SPSS
22 (IBM Corp, Armonk, NY, USA) and Review Manager 5.3
(RevMan 5.3; The Cochrane Collaboration, Copenhagen,
Denmark).

An adherence rate to study protocol was calculated as the
principal summary measure. A percentage score for adherence
to each intervention was cal culated to allow comparison across
interventions. This was the percentage of those completing
postassessment by the number of participants initially
randomized (to an intervention trial arm) because limited data
were available on total completion rate of interventions.

A series of procedures were carried out. First, the adherence
rates of interventions using only one gamification feature were
visually presented in a series of forest plots, shown in
comparison to adherence rates for inactive controls (where
available). The mean adherencerate of interventionsusing only
one gamification feature was cal culated by adding the adherence
rate for each study that used this feature and dividing it by the
number of these studies. A one-way ANOVA was conducted
to identify statistical differences between adherence rates for
studies using different, single gamification features. Second,
adherence rates for interventions using one, two, or three (total
number of) gamification features were similarly calculated and
presented visually in abar chart. Forest plots showing adherence
compared to inactive control (where available) are aso
presented. A one-way ANOVA explored statistical differences
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in adherence. Third, the mean adherence rate was calculated
per condition and displayed in abar chart. A one-way ANOVA
explored statistical differences in adherence per condition.
Finally, following these comparisons, an independent t test was
conducted to examine statistical differences in adherence as a
result of additional interactive features (in dichotomousfeatures;
ie, sequential or free navigation and automated or guided
delivery). A one-way ANOVA was conducted to explore
differencesin features which included three or more categories
(intended duration and modules, total number of interactive
intervention characteristics). Values within each were
recategorized to form three distinct categories.

A standard multiple regression analysis was performed to
explore the role of interactive intervention characteristics in
explaining adherence. Independent variables were entered into
the model as a block using the enter method (total number of
gamification features, guided or automated, sequential or free
navigation, intended duration, modules, and total number of
interactive intervention features). Adherence was entered asthe
dependent variable. It isrecommended that 15 cases beincluded
per predictor variable in social sciences[49].

Results

Summary Data

After duplicates were removed, 2170 titles and 774 abstracts
were reviewed. Following full-text review, 61 RCTs remained
(Multimedia Appendix 3). The kappa statistic showed good

Figure 1. Risk of bias assessment of included articles (N=61).

Other sources of bias
Selective outcome reporting
(Reporting bias)

Blinding and other threats
(Detection bias)

Incomplete outcome data
(Attrition bias)

Other potential threats to validity
(Performance bias)

Blinding - Participants
(Performance bias)

Allocation concealment (Selection
bias)

Sequence generation (Selection
bias) [
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agreement between reviewers at the title and abstract stage
(k=.933 and K=.694, respectively).

In all, 47 RCTs were two-armed trials, 12 were three-armed
trials, onewasafour-armed trial, and onewas asix-armed trial.
Of the two-armed trials, 21 compared to a wait-list control
group, three to treatment as usual, one to placebo, one reported
no treatment, and 20 used an active comparator. Theseincluded
11 interventions and nine attention controls. Of the 12
three-armed trials, two compared to two inactive controls, nine
compared to an active intervention plus wait-list control or
treatment as usual, and one included two interventions using
different therapeutic approaches. Thefour-armed trial compared
to a Web-based intervention plus tracking and two inactive
conditions. The six-armed trial consisted of six active
interventions. Multimedia Appendix 4 providesafull reference
list of al 61 included articles and a summary of intervention
characteristics of all 82 included arms (where no armisrecorded
thisisto indicate it was the additional trial arm in an RCT).

Cochrane Risk of Bias Score

Of the 61 RCTs included in this systematic review, 37 (61%)
werejudged to be of high risk of bias, eight (13%) were judged
to be of low risk of bias, and an unclear risk of biaswasassigned
to 16 (26%) of the included studies (Figure 1). The quality of
the evidence provided within theincluded studieswas variable.
Sources of bias included inconsistent implementation of
interventions, follow-up methods, completion rates, and studies
being underpowered to statistically detect intervention effects,
and self-selected study populations (Figure 1).

M High Risk of Bias (%)
Unclear Risk of Bias (%)

M Low Risk of Bias (%)

0 20 40

60 80 100

% of studies with risk of bias

Descriptive Statistics

The main results table presented in Multimedia Appendix 4
reports a summary of key characteristics for all included
intervention arms (n=82).

http://mental.jmir.org/2016/3/e39/
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Participant Characteristics

Across the 61 RCTs, 14,726 participants were randomized to
either an intervention or control condition. The RCTs varied
widely in size from a total of 24 to 23,213 randomized
participants. Overall, 41 RCTs had sample sizes |ess than 200,
15 had sample sizes between 200 and 999, and five had sample
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sizes more than 1000. Four RCTsincluded females only. Four
RCTs restricted inclusion to those ol der than 45 years and one
included asample of those between the agesof 18 and 24 years,
the remainder (n=56) recruited from age 18 years and older.
Participantswererecruited from the general population (n=39),
clinical populations (n=11), students (n=4), military (n=2), and
organizational workplaces (n=5). The majority of RCTs were
conducted in Australia (n=20) and the United States (n=18).
The majority of participants self-referred into atrial (87%).

I ntervention Arms

From the 61 RCTSs, atotal of 82 active intervention arms were
identified. Assuch, the following section presentsthe adherence
and gamification results from 82 interventions.

Condition

Interventions were designed to treat arange of symptomology:
depression (n=30), depression with comorbid anxiety (n=5),
anxiety including socia anxiety disorder and generalized anxiety
disorder (n=9), well-being (n=7), socia phobia (n=7),
posttraumatic stress disorder (n=4), obsessive compulsive
disorder (n=1), panic disorder (n=1), stress (n=3), binge eating
disorder (n=1), and physical conditions (n=14). A total of 37
interventions reported use of clinical diagnostic interview.

The 14 interventions designed to manage physical conditions
were physical activity (n=3), smoking cessation (n=1), sexua
dysfunction in female cancer patients (2), headache (n=2),
insomnia (n=4), and weight loss (n=2). Pre- and postoutcome
measures for a CMD or well-being were reported in each of
thesetrials.

I ntervention Characteristics

All interventions were Web-based and available via personal
computers, laptops, and Internet-enabled devices. In total, 47
different therapeutic interventions were identified and anumber
of these were utilized in successive RCTs: MoodGY M (n=6),
Beating the Blues (n=3), MoodGY M and BluePages combined
(n=2), deprexis (n=2), SHUTI (n=2), and The Shyness Program
(n=5). Inthisreview, “intervention” refersto the Web-delivered
therapeutic treatment program.

Automated/Guided

Of the 82 interventions, 50 were automated. Automated delivery
of an intervention refers to the use of an intervention treatment
program without any human support. The remainder (n=32)
wereguided. Guided delivery refersto support of ahuman guide
during the course of thetreatment. Guided interventionsincluded
a range of guided interactions: therapeutic telephone contact
(n=13), face-to-face therapy (n=5), and therapeutic emails
(n=21).

Therapeutic Approach

In total, 59 interventions were based primarily on CBT, one of
which used CBT in combination with psychoeducation and
interpersonal psychotherapy, two used cognitive restructuring
without behavioral activation, two used mindfulness, two used
positive psychology, one was based on a stress and coping
model, two used Internet psychotherapy, five employed health
behavior change techniques, and nine did not specify a
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therapeutic approach. Some studies noted additional elements
used in the intervention. These included cognitive bias
modification online (n=1), Internet-delivered supportive
counseling (n=1), psychoeducation (n=2), interpersonal therapy
(n=2), problem solving (n=2), motivational interviewing or
motivational principles (n=2), and physical activity (n=1).

Format of Delivery

In all, 63 intervention arms were released sequentialy in a
predetermined order over time, 16 could be freely navigated,
two [51,52] presented modules in sequence but allowed
participants free navigation, and one [53] included free
navigation once a specific module had been completed.

Duration

The duration of the interventions ranged between 3 and 20
weeks (mean 7.8, SD 2.4). One did not specify the intended
duration [54], although it clearly stated that the intervention
was to be used more than once. Many were eight (n=25), six
(n=22), or 10 (n=8) weeksin duration.

M odules

The number of moduleswithin each intervention ranged between
zero and 13 (mean 6.4, SD 2.6). Three did not use a modular
format. Most interventions included six (n=30), eight (n=11),
or five (n=9) modules.

Interactive I ntervention Elements

Information avail able regarding interactive el ements employed
in each intervention varied. Text was presented in all,
accompanied by arange of additional elements, automated email
reminders (n=36), SMS text message reminders (n=13),
telephone reminders (n=12), interactive quizzes (n=37), socia
media (n=11), and homework (n=47).

Gamification

Eight of 10 gamification features reviewed were identified in
use: story/theme, progress, feedback, goal setting, rewards,
challenge, badges/trophies, and points. No study incorporated
levels or game |l eaders. The magjority of interventions used only
one gamification feature (n=58); the maximum number used in
any oneintervention wasthree. Of the interventions employing
only one gamification feature, story/theme was most commonly
used (n=33), followed by progress (n=10), goal setting (n=6),
rewards (n=6), and feedback (n=3). Of those using more than
one feature (n=24), 19 used two features and five incorporated
three features.

Adherence

A wide variety of terms were used to report a measure of
adherence: adherence, attrition, dropout, noncompleters, lost to
follow-up, participant withdrawal, nonresponse, completion
rate, did not complete, retention rate, loss, and compliance.

Overall adherenceto study protocol ranged between 3.37% and
100% (n=82, mean 71.7%, SD 20.3%). Adherence to control
groups ranged from 5.98% to 100% (n=58, mean 78.2%, SD
19.1%). The mean adherence rate of studies excluded for not
including a gamification feature was 75.2% (SD 19.6%) with
arange of 5.3% to 100%. There were differences between the
ways in which studies classified adherence and reported their
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data, making meaningful comparison complicated. The
limitations of such are addressed in the Discussion.

Reasons for nonadherence were provided in 33 RCTs. The
following reasons were provided: lack of time, disinterest, no
need for treatment, hardware or technical issues, program
perceived as noneffective, life events, felt better after a few
modules, disappointed by group assignment, holiday, work
commitments, poor health, and no longer wish to participate.
One RCT [55] reported removal of 19 participants due to
fraudulent participation. One RCT only reported data for those
participants who completed the entire intervention (due to a
programming error).

Usage Data

Limited usage data were reported, mean number of modules
completed (n=39 reported this data), program completion
(n=45), with amean completion rate of 54.0% (SD 24.6%), and
log data. Theway inwhich log datawas reported varied further;
mean time spent per visit in minutes (n=4), mean log-on rate
(n=5), total time duration (n=2), total page views (n=1), and
activities opened (n=1).

Statistical Analysisof Intervention Characteristicsand
Adherence

Gamification

Adherence was examined per gamification feature for those
interventions that employed only one gamification feature
(n=58). Forest plots present the adherence per intervention arm
in comparisonto itscontrol condition (whereacontrol condition
was used as opposed to an active intervention). The following
forest plots show two columns: the intervention arm and the
control group. The term “events’ refers to the number of
randomized participants remaining at postassessment, whereas
“total” refersto thetotal number randomized to that intervention

Brown et d

at the start of the trial. If a score of zero isrecorded, either the
data was unavailable or there was no control group to compare
against. For example, in some RCTsthe comparator group was
another (treatment) intervention or a modified version of the
same intervention. The weight is automatically calculated by
RevMan based on the total number of participants in the trial.
A mean adherence is aso reported; this does not include the
control arm data (unlike the forest plots).

Goal Setting

Goal setting was defined as users informed of a goal or are
required to establish their own goal sto achieve over theduration
of the program (intervention). Six interventions incorporated
goal-setting activities. Adherence compared to control isshown
in Figure 2. Mean adherence for the six interventionswas 72.3%
(SD 22.8%).

Progress

Progress was defined as progression through the program or
game. Participants could monitor progress with self or others.
Ten interventions incorporated progress. Adherence compared
to control is shown in Figure 3. Mean adherence was 53.5%
(SD 31.2%).

Feedback

Feedback was defined as automated feedback provided on
progress. Threeinterventionsincorporated automated feedback.
Adherence compared to control is shown in Figure 4. Mean
adherence was 75.9% (SD 24.0%).

Rewards

Rewards for achievement included in-game goods or artifacts
(functional or nonfunctional to the program). Six interventions
utilized rewards. Adherence compared to control is shown in
Figure 5. Mean adherence was 72.1% (SD 13.3%).

Figure 2. Forest plot showing the adherence rate of interventions using goa setting as a gamification feature.
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Figure 3. Forest plot showing the adherence rate of interventions using progress as a gamification feature.

adherence to Intervention  adherence to control

Study or Subgroup Events Total Events Total

Odds Ratio
Weight M-H, Random, 95% CI

Odds Ratio
M-H, Random, 95% CI

Andersson 2003 9 20 0 0
Andersson 2003 arm 2 15 24 0 0
Berger, Hol, Casper 2009 28 3 19 21
Glozier 2013 260 280 272 282
Litz 2007 14 20 0 0
Litz et al 2007 10 23 0 0
Mananes 2014 390 11588 695 11625
Mitchell 2009 17 48 23 54
Mitchelle 2008 arm 2 9 58 23 54
Powell 2012 4086 1534 1122 1536
Total (95% CI) 13539 13572
Total events 1110 2154

Heterogeneity: Tau®= 0.88; Chi*=192.11, df= 5 (P < 0.00001); F= 97%
Test for overall effect Z=2.20 (P = 0.03)

http://mental.jmir.org/2016/3/e39/

RenderX

Not estimable
Not estimable
9.8% 0.98 [0.15, 6.45]
171% 048[022,1.04) ——*—7
Not estimable
Not estimable
20.0% 0.55(0.48,0.62] =
16.9% 0.74[0.33,1.65] e E—
16.3% 0.25[0.10,0.60] +=*——
18.9% 013[0.11,0.16) ¢

0.39[0.17,0.90] = —

100.0%

05 2 5
Favours control Favours Intervention

02

JMIR Ment Health 2016 | vol. 3 | iss. 3 [e39 | p.196
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

Brown et d

Figure 4. Forest plot showing adherence of interventions employing feedback as a gamification feature.

adherence to Intervention  adherence to control 0Odds Ratio Odds Ratio
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Total (95% CI) 293 299 100.0% 0.30 [0.21, 0.44] ’
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Heterogeneity: Tau®= 0.00; Chi#= 0.13, df=1 (P=0.72); F= 0% ?U 2 + t J

Test for overall effect: Z= 6.23 (P < 0.00001)
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Figure5. Forest plot showing adherence of interventions employing rewards as a gamification feature.
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Odds Ratio Odds Ratio
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Clarke 2005 61 80 93 100 261% 0.24[0.10,061] +*—
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Total events 215 284
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Figure 6. Forest plot showing adherence of interventions employing story/theme as a gamification feature.

adherence to Intervention  adherence to control Odds Ratio 0Odds Ratio
Study or Subgroup Events Total Events Total Weight M-H, Random, 95% CI M-H, Random, 95% CI
Andrews 2011 14 23 " 14 2.2% 0.42(0.09,1.95)
Berger, Hammerli, Gubser 2011 arm 2 25 25 22 26 0.7% 10.20[0.52, 200.06] e E—
Berger, Hammerli, Gubser 2011 22 25 22 26 20% 1.33[0.27,6.67]
Christensen 2006 arm 1 364 464 0 0 Not estimable
Christensen 2006 arm 3 363 465 o 0 Not estimable
Christensen 2006 arm 4 366 463 0 0 Not estimable
Christensen 2006 arm & 384 468 0 0 Not estimable
Dear, Zou, Ali, Lorian 2015 30 35 32 37 27% 0.94 [0.25, 3.57]
Farrer 2011 27 38 27 35 38% 0.73[0.25,2.09] —
Farrer 2011 arm 2 20 45 27 35 43% 0.24[0.09,063
Herbec 2014 63 99 70 101 7.8% 0.781[0.43,1.40] e —
Heifadt 2013 37 52 47 54 43% 037[0.14,099
Imamura 201 270 381 336 381 105% 033[0.22,048 ——
Lintvedt 2013 42 a1 59 82 71% 0.42(0.22,0.80]
Mackinnon 2008 136 182 159 178 7.9% 0.35[0.20,063) —————
Mahoney 2014 24 44 35 42 42% 0.24[0.09,066
Newhy 2014 46 46 53 53 Not estimable
Robinson 2010 45 50 47 49 189% 038[007,208 ¥——————
Robinson 2010 arm 2 46 51 47 49 1.9% 0.39[0.07,212)
Titov 2013 arm 2 92 110 43 55 55% 1.43[0.63,3.22) I
Titov 2009 75 84 0 0 Not estimable
Titov 2009 arm 2 72 84 0 0 Not estimable
Titov 2013 84 108 43 55 58% 0.94[0.43,2.05] . E—
Titov, Andrews 2008 arm 2 30 kil 35 35 0.6% 0.29[0.01,7.29
Titov, Andrews 2008 N 32 35 35  06% 0.30[0.01,7.52]
Titov, Andrews, Choi 2009 40 43 0 0 Not estimable
Titov, Andrews, Choi 2008 arm 2 36 42 0 0 Not estimable
Titov, Andrews, Davies 2010 37 47 39 45 37% 057(019,17) 4¥———————F——
Titov, Andrews, Davies 2010 arm 2 41 49 39 45 35% 0.79[0.25, 2.48] e
Titov, Andrews, Johnston, Robinson 2010 36 42 36 44 3.4% 1.33[0.42,4.23] —
Twomey 2014 28 101 38 100 7.7% 0.63[0.351.13] ™
Watts 2013 15 30 10 22 37% 1.20[0.40, 3.62]
Williams 2013 20 38 22 k| 42% 045[017,1.24) & —
Total (95% Cl) 3626 1629 100.0% 0.56 [0.44,0.72] -
Total events 2738 1334
Heterogeneity: Tau®= 0.11; Chi*= 35.49, df= 23 (P = 0.05); F= 35% bz

Test for overall effect Z= 4.55 (P < 0.00001)

Story/Theme

A story/theme included fun and playfulness, playing out an
aternate redlity, an avatar, or an illustrated story. In al, 33
interventions used a story/theme feature . Adherence compared
to contral is shown in Figure 6. Mean adherence was 76.3%
(SD 17.0%)).

A one-way ANOVA did not reveal any statistical differences
between interventions using the preceding gamification features
(n=58, P=.19).

Comparison of Adherence Rates per Use of Total
Number of Gamification Features

The mean adherence rates for interventions incorporating one,
two, and three gamification feature were 71.5% (SD 21.6%),
70.5% (SD 17.9%), and 78.2% (SD 12.3%), respectively. A
one-way ANOVA did not reveal any statistically significant
differences (P=.74). Adherence compared to control are
displayed in threeforest plotsto visualize differencesin studies
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employing one, two, and three gamification features (M ultimedia
Appendix 5).

Gamification Use by Condition

Multimedia Appendix 6 shows the frequency each individual
gamification feature was employed in an intervention per
condition. The total number is more than 82 because some
interventions used two or more features. The mean adherence
rate per condition is presented in Multimedia Appendix 7.
One-way ANOVA did not reveal any statistical differences
(P=.18).

Examination of Additional | ntervention Characteristics

Delivery format, such as sequentia (n=65, mean 72.1%, SD
21.3%) and free navigation (n=17, mean 70.2%, SD 16.2%),
did not influence adherenceto intervention (P=.20). Automated
interventions had amean adherence of 67.9% (n=50, SD 21.8%)
compared to guided interventions (n=32, mean 77.5%, SD
16.2%). An independent t test did not revea this to be
statistically significant (P=.05).
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One-way ANOVA did not revea any statistical difference for
intended duration (6 weeks: mean 65.1%, SD 24.3%; 8 weeks:
mean 74.0%, SD 17.3%; 10 weeks: mean 76.4%, SD 17.1;
P=.15), number of modules (<6 modules: mean 70.5%, SD
24.3%, 7-9 modules; mean 73.5%, SD 17.3%; =10 modules:
mean 73.6%, SD 17.1%; P=.80), or total number of interactive
features (0-2 features:. mean 67.5%, SD 22.3%, 3-4 features:
mean 77.5%, SD 15.3%; 5-6 features: mean 77.8%, SD 19.0%;
P=.08).

Standard multiple regression indicated that the independent
variables only explained 10.3% (P=.22) of the variance in
adherence rate.

Discussion

This review sought to identify RCTSs that incorporated gaming
features into the design of Web-based health interventions to
treat CMDs or well-being. Physical health interventions that
included an outcome measure for CMD or well-being were
included when identified. This is the first review that has
examined the use and role of gamification features on adherence
in this context. Ten key gamification features were examined
[36].

A total of 61 RCTs comprising 82 intervention arms were
analyzed and 47 separate interventions were identified.
Interventions designed to treat depression, which wereintended
to be 8 or 6 weeks in duration, incorporating six modules, and
utilizing CBT were most common. This is shorter than the
typical 10-week duration identified previously [19]. The most
common format of delivery was aweekly sequential rel ease of
modules. Interventions allowing free navigation were less
common. Interventionswere morelikely to be automated rather
than guided. The majority of RCTs were found to have a high
risk of bias.

One aim was to explore whether gamification features have
been incorporated into the design of interventions developed to
manage CMD or improve well-being. This review identified
eight gaming features in use. The majority of studies used only
one feature (goa setting, progress, feedback, reward, or
story/theme). No studies specifically compared the impact of
different gamification features on program adherence in the
same RCT; however, one trial compared six versions of the
same intervention (MoodGY M). Two of these trial arms were
found to incorporate two gamification features, whereas the
remaining four arms only included one [56]. However, the
purpose of the trial was not to compare use of these features.
Overall, the most common feature utilized was story/theme .
Interventions using this did not commonly incorporate additional
features; only six were found which did [56-61]. Progress and
feedback were used together in six interventions[27,56,62-65] .
Points and challenge were not frequently implemented and
levels and game |leaders were not incorporated at all.

The main am of this review was to explore whether
incorporating gamification features into the design of these
interventions influenced adherence to treatment. In order to
examine this, adherence was examined first. Adherence to
intervention was lower overall than adherence to control when
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control was inactive (means 71.7% and 78.2%, respectively).
Previous reviews reported higher adherence to guided
interventions compared to automated interventions [45]. This
review supported this (77.5% and 67.9%, respectively) lending
further support for the role of guides in self-help treatments.
However, this difference was not statistically significant.

Looking at the role of gamification features, adherence rates
were compared across those using different features when only
one feature was incorporated. No statistical difference was
observed, which supported use of one single feature over
another, despite the mean adherence rates ranging from 53.5%
to 75.9% for progress and feedback, respectively. Nor wasthere
any significant difference found between studies using different
total numbers of gamification features (one, two, or three
features). However, the forest plots suggest that as additional
features are added, adherence moved closer to favoring the
intervention over control.

An additional aim of this review was to determine whether
adherence to interventions using gamification differed across
health conditions. Interventions designed to treat social phobia
had higher adherence than those designed to treat well-being
(P=.048). However, no other statistical difference was observed.
Findings reported here are in line with established published
findings. Kelders et al [26] reviewed the impact of persuasive
features and system design. They characterized typical studies
and identified that RCT design, more frequent usage, updates,
and dialog support predicted higher adherence. Interventions
covered lifestyle, physical health, and mental health programs.
Health care context did not predict adherence.

Asaresult, additional intervention featureswere also examined
in an effort to shed light on active ingredients influencing
adherence. Again no statistically significant differences were
observed and none of the variables were found to explain any
significant proportion of the variance in adherence rate (total
variance explained was only 9.4%). However, mean adherence
increased as intended duration increased from 6 or 8 weeks to
10 weeks' duration.

Criticisms of gamification have been levied and discussed in
the literature [66]. For example, a Gartner report [67] stated
“gamificationiscurrently driven by novelty and hype,” whereas
Bogost [68] considered it a quick fix adopted by businesses to
increase and promote engagement. Underpinning these criticisms
is the concern that implementation of individual features such
as points and leader boards actually miss the real essence and
power of games as motivational techniques, which have the
potential to positively encourage behavior change [69] or
positively encourage adherence to treatment programs that
reduce individual suffering through reductions in clinical
symptoms. Although many studies were found to have
incorporated one game feature into their treatment program, it
is possiblethat such negative opinions may have reduced wider
application in this health context due to concerns of
appropriateness. However, Cugleman [36] highlighted that
gamification, like other persuasive architectures, has merit if
implemented in the right way.

It is important to consider the way in which gamification
features identified in use were incorporated into intervention
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designs. There were only three examples in which the use of
game mechanics was clearly acknowledged and the intention
of use identified as a means to address and increase user
engagement and enhance enjoyment. Cobb and Porier [70] used
in-gamerewards, badges, and challengesto engage participants
in a daily challenge to improve well-being. In this example,
adherence was high and usage data well reported. More than
half the participants continued to engage with the program at
60 days and 92.4% were reported to have completed one
challenge. Authorsreported a positive dose-response rel ationship
for well-being in which higher program engagement predicted
better well-being at postassessment and follow-up. Similarly,
aguided physical activity intervention that assessed well-being
outcomes applied motivational principles and game elements,
including visualization of progress and automated goal setting
activities, specifically to enhance engagement and participation
[55]. Imamuraet a [51] incorporated comic strip storiesin an
effort to “foster learner’s interest in the program” (p 3).
However, the remaining interventions did not commonly
acknowledge or describe their use of gamification features. For
example, Titov et al [61] implemented story/theme, goal setting,
and challenge in The Shyness Program, without
acknowledgement that game mechanics were incorporated in
theintervention. Indeed incorporation of such features may not
have been considered (by those who devel oped the intervention)
to represent implementation of game mechanics. Further
examples include Sheeber et a [71] who incorporated three
features, without recognition of such, in a guided intervention
to manage maternal depression. In this example, intervention
design and development was focused on principles that
promoted self-regulated learning. Adherence and completion
rate was high (97% and 63%, respectively). Intervention
descriptions focused on the theoretical basis rather than the
technological aspects of development. The intentional use of
game design elements has recently been suggested asadefining
feature of the operationalization of gamification [40]; as such,
this highlights the potential importance of intended use in
operationalization of features. Doherty et a [32] outlined the
importance of encouraging engagement with, or adherence to,
treatment rather than technol ogy and that it isimportant to bear
thisin mind during discussion on use of gamification features
in this context in which the ultimate intention is to alleviate
suffering and improve well-being.

Strengths and Limitations

Thisreview was based on an extensive search of alarge number
of health and computer science databases. Hand searching was
not conducted, but the expertise of the multidisciplinary team
means that although publication bias cannot be excluded, this
comprehensive review did identify a large number of relevant
studies.

This review aimed to explore the potential role of gamification
to increase program adherence and engagement, adherence
being an issue that has plagued Web-based health interventions
for some time [47,72]. In order to examine the role of
gamification on adherence, adherence to study protocol was
used. This was considered an objective, comparable measure
calculated as a percentage of those (randomized) who completed
postassessment outcome measures. Although this is useful, it
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offers less insight than module completion rates would.
However, limited reporting of data, such aslog-on rates, module
completion, and mean accesstime, meant thiswas not possible.
Only 34 studies reported a percentage for program completion
and only 10 provided data for log-on rates, with one exception
[73]. These studies were all reported after 2009. A more
comprehensive and standardized usage report acrosstrialswould
assist and inform further analyses of adherence and program
engagement. Thisfinding isin linewith previous discussion on
adherence reporting [19,62,74]. Morrison and Doherty [74]
provided a useful analysis of log data that could be replicated
in future studies.

Interventions evaluated via RCT methodology was a specific
inclusion criteria of this review; as such, it is possible that a
body of literature pertaining to management of CMD or
well-being that incorporate gamification features may have been
excluded. However, RCTs follow robust methodological
procedures and are considered to provide the highest quality
evidence, so the approach adopted is of value [75].

Varied reporting complicated initial identification of studiesfor
inclusion. Not all studies provided a detailed description of the
intervention programs. However, seven provided clear, detailed
descriptions of intervention features, including screenshots and
illustrations [27,51,70,76-78].

Interventions using gamification features in conditions other
than depression were small in number, which limited opportunity
to explore the influence of gamification features on adherence
across health conditions.

Furthermore, the way in which specific gamified features were
incorporated warrants discussion. In this study, rewards were
commonly seen to be financial in nature, whereas progress was
often controlled progression through the system. Goal setting
and feedback were aligned with established strategies used in
therapeutic treatment of CMD and their roleis well defined in
terms of supporting and encouraging behavior change. In
reviewing intervention designs, it was not always possible to
identify the intention behind each feature and they are aso
commonly used features in Web-based programs. However,
they were not employed in al interventions and so remain of
interest in this context.

It is important to acknowledge that adherence also may be
influenced by additional factors that could not be assessed in
this review. This is highlighted in the small variance rate
(10.3%). Furthermore, attrition to mental health treatments is
also experienced in face-to-face delivery formats.

Implications for Practice

Future research should look to examine whether application of
specific gamification featuresinfluences adherence to protocol
and completion rate. No RCT was identified that specifically
considered the role of gamified features on promotion of
adherence to mental health programs. This could be achieved
through comparisons of the same intervention (in the same
clinica population) adjusted to include either different
gamification features, different combinations of gamification
features, increasing numbers of gamification features, or use of
one specific gamification feature compared to none. Studies
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looking to explicitly make these comparisons may shed further
light on the role of individual features extracted from game
design on adherence to Web-based health interventions. These
effects should also be explored across different health and
well-being contextsto identify whether inclusion of gamification
features are more or less effective at increasing engagement and
adherence across different patient populations and subgroups,
such as different levels of clinical symptomology.

It would also be beneficial to explore the use of gamification
in interventions based on aternative therapies to that of CBT
(which comprised the majority of those reviewed here); for
example, whether they have a role to play in encouraging
engagement to interventions based on acceptance and
commitment therapy. In addition to this, future research might
benefit from exploration of gamification in interventions,
allowing free navigation as opposed to a linear, weekly format
as identified here. This may shed further light on the potential
role of game mechanics on program engagement and adherence
to treatment.

Assessment of participant’s motivation to complete the full
intervention on entering the program might also offer an
alternative way to explore the role of gamification. Use of
extrinsic motivation features may influence some people more
than others. Exploration of peopl€e's reasons for participating
at the onset of a RCT might shed light on the role of
gamification features. Gamification promotes motivation
through external means, which means those who areinternally
motivated may not be influenced to the same extent.
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Research findings have indicated that higher adherence is
associated with increased treatment effectiveness (dose-response
relationship). Some have discussed a beneficial level of
engagement that facilitates a positive health outcome [32] and
this is certainly an area for future interest. This was not
examined inthisreview, but could befurther explored in relation
to the inclusion of gamification features.

Conclusion

Gaming features have explicitly been implemented into the
design of interventionsto treat CM Ds and well-being. However,
this was not common. This review did not find any evidence
that use of specific gamification features was associated with
higher adherence to the intervention program as measured by
adherence to protocol. Furthermore, no evidence was found to
suggest that interventionsincorporating additional gamification
features had any statistically significant influence on adherence.
However, no studies explicitly examined therole of gamification
on program adherence or engagement.

What the review did show was that guided interventions and
interventions intended to last 10 weeks, as opposed to 6 or 8
weeks duration, and those incorporating three gamification
features had a higher mean adherence rate. This may provide
initial insight into the design of future interventionswishing to
utilize gamification featuresin an attempt to address adherence
and contribute to the ongoing discussions surrounding the use
of game design elements in nongame contexts.
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Forest plots showing mean adherence in studies using one, two and three gamification features.
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Abstract

Background: Interventions based on meditation and mindfulness techniques have been shown to reduce stress and increase
psychological well-being in awide variety of populations. Self-administrated Internet-based mindfulness training programs have
the potential to be a convenient, cost-effective, easily disseminated, and accessible alternative to group-based programs.

Objective: This randomized controlled pilot trial with 90 university students in Stockholm, Sweden, explored the feasibility,
usability, acceptability, and outcomes of an 8-week Internet-based mindfulness training program.

Methods. Participantswere randomly assigned to either an intervention (n=46) or an active control condition (n=44). Intervention
participantswereinvited to an I nternet-based 8-week mindfulness program, and control participantswereinvited to an Internet-based
4-week expressive writing program. The programs were automated apart from weekly reminders via email. Main outcomes in
pre- and postassessments were psychological well-being and depression symptoms. To assess the participant’s experiences, those
completing the full programs were asked to fill out an assessment questionnaire and 8 of the participants were interviewed using
a semistructured interview guide. Descriptive and inferential statistics, as well as content analysis, were performed.

Results: Inthe mindfulness program, 28 out of 46 students (60%) completed the first week and 18 out of 46 (39%) completed
the full program. In the expressive writing program, 35 out of 44 students (80%) completed the first week and 31 out of 44 (70%)
completed the full program. There was no statistically significantly stronger intervention effect for the mindfulness intervention
compared to the active control intervention. Those compl eting the mindful ness group reported high satisfaction with the program.
Most of those interviewed were satisfied with the layout and technique and with the support provided by the study coordinators.
More frequent contact with study coordinators was suggested as a way to improve program adherence and completion. Most
participants considered the program to be meaningful and helpful but also challenging. Theflexibility in performing the exercises
at a suitable time and place was appreciated. A major difficulty was, however, finding enough time to practice.

Conclusions: The program was usable, acceptable, and showed potential for increasing psychological well-being for those
completing it. However, additional modification of the program might be needed to increase retention and compliance.

ClinicalTrial: ClinicalTrials.gov NCT02062762; https://clinicaltrials.gov/ct2/show/NCT0206276 (Archived by WebCite at
http://www.webcitation.org/6j915SGJ4)

(JMIR Ment Health 2016;3(3):€33) doi:10.2196/mental 5457
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Introduction

Structured group-based meditation interventions, such as the
Mindfulness-Based Stress Reduction (MBSR) program [1],
have increasingly been used to aleviate stress in individuals
over the last several decades. The concept of mindfulness has
been defined as “the awareness that emerges through paying
attention on purpose, in the present moment, and
nonjudgmentally to the unfolding of experience moment by
moment” [2]. In mindfulness-based programs, a number of
specific meditation and yoga exercises are used to develop and
increase the ability to be mindful in the present moment. The
MBSR program was originally developed for individuals with
somatic disorders [3], but over the years the effects of
mindfulness-based programs have been evaluated in a large
number of studiesfor various population groups and for different
symptomsand conditions. A meta-analysis examining the effects
of mindfulnesstraining in nonclinical settings on awide variety
of outcomes showed small to medium effect sizes for anxiety,
stress reduction, and psychological well-being [4].

The Internet provides an opportunity to deliver evidence-based
psychosocial programs to a broader range of individuals and a
possibility to disseminate interventions targeting stress and
stress-related problems to large groups [5-8]. An increasing
proportion of the global population has access to the
Internet—more than 70% of people in Europe, nearly 90% in
North America, and 95% in Sweden are Internet users [9].
Internet-based programs can be cost efficient [10], and the
stigma that might be associated with some face-to-face
consultations regarding mental disorders can be avoided [6]. A
growing number of treatment programs are Internet-based,
targeting many stress-related and mental conditions and
behaviors such as smoking, insomnia, and depression [11-13].
Anincreasing number of studies of patientswith various mental
disorders have shown the positive effects of Internet-based
programs [14-18]. Several of these programs have been based
on or included mindfulness techniques. The effects of specific
mindful ness-based programs delivered through the Internet have
been promising regarding the improvement of mental states
such as stress, anxiety, and depression [19-23], and results apply
to persons with psychological symptoms of stress or distress
[19], as well as to persons without previously known mental
health problems [21,24], including students [23].

Several studies have explored the experiences of Internet-based
interventions among users, athough few of them have
investigated participant perceptions  of specific
mindfulness-based programs. In one randomized controlled trial
(RCT) assessing thefeasibility of an Internet-based mindfulness
program for stress management in the Unites States, participants
were asked to complete a questionnaire about overall feedback
on the intervention and reasons for early study or program
termination [22]. About 25% of those who completed the
baseline questionnaire responded to the feedback questionnaire.
Of those who gave feedback, 45% found the overall program
to be very or extremely helpful, 35% somewhat helpful, and
19% little or not at all helpful. The most common reason for
leaving the program was that the participant was too busy. The
second most common reason for termination was technical or
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access problems. In an American interview study assessing
participant experiences of a mindfulness-based intervention
delivered through the Internet for reducing residual depression
symptoms and preventing relapse, participants reported on a
perceived lack of support during the program but appreciated
the flexibility of completing weekly sessions according to their
own schedule [25].

This randomized controlled pilot trial examined the feasibility,
usability, acceptability, and outcomes of a newly developed
8-week Internet-based mindfulness training program among
Swedish students. Feasibility was examined by determining the
degree to which participants were engaged in and completed
the program. Usability and acceptability were assessed using
postintervention questionnaires and semistructured interviews
of experiences at completion of the program. Outcomes were
examined by comparing pre- and postassessments of
psychological well-being and depression symptoms both within
the intervention group and between those participating in the
mindfulnesstraining program and those randomized to an active
control condition. This broad approach of evaluation aims to
expand the knowledge about the potential of Internet-based
self-administrated mindfulness-based programs to improve
mental health status.

Methods

Participants and Procedures

Study participants were recruited between December 2013 and
March 2014 by advertising at different university campusesin
Stockholm, Sweden. The study was open to students aged 18
yearsand older with accessto acomputer and an email address.
Students interested in participation phoned or sent an email to
the study coordinators to receive additional information about
the study design. Participants were randomized to either the
intervention group (Internet-based mindfulness training
program) or an active control group (Internet-based expressive
writing program) on arolling basis using a random sequence
of numbers. One of the authors generated the sequence of
numbers using SPSS statistical analysis software (IBM Corp)
and another author enrolled and assigned participants in the
order they were recruited. All participantsin both groups were
asked to fill out a questionnaire before and after the program
and complete weekly assessments. Participants who did not
respond to the weekly assessments were reminded by email.
The completion of aweek’s training was not time-limited, but
the next set of program material was only made available after
the participant completed the previoustraining and assessment.
Those who did not respond to the reminder or did not fill out
the weekly assessments marking continued participation were
not asked to give areason for discontinuation or noncompliance.
All participants completing the Internet-based programs were
compensated in an amount of SEK 500 (about $54).

The Internet-Based Mindfulness-Based | ntervention

The mindful nesstraining program devel oped for this study was
a modified version of the group-based mindfulness program
developed by Jon Kabat-Zinn [3,26]. The adaptation of the
program to an Internet environment was based on experiences
gained from other Internet-based programs[27-32]. Participants
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were given accessto the course platform by logging in and using
an individual password. The program consisted of 8 weekly
modulesincluding information about the theoretical foundations
of mindfulness regarding relaxation, meditation, and the
body-mind connection. Each weekly modul e consisted of afew
pages of text (ie, the lecture) and a set of exercises. All formal
exercises described in the standards of practice of MBSR from

Table 1. Program content.

Kvillemo et a

the University of Massachusetts Medical School Center for
Mindfulness in Medicine [26] (body scan meditation, hatha
yoga, sitting meditation, and walking meditation) aswell asthe
informal exercises awareness of pleasant and unpl easant events,
awareness of breathing, and deliberate awareness of routine
activities and events were included in the program (see Table
1).

Topic of lecture Formal exercises

Informal exercises

Continued practice of introduced exercises

Continued practice of introduced exercises

Continued practice of introduced exercises

Introduction of:

— Deliberate awareness of routine activities
and events such as waking up, eating, taking
ashower, driving, awareness of interpersonal
communications

Continued practice of introduced exercises

Introduction of:
— 3-minutes meditation:
OStep 1: Becoming aware
OsStep 2: Gathering and focusing attention
Ostep 3: Expanding attention
Continued practice of introduced exercises
Continued practice of introduced exercises

Continued practice of introduced exercises

Continued practice of introduced exercises

Continued practice of introduced exercises

Encouragement to train without audio filesand
experiment with different combinations of ex-

Introduction of:

— STOP: A Short Mindfulness Practice en-
abling distancing from instant feelings

Continued practice of introduced exercises
Introduction of:

— Short exercise to facilitate falling asleep
Continued practice of introduced exercises

Week 1 Mindfulness: benefitsto quality of  Introduction of:
life and health —Mindful breathing

—Body scan meditation

Week 2 Cultivation of mindful attitudes

Week 3 The desire to keep or avoid Introduction of:
—Lying yoga

Week 4 Mindfulness and stress

Week 5 Relations and social context Introduction of:
— Standing yoga
— Sitting meditation
—Walking meditation

Week 6 Automatic thoughts

Week 7 Sleep and Mindfulness
ercises

Week 8 No lecture

Encouragement to again use audio filesand

Continued practice of introduced exercises

choose preferred exercises

The main departures in the content of our self-administrated
program from MBSR as described in the standards of practice
from the University of Massachusetts Medical School [26] were
(1) no face-to-face sessions, (2) no group dialogue or contact
between participants, (3) no all-day silent retreat during the
sixth week, and (4) no introduction of self-evaluation
instruments at the end of the course. Participants could navigate
within each module in the texts by clicking on navigational
icons. Audio files, 15 or 30 minutes in length, were provided
to facilitate daily practice of formal exercises. The participants
were encouraged to practice 30 to 45 minutes a day,
continuously or throughout the day, 6 to 7 days per week. The
program also included short-duration meditation and exercises
aimed to promote the integration of mindful awareness into
everyday activities. New exercises were introduced gradually
during the first 5 weeks, including mindful breathing and
body-scan meditation in the first and second weeks, lying yoga

http://mental .jmir.org/2016/3/e33/

in the third and fourth weeks, and standing yoga, sitting
meditation, and walking meditation in the fifth week. In weeks
6 to 8, participants could choose which exercises to perform.
None of the exercises required a high degree of physical strength
or agility. Participants were presented with alternative ways of
doing the exercises if needed, like choosing other positions, to
ensuretheir safety. The study coordinator supported participants
by sending weekly messagesinforming them that anew week’s
text and exercises were available. The study coordinator could
monitor each participant’s log-in history and send extra
reminders to participants who did not visit the platform for 14
days or longer. The participants could contact the study
coordinators through the program platform or by sending an
email or making a phone call.
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The Internet-Based Expressive Writing I ntervention

Participants in the Internet-based expressive writing program
were asked to write about stressor-rel ated emotions and thoughts
for 20 minutes on 4 occasions spread out over approximately
4 weeks. This procedure is drawn from work by Pennebaker
and colleagues and has been tested across dozens of RCTs[33].
In this study, the standardized procedure by Pennebaker was
complemented with an additional writing instruction. In addition
to writing about stressor-related emotions, participants were
asked to write for 10 minutes using a positive prompt following
the first writing assignment. Examples of positive prompts are:
“What has become better since. . .,” “What personal strengths
helped you deal with . . .,” and “What makes you feel hopeful
about the future?’ The exercises were made available on an
I nternet-based platform participants could access by logging in
using an individual password. Participants could make contact
with the study coordinators through the program platform or
by sending an email or making a phone call.

Internet-Based M easurements at Baseline and
Postintervention

Participant Characteristics

Participants were asked to complete a baseline questionnaire
which included questions on age, gender, level of education,
and living situation. This was done in connection to the
obtaining of baseline measures of the outcome variables.

Outcome Variables

Psychologica Well-Being is a questionnaire measuring 6
dimensions. environmental mastery, self-acceptance, positive
relations with others, purpose in life, personal growth, and
autonomy. It has been extensively used and has shown
acceptable factor structure and validity [34]. In this study, an
overal total measure of psychological well-being was used.
The apha coefficient of the scale was .82 in our sample.

The Center for Epidemiologic Studies Depression Scale is a
20-item scale measuring depression symptomsin nonpsychiatric
populations [35]. The apha coefficient of the scalewas .90 in
our sample.

Weekly Follow-Up Assessments

After each week, the participantsin the mindfulnessintervention
group were asked to answer questions about how much time
they had spent on exercises during the previous week.
Participants in both groups were also asked to respond to a
number of questions assessing potentia mediators of
intervention effect: mindfulness skills after weeks 2, 4, 6, and
8 and positive/negative affect after weeks 1, 3, 5, and 7. For the
analyses in this paper, the time and frequency of practice is
reported, but no analyses of the mediation was performed.

Evaluations of the Program

At the postassessment follow-up, respondents were asked to
answer 7 questions on a scale of 1 to 9, where 1 indicates “not
a al” and 9 indicates “very,” to evauate their overal
experiences of the programs. The questions were based on
research into factors considered to beimportant for participation
in Internet-based programs (ie, how well the intervention is
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received and perceived by users) [22,29,31] and included: How
meaningful do you think the program was? How successful do
you think the program was in improving your way of being?
How likely is it that you would recommend the program to
someone in the same situation as you? How emotionally
demanding do you think the program was? On the whole, how
challenging do you think the program was? If you had known
as much about the program before starting as you know today,
how likely would it have been that you would still have
participated? Do you feel that your ability to reach mindful
awareness has changed during the program? Itemsrated 1 to 3
pointswere considered to have alow valueto participants; items
rated 4 to 5, middle value; and itemsrated 7 to 9, high value.

Statistical Analysis

Basdline characteristics of the sample, stratified by experimental
group, were examined to ensure that key variables were evenly
distributed by randomization using Student t tests. The most
specific test of the hypothesis as a whole was the difference
between groups on the contrast between baseline and follow-up.
This was tested using multivariate repeated-measures analyses
of variance (MANOVA) with baseline and follow-up scores as
dependent variables. Time and group (mindfulnessvsexpressive
writing) were entered as factors in the analyses. In addition to
the MANOVA, inferential analyseswere conducted to examine
pre- and postintervention change for each dependent variable,
stratified by randomi zation condition, using independent sample
t tests. Cohen's d effect size for within and between group
differences was calculated based on the difference between
group means on baseline and follow-up change scores. The
denominator was based on the pooled standard deviation (SD)
at baseline and follow-up adjusted for different sample sizes
[36]. All tests of intervention effects were done with
intention-to-treat analyses with missing data at follow-up
imputed according to |ast-observation-carried-forward strategy,
meaning that some basdline val ueswere used as postintervention
values. All tests of significance weretwo-tailed. Analyseswere
performed in SPSS.

Semistructured Telephonel nter views Postinter vention

To get information about participant perceptions of the
mindfulness training program, telephone interviews were
conducted with a small number of participants shortly after
program completion. The focus of the interviews was the
participant experience of the techniques, information,
instructions, and exercises, as well as the perceived support
received from the study coordinators. The first students who
completed the mindfulness program were asked to participate
in an interview. One of the study coordinators (PK) conducted
all interviews using a semistructured guide with open-ended
guestions along with probing statements. The interview guide
reflected issues that have previously been shown to influence
participant perceptions of Internet-based programs (eg, if the
program was easy to use [32], how it was perceived in terms of
reliableinformation and professional appearance, and challenges
in carrying out the exercises [22,27-30]). The interviews were
15 minutes long on average and recorded with the permission
of theinterviewees. After 6to 7 interviews, no new information
seemed to appear, and the interview process was discontinued
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when 8 participants had been interviewed. The interview
guestions were as follows: Do you want to say something in
general about the program and your experiences of it? How did
you experience the Internet technique by which the program
was delivered? How did you experience the information in the
program?How did you experience theinteraction with the study
coordinators? How did you experience the training? What is
your view on the itemsin the questionnaires? Do you have any
suggestions on how the program could beimproved? The audio
records were transcribed verbatim after the interview process
was compl eted.

Content Analysis of Semistructured Interviews

Qualitative content analysis was used to analyze the interview
data [37]. The analysis was to a large extent deductive, since

Table 2. Example of anadysis.

Kvillemo et a

the interview questions initially directed the analysis.
Unexpected content was also taken into account in order to
refine and extend the understanding of the material. The
approach most closely resembling ours has been described as
directed content analysis[38]. A team-based approach was used
for developing codes and coding the narratives [39]. All
interviewswereinitially coded by researcher PK, who devel oped
a coding scheme by identifying meaningful units that could be
grouped into categories, as exemplified in Table 2. To assess
the reliability of the coding [40], an independent recoding was
undertaken by researcher Y B using the original coding scheme.
A high degree of agreement between coders was obtained with
disagreements resolved through discussion.

Meaning unit

Condensed meaning unit

Code Subcategory Category

| think that the layout was very good. Theway Theuser perceived theplatformaseasy The platform was

you clicked and cameforward. Youclick onone  to navigate.
sideand then you moveoninalogica sequence.

And then all the exercises, and after that the

questions before starting the next week.

Program-related fa-  Usability
perceived aseasy to  cilitators
navigate.

Ethical Considerations

All procedures were performed in accordance with the ethical
standards of the ingtitutiona and/or nationa research
committees, the 1964 Helsinki Declaration and its later
amendments, or comparabl e ethical standards. Informed consent
was obtained from all the individual participants included in
the study. The study was approved by the Ethics Committee of
the Karolinska Institutet (No. 2010/1407-31).

Results

Enrollment, Follow-Up, and Demogr aphics

A tota of 104 students contacted the study coordinators
reguesting more information about the study or expressing an
interest in participating with 90 students deciding to participate.
Some students left the trial before completing the baseline
guestionnaire and initiating the program (6 were randomized
to the mindfulness training program and 8 to the control
condition). A flowchart showing enrollment and number of
participants compl eting each week of the programsi's presented
in Figure 1.

Of those randomized to the mindfulness training program
(n=46), 40 individuals (30 women and 10 men) began the
program and 39% (18/40, 16 women and 2 men) completed it.

http://mental .jmir.org/2016/3/e33/

A total of 22 participants (14 women and 8 men) did not
complete the postintervention questionnaire. The median age
of the completerswas 25 years (range 18-45), and the mean age
was 29 years. Corresponding figuresfor the 22 participantswho
did not complete all 8 weeks of the mindfulness program was
22 years (range 19-37) and 24 years, respectively. On average,
participants practiced 3.6 days per week. Even though the reason
for participants to leave the program was not systematically
assessed, half of those who terminated the program before
completion stated an explanation for leaving by email to the
study coordinator. Of these, 9 mentioned lack of time, one had
technical problems with the computer at home, and one
participant referred to changed circumstances. Of the 18 who
completed the mindfulness program, 8 (7 women and 1 man)
were interviewed.

Of the 44 students randomized to the expressive writing
intervention, 36 (26 women and 10 men) began the program
and 31 (70%, 23 women and 8 men) completed it. A total of 5
who started the program (3 women and 2 men,) did not compl ete
the postintervention questionnaire.

Those who completed the programs were significantly older
than those who did not (t=2.22, P=.03). There was, however,
no significant difference in gender, level of education, or
income.

JMIR Ment Health 2016 | vol. 3 | iss. 3 [e33 | p.210
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

Kvillemo et a

Figure 1. Flowchart showing enrollment and number of participants at each phase of the study.
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completing each week: participants
__} Week 1138 (60%) completing cach week:
Feck 128 (6% 3
Woeek 2:23 (5(P4) Week 1: 35 (B0%)
Week 321 (46%) Week 2: 32 (73%)
Week 4:20(43%) Week 3: 31 (0%
Week 5:19(41%) Week 4: 31 (0%
Woeek 6: 19 (41%)
Week 7:19(41%)
Week 8: 18(39%)
Y L 4

Individuwals completing the
mindfulness training program
n=18 {29%)

¥

Individuals imterviewsd
n=§

Effects of the Mindfulness Training Program

There were no statistically significant differences between the
intervention and control groups concerning baseline scores on
psychological well-being (t=—1.07, P=.29) and depression
symptoms (t=0.69, P=.49).

The MANOVA anayses with baseline and follow-up on

psychological well-being and depression symptoms showed no
significant time x group (intervention vs active comparison)

interaction (F, ,3=0.18, P=.83, partial n=0.005), indicating that
there was no significantly stronger intervention effect for the
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Individnals completing the
control condition program
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mindfulness intervention compared to the expressive writing
intervention. No significant intervention effect was found in
the overall test, but separate within-group comparisons are
presented in Table 3. In these within-group comparisons,
participantsin the | nternet-based mindful ness training program
had a datistically significant increase in psychologica
well-being over time with a small effect size (d=0.2). No
statistically significant change over time appeared for depression
symptoms. Participants in the control condition did not report
any statistically significant pre- and postassessment changeson
the two outcomes.
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Table 3. Results of within-group t test of change on outcome variables.
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Intervention condition (n=40) P value Active control condition (n=36) P value
Internet-based mindfulness pro- I nternet-based expressivewriting
gram program
mean (SD) mean (SD)
Psychological well-being
Baseline 60.0 (8.7) 62.7 (13.0)
Postintervention follow-up 62.0 (10.1) .04 64.1 (11.8) A1
Depression symptoms
Baseline 20.3(10.4) 18.7(9.9)
Postintervention follow-up 18.2 (9.6) .08 17.5(9.8) .30

Participant View of the Program in the
Postintervention Evaluation

Theresultsfrom the postintervention questionnaire are presented
in Table 4. Overall, the participants in the intervention group
were satisfied with the program, and all of them thought it was

Table 4. Participant responses to the postintervention questionnaire.

meaningful to some degree. All but one participant found the
program to some extent successful in improving their way of
being but most of them aso found it challenging. Participants
in the control group seemed to find their program less
challenging as compared to the participants in the intervention

group.

Not at all Some Alot P vaue
n (%) n (%) n (%)
How meaningful do you think the program was? A1
Mindful 0(0) 7(39) 11 (61)
Control 4(13) 16 (52) 11 (36)
How successful do you think the program wasin improving your way of being? 21
Mindful 1(6) 13(72) 4(22)
Control 8(26) 18 (58) 5 (16)
How likely isit that you would recommend the program for someonein the same situation asyou? .35
Mindful 1(6) 8(44) 9 (50)
Control 6 (19) 14 (45) 11 (36)
How emotionally demanding do you think the program was? .93
Mindful 8(44) 7(39) 3(17)
Control 14 (45) 13 (42) 4(13)
On thewhole, how challenging do you think the program was? <.001
Mindful 1(6) 5(28) 12 (67)
Control 16 (52) 15 (48) 0(0)

If you had known as much about the program before starting asyou know today, how likely would it havebeen .28

that you would have still participated?
Mindful 0(0)
4(13)

9 (50)

Control 13 (42)

9(50)
14 (45)

Do you feel that your ability to reach mindful awareness has changed during the program?

Mindful 0(0) 6(33)

Control — —

12 (67)
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Results From Content Analyses of the Telephone
Interviews

Two main categories and seven subcategories were identified
intheinterview material. In the category usability —defined in
terms of the extent to which applications were easy to learn,
error-tolerant, efficient, effective, and engaging [32]—the
subcategorieswere program-rel ated facilitators, program-related
deficiencies, and proposals for improvement. We define
acceptability interms of how well the intervention wasreceived
by users, met their needs, and how challenging it was perceived
[31]; its subcategories were personal facilitators, personal
barriers, positive experiences, and negative experiences. The
reason for including proposals for improvement in the first
category wasthat the proposal s concerned factors closely related
to the way the program was designed and organized and thus
relating to how easy it was to use. In what follows, the results
of the content analyses are presented under headingsthat accord
to the names of the subcategories.

Program-Related Facilitators

The salient topicsin this subcategory are positive or satisfactory
experiences of technique, web layout, information,
guestionnaires, and support from study coordinators. Most of
the participants were satisfied with the techni que and web layout
and reported no problems navigating and downloading files.

| think that the layout was very good, the way you
clicked and came forward. You click on one side and
then you move on in alogical sequence. And then all
the exercises. And after that, the questions before
starting the next week. [Woman, 26 years]

I had no problems with the technology and stuff, with
audio files and so on. [Woman, 32 years]

Most of the participants perceived the content of theinformation
texts and audio files asinformative and enjoyable. The amount
of information was also regarded as suitable. The differing
lengths of the guiding audio files were appreciated.

| thought it was a very good way to get some
background information every week. | thought the
texts were just the right length. The material was
interesting to read. [Woman, 23 years]

Opinions regarding the weekly questionnaires varied among
those interviewed. Some participants made both positive and
negative statements about them. Positive statements concerned,
for example, clarity and suitable scales. The communication
with study coordinators and the weekly reminders were
perceived as positive and supportive by several of the
participants.

Yes, it has been great. The weeks go so damn fast, so
without the emails, | probably would have forgotten
about it altogether. [Woman, 25 years]

Participantsfelt that they got answers quickly when they emailed
guestionsto the study coordinators. Theweekly reminders made
it easier for them to remember to practice.

http://mental .jmir.org/2016/3/e33/
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Program-Related Deficiencies

The sdlient topics in this subcategory are negative or
unsatisfactory experiences of web layout, information, and
guestionnaires. Although most of the participants expressed
sati sfaction with the information content of the program, some
highlighted deficiencies in the texts, focusing on spelling,
grammar, and lengthy sentences.

Yes, there was a typo here and there and, yes, maybe
there was a sentence structure or two, which |
couldn’'t understand. But there were some typos, |
reacted tothem[. . .] there were unfinished sentences
that were difficult to understand. [Woman, 26 years]

The organization of audio files in the weekly modules was
perceived as confusing by one of the respondents. In addition,
some participants had complaints about the questionnaires. Most
of these were about repetitive questions and difficulties in
finding a suitable answer.

Proposalsfor | mprovement

This category comprises explicit proposals for improvements
of the program mentioned by theinterviewees. Some participants
suggested improvements regarding the interaction with study
coordinators and technical and layout issues. One of the
respondents said that more emails reminding participants to
exercise might facilitate completion of the program. Another
suggestion wasto arrange a meeting with the study coordinators
and other participants at the beginning of the program in order
to facilitate participation in and completion of the program. It
was al so suggested that aphone call from the study coordinators
at the beginning of the program would increase the completion
rate. Other suggestionswere related to technical improvements,
such as providing accessto aspecial smartphone app wherethe
participants could log their training. A reorganization of the
audio files was proposed as was the provision of some kind of
bank with questionsfrom other participants, with related answers
from the study coordinators.

Per sonal Facilitators

Thetopicsincluded in this subcategory are about circumstances
connected to the participants' personal situationsthat contributed
to facilitating implementation of the program. Some of them
were related to attitudes or motivation, like curiosity and
personal interest, and others to more practical or technical
conditions, like having the opportunity to download files onto
aphone and listen to them on the way to work.

WEll, | have a positive attitude towards it because |
have practiced mindfulness before, privately on my
own, in different ways[. . .] | am very curious and
interested. [Woman, 32 years]

Personal Barriers

The topics in this subcategory are about circumstances
connected to the participants' personal situations that impeded
implementation of the program. The absolutely dominant topic
was that participants had difficulties in getting the training to
fit into their daily lives and in finding the time to practice.
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During that time, | was preparing for an examand it
was a bit hard and challenging to find the time to
perform these exercises, and it was a little more
stressful than | thought. | needed time, and moretime,
and everything. [Woman, 28 years]

At the beginning | was more careful to ensure that it
was 45 minutes every day, but then sometimes it
became only 30 minutes. Then there were some days
when my schedule didn’'t work out, and | didn’'t have
time for anything at all. [Woman, 25 years]

A couple of other issues were also mentioned as impeding the
training. One of the participants had technical problems with
the computer at home, and another lived together with a partner
in a small flat and therefore had difficulties finding an
undisturbed environment to practice.

Positive Experiences

Statements refl ecting satisfaction that are not closely related to
the technical and pedagogic functioning of the program were
categorized as positive experiences. A prominent topic in this
subcategory isappreciation of the opportunity to choose between
exercises and time to practice.

The advantage is that it has been great to be able to

doit just when you feel like it, that you don't need to

fit in with a time. [Woman, 23 years]
A number of participants also mentioned positive experiences
fromthetraining itself, like getting help to relax and calm down.
The facts that participation was anonymous and that the
exercises were performed at home were also mentioned as
positive, as well as the experience of being in a permissive
condition.

Negative Experiences

Statements reflecting dissatisfaction not closely related to the
technical and pedagogic functioning of the program were
categorized as negative experiences. The negative experiences
reported were to a large extent the stress the participants felt
when they tried to find time to practice with the intended
duration and frequency.

What | do think isthat | have felt a little stress that
there have been so many times when we've had, so to
speak, . . . when it has been expected that you should
do these exercises. It's been something that | thought,
what can | say, wasa hit stressful. [Woman, 26 years]

Some participants found it stressful to plan for the training on
their own. Somewhat related to the issue of planning was a
statement regarding difficulties in choosing between different
exercisesin the program. Lack of contact with other participants
was also brought up as a dissatisfying, in contrast to the
expressed view that anonymity was a good thing.

Discussion

Principal Findings

This study gave support for the usability and acceptability of
our self-administered Internet-based mindfulness training
program among those who completed it. Although less than
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two-fifth of the participants completed the full program and
participants practiced less than recommended, a significant
increasein psychological well-being was observed. Therewere,
however, no statistically significant differences between the
intervention and control group. Most of those completing the
program expressed that the program was meaningful and hel pful
in improving their way of being. The flexibility to perform
exercises where and when it was convenient for them was
appreciated and overall the program layout was perceived as
satisfactory. More frequent contact with the study coordinators
and reminders were suggested as ways to help participants to
complete the daily exercises and to increase the likelihood of
successful completion of the program. A major difficulty for
several of the participants was to find enough time to practice.
In addition, the majority of the participants perceived the
program as challenging.

Comparison With Prior Work

Thefact that no statistically significant differencesin outcomes
between the mindfulness and expressive writing group was
detected could be due to the active condition in the control group
and the large drop-out rate in the mindfulness group. A large
drop-out rate is often associated with an underestimation of the
intervention effect in intention-to-treat analysis using
|ast-observation-carried-forward approach [41-43]. Therate of
participants completing the full program in this study
corresponds to previous experiences from studies of
Internet-based programs [22,23,29,44]. In an RCT assessing
the effects of a brief 14-day Internet-based mindfulness-based
intervention among British students, 43% completed a
postintervention measure [23]. In another study of an
I nternet-based mindfulness program for stress management, the
8-week completion rate was 41% [22]. Interestingly, in this
study the proportion of men who did not complete the full
program was much larger than the proportion of women.
Previous studies have indicated that women are more interested
in participating in mindfulness training programs than men
[23,45]. In a study among British students, only 12 out of 104
participants who signed up for an Internet-based
mindfulness-based intervention were men [23]. However, no
gender differences between the British studentswho compl eted
the mindfulness-based program and those who dropped out
were found. In our study, the students were not aware of which
program they would be randomly assigned to when they signed
up. Students might therefore have redized that they were
expected to practice mindfulness after having consented to
participate, increasing therisk for early termination among those
who had aless positive attitude to mindfulness. The reasonsfor
early termination of the program were not systematically
explored in this study, but several of the participants stated
spontaneously that lack of time was the main reason, which is
in line with earlier research [22,29]. The fact that 70% of the
participants in the less time-consuming and shorter expressive
writing program completed their program supports that
hypothesis. About a quarter of the students left the program
early (beforeinitiating week 2). Reasons for this could be that
they did not like the program or realized that they did not have
enough time to spend on the program. In a similar study of a
brief 14-day program instructing British studentsto listen daily
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to a 10-minute guided mindfulness meditation exercise, more
than half of the students dropped out before completing a
postassessment questionnaire, indicating that there are other
reasonsthan lack of timethat influence termination shortly after
initiation [23]. In the interviews after the program in our study,
lack of contact with other participants was brought up as a
negative feature of the program, similar to what has been
reported in earlier research [30]. In a US study of an
Internet-based mindfulness program, however, the completion
rate among participantswho received an I nternet-based program
without a message board was only dightly lower (41%)
compared to participants who had access to an Internet-based
message board where they could make contact with other
participants (44%) [22], suggesting that contact with other
participants does not contribute very much to an increased
completion rate. Interviewees also mentioned the importance
of contact with the study coordinatorsfor successful completion
of the program. Results from another study using
computer-based mindful ness meditation training indicated that
virtual coach-based training of mindfulnessisboth feasible and
potentially more effective than a self-administered program
[46]. One suggestion from the compl etersin this study regarding
facilitation of completion of the mindfulness program was to
arrange a meeting between participants and study coordinators
at the beginning of the program or at least having a phone call.
In an expert review on Internet-based psychological treatments
for depression [47] examining different levels of contact
between therapistsand client in relation to outcomes, the authors
stated that contact before and/or after the treatment may
potentially enhance both guided and unguided Internet-based
psychological treatments. Whether this is the case for
self-administrated mindfulness-based and Internet-based
programs among studentsis still unknown.

The flexibility regarding location and time for training was
perceived as positive by participants, in linewith earlier research
[5,7,8,25]. Anonymity was al so mentioned as beneficial, which
has been previoudly observed as advantageous for participants
in Internet-based interventions[6]. Furthermore, the participants
reported that it was easy to navigate the program content using
the Internet-based platform and that they had few or no problems
with technical issues, important conditions when distributing
an Internet-based program [27].

Choosing between different exercises and having to plan one's
own training were considered demanding by some of those
interviewed. Perhaps some participants might have felt the need
for clearer guidance and support in thelatter part of the program.
Earlier research has shown that participants need support, for
example in managing time challenges, when taking part in
Internet-based programs [25,30].

The participants did not spend the intended amount of time
practicing mindfulness in this training program. It is possible
that greater improvements in well-being and depression
symptoms could have been reached with a higher level of
compliance. However, a previous 14-day Internet-based
mindfulness-based program encouraging students to practice
mindfulness meditation 10 minutes each day resulted in a
significant group x time interaction for anxiety/depression
symptoms, suggesting that it is possible to achieve
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improvements in mental states with a rather limited effort. In
summary, results from this study suggest that students can
benefit from an Internet-based mindfulness training program.

Our study highlightsthe challenge of devel oping health-related
Internet-based interventions, including mindfulness-based
programs, that are sufficiently easy to complete for an intended
target group. A way to enhance completion of Internet-based
programs might be to use more reminders and make personal
contact by phone before program start. Less time-consuming
exercises and ashorter program period might al so be considered
in order to raise the completion rates in these interventions.
Acquiring further knowledge about how to develop and deliver
such programsiswarranted in order to make use of the potential
of the Internet in health care and other relevant settings.

Limitations

Although this study is of great interest because it is one of the
first to explore the feasibility and effect of an Internet-based
mindfulness intervention, it has severa limitations. First, the
participants were not required to have a certain level of stress
or other psychological symptoms to be included in the study,
which may have reduced the ability to detect changes in the
outcome measures. A possible absence of stress or distress may
also haveinfluenced participant perceptions of the program and
their motivation to practice. Perhaps they would had given the
program ahigher priority intheir daily livesif they had felt that
they really needed the training. Second, our study did not
systematically investigate if the students experienced some
negative effects from the mindfulness training. A literature
review from 2008 concluded that no negative effects from
mindfulness-based interventions have been documented [48].
However, research of face-to-face treatment suggests that 5%
to 10% of patients experience negative effects in terms of
deterioration, and other types of negative effects have been
proposed to exist as well [49]. Third, there is a risk that the
method for sel ecting students for interviews brought biasto the
results. However, some of the first students who were asked to
participate in aninterview did not have time for it immediately
and others who finished the program later volunteered for an
interview, which led to a more mixed group of interviewees.
Another concern regarding bias was that one of the study
coordinatorsinterviewed the participants, potentially influencing
their responses. We consider therisk of socially desirablereplies
to be highest concerning the issue of support from study
coordinators but to be smaller regarding topics related to
technique, information, instructions, and exercises, as these
issues are not closely connected to the personality and skills of
the coordinator. Fourth, the study was carried out among
students, which limits the generalizability of the findings to
other groups. Students are perhaps relatively accustomed to
Web technology and may have found the program easier to
navigate than for older people, for example. In addition, women
were largely overrepresented in the study, especially in the
investigation of usability and acceptability, which limits the
generalizability of our findingsto men. Another issuethat limits
the generalizability of the results lies in the fact that the
participants received reimbursement for their participation. It
is possible that the expectations regarding the program and
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perceived improvements of well-being would have been for several participants. The program showed potential for
different without a reimbursement. increasing psychological well-being. However, additional

Conclusions

modification to the target group might be needed to increase
retention and compliance.

Our findings support the usability and acceptability of a
self-administered | nternet-based mindfulnesstraining program
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Abstract

Background: Mindfulness meditation interventionsimprove avariety of health conditions and quality of life, are inexpensive,
easy to implement, have minimal if any side effects, and engage patients to take an active role in their treatment. However, the
group format can be an obstacle for many to take structured meditation programs. Internet Mindfulness Meditation Intervention
(IMM1) isaprogram that could make mindfulness meditation accessible to all people who want and need to receive it. However,
the feasibility, acceptability, and ability of IMMI to increase meditation practice have yet to be evaluated.

Objectives: The primary objectives of this pilot randomized controlled study wereto (1) evaluate the feasibility and acceptability
of IMMIsin the general population and (2) to evaluate IMMI’s ability to change meditation practice behavior. The secondary
objective was to collect preliminary data on health outcomes.

Methods: Potential participants were recruited from online and offline sources. In arandomized controlled trial, participants
were allocated to IMMI or Access to Guided Meditation arm. IMMI included a 1-hour Web-based training session weekly for 6
weeks along with daily home practice guided meditations between sessions. The Access to Guided Meditation arm included a
handout on mindfulness meditation and access to the same guided meditation practices that the IMMI participants received, but
not the 1-hour Web-based training sessions. The study activities occurred through the participants’ own computer and Internet
connection and with research-assi stant telephone and email contact. Feasibility and acceptability were measured with enrolIment
and completion rates and participant satisfaction. The ability of IMMI to modify behavior and increase meditation practice was
measured by objective adherence of daily meditation practice via Web-based forms. Self-report questionnaires of quality of life,
self-efficacy, depression symptoms, sleep disturbance, perceived stress, and mindfulness were completed before and after the
intervention period via Web-based surveys.

Results: We enrolled 44 adults were enrolled and 31 adults completed all study activities. There were no group differences on
demographics or important variables at baseline. Participants rated the IMMI arm higher than the Access to Guided Meditation
arm on Client Satisfaction Questionnaire. IMMI was ableto increase home practi ce behavior significantly compared to the Access
to Guided Meditation arm: days practiced (P=.05), total minutes (P=.01), and average minutes (P=.05). As expected, there were
no significant differences on health outcomes.

Conclusions: In conclusion, IMMI was found to be feasible and acceptable. The IMMI arm had increased daily meditation
practice compared with the Access to Guided Meditation control group. More interaction through staff and/or through built-in
email or text reminders may increase daily practice even more. Future studies will examine IMMI’s efficacy at improving health
outcomes in the general population and also compare it directly to the well-studied mindfulness-based group interventions to
evaluate relative efficacy.

Trial Registration: Clinicaltrials.gov NCT02655835; http://clinicaltrials.gov/ct2/show/NCT02655835 (Archived by WebCite
at http://lwww.webcitation/ 6jUDuQsG2)

(JMIR Ment Health 2016;3(3):€37) doi:10.2196/mental 5900
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Introduction
Group mindfulness  meditation interventions  like
Mindfulness-Based Stress Reduction (MBSR) and

Mindfulness-Based Cognitive Therapy (MBCT) improve a
variety of health conditions and quality of life, areinexpensive,
easy to implement, have minimal if any side effects, and engage
patients to take an active role in their treatment [1-4]. Despite
the growing evidence for positive benefits from well-studied
mindfulness-based programs like MBSR and MBCT, many
people who could benefit from them face obstacles blocking
their enrollment in and successful completion of the programs
such as aversion to sharing, scheduling constraints, and travel
and accessibility issues. First, the group classes require people
to sharein public (aversion to sharing). A certain percentage of
people arefearful of social situations such asgroup or employee
wellness programs. Statistics from the National Institute of
Mental Health show that 18.1% US adults have an anxiety
disorder annually (includes generalized, obsessive compulsive,
panic, post-traumatic stress, social and agoraphobia) . Social
phobias account for 6.8% of US adultsover alifetime[5]. These
patients are likely averse to attending group sessions. The group
classes aso require attending at a specific time and day
(scheduling constraints). Working adults may not have time to
attend 2.5-hour sessions once aweek for 8 weeks. In addition,
the extensive home practice (45-60 minutes per day) was also
abarrier to receiving group programs because many participants
can not commit to home practice times or feel discouraged by
their inability to maintain these practicestimes and thus, do not
practice at all. Travel to a specific location requires time and
transportation (travel and accessibility constraints). The travel
time to get to the location where the class is being held is a
burden, and it is not feasible for many, such asfor those living
in rural areas. This aversion to sharing, scheduling, and travel
and accessibility factors are barriers for people who want and
would benefit from the mindful ness interventions for reducing
anxiety, depression, and pain.

Andternative delivery format may offer more optionsfor people
who want and need meditation therapy. In a cross-sectional
Web-based survey, we asked 510 participants (mean age, 42 +
15years, 70% female) what format they would prefer to receive
a mindfulness meditation intervention. The Internet received
more positive responses than the group format, and 11% of
participants said they would refuse agroup format. The Internet
was rated as the first choice format (Internet, 44%; individual,
37%; group, 19%), and group was the last choice for most
participants (Internet, 29%,; individual, 14%; group, 57%) [6].
The survey was administered on the Web, which could bias
preference ratings toward the Internet version, but not explain
the individual format being preferred to the group format.
Regardless, these cross-sectional data lend support to the
evaluation of different mindfulness meditation delivery formats.

Based on our laboratory experience with clinical mindfulness
research studies and results from the cross-sectional survey, we
transitioned from administering the standard group MBCT

http://mental .jmir.org/2016/3/e37/

program to developing and then administering a one-on-one
intervention. The intervention was adapted from MBCT and
MBSR toinclude shorter weekly sessions (1 hour vs 2.5 hours),
less weekly sessions (6 vs 8), shorter meditations (30 minutes
vs 45 minutes) and still included all the core mindfulness
concepts (see Wahbeh, 2014 for the full curriculum [4]). After
using this program, we found that some parti cipants, especially
those with increased stress and life demands still had obstacles
to receiving the one-on-one intervention. We then developed
an Internet version of the one-on-one program that could be
delivered on the Web at any time or place the participant could
access the Internet [7]. Although the Internet version is not the
full “dose” that a participant or patient might receive from
MBSR or MBCT, it alows those who have obstacles to
receiving the full programsto have some access to mindfulness
meditation training that they would otherwise not have available
to them or be willing to receive.

Internet formats of mindfulness meditation are promising
because they address a number of barriers to care. They alow
people to receive the therapy in the privacy of their homes, so
there are no travel or accessibility constraints. Participants or
patients complete the programs by themselves so there is no
need to share sensitive or personal information in a group
setting. Finally, people can take the program at any time, on
any day so there are no scheduling constraints.

Internet meditation interventions have small but growing
evidencefor their usein avariety of settings. Studies have been
conducted for avariety of populations: generally healthy adults
[8], stressed older adults[7], smokers[9], and distressed cancer
survivors [10]. They have also been examined for a variety of
symptoms: anxiety [11], stress, anxiety and depression [12],
stress[13], trauma[14], and residual depressive symptoms and
relapse prophylaxis [15]. Most studies are small but show
preliminary evidence for some benefit and no adverse events.

This study builds on this previous research of Web-based
mindfulness meditation interventions and applies it to the
general population, asking whether Web-based delivery
programs can actually change behavior by increasing meditation
practice compared with just having access to the guided
meditations (GMs) themselves. The primary objectives of this
pilot randomized controlled study wereto (1) evaluate feasibility
and acceptability of Internet Mindfulness Meditation
Intervention or IMMI in the general population and (2) to
evaluate IMMI’s ability to change meditation practice behavior.
The secondary objective was to collect preliminary data on
health outcomes.

Methods

Participants

Potential participants were screened by self-report to ensure
appropriate enrollment according to the inclusion/exclusion
criteria(Textbox 1). Broad inclusion criteriaaided in recruitment
and determine usage information from awide variety of adults.
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To maximize the generalizability and public health relevance
of the study, exclusion criteria were minimized and based
primarily on screening out participantswith an underlyingillness
that might limit the benefit of the intervention, confound
outcomes, or increase the likelihood of dropout. Participants
were recruited from the public through flyers, Web-based

Textbox 1. Inclusion and exclusion criteria.

Wahbeh & Oken

advertisements and listservs, the Oregon Health & Science
University study board, and ResearchMatch [16]. The timeline
for the project was as follows: funding — September 2014;
recruitment — April 2015 to August 2015; closed to enrollment
— September 2015; final data collection — December 2015.

Inclusion criteria
« Agel8-80years
«  Accessto computer and Internet

«  Can hear and understand instructions

Exclusion criteria

«  Willing to accept randomization scheme and agrees to follow the study protocol

«  Significant acute medical illness that would decrease likelihood of study completion (self-report).
«  Significant, untreated depression, as assessed by Center for Epidemiologic Studies Depression Scale-5 >20 during screening.
o Current daily meditation practice (=5 min/day daily for at least 30 daysin the last 6 months. Past practice not exclusionary but will be recorded)

Study Procedures

This study wasthe first phase in atwo-phase research program.
Phase 1 is reported here. (For details of phase 2 see
clinicaltrials.gov NCT02655835) The study was a pilot
randomized controlled trial of English-speaking adults. The
goa was to enroll at least 40 participants. All participants
underwent atel ephone screening, baseline measure collection,
an intervention period, and end point measure collection. After
the baseline measure collection, participants were randomized
to 1 of 2arms: IMMI or accessto GM. The study was approved
by the Oregon Health & Science University Ingtitutional Review
Board.

Following volunteer inquiries, the research assistant (RA)
described the study, inclusion/exclusion criteria, risks and
benefits of participation, and answered any questions by
telephone. If the volunteer was dtill interested, the telephone
screening was conducted by the RA, who was appropriately
trained on study procedures, with an institutional review
board—approved telephone screening script to confirm digibility.
The telephone screening script included the Center for
Epidemiologic Studies Depression Scale-5 (CESD-5) [17] to
rule out untreated depression (greater than 20). If the participant
was not eligible based on these scores, the RA gave the
volunteer resources for mental health care. If the participant
was dligible, the RA continued with the assessment. Eligible
and interested participants were sent a unique link to a Health
Insurance Portability and Accountability Act—compliant
SurveyMonkey website where they completed their baseline
questionnaires. Due to the minimal risk of the study, a Waiver
of Documentation of Consent was used. The first page of the
SurveyMonkey [18] baseline questionnaire had language
describing the nature of the study, risks and benefits of
participation, voluntary participation, and the understanding
that if the participant continues with the survey they are giving
consent to have the information used for research purposes.

http://mental .jmir.org/2016/3/e37/

The baseline questionnaires were completed through the
SurveyMonkey on the participants computer or an accessible
computer to them before randomization. Self-report questions
included demographics, quality of life (SF-36), self-efficacy
(General Perceived Self-Efficacy Scale), depression symptoms
(Center for Epidemiological Studies Depression Scale-20), sleep
disturbance (Pittsburgh Sleep Quality Inventory), perceived
stress (Perceived Stress Scale), and mindfulness (Five-Factor
Mindfulness Questionnaire). All measures are widely used,
validated, and sensitive to stress and/or mindfulness meditation
and described in more detail in the Measures section.

Once participants completed their baseline surveys, they were
randomized to the IMMI or the GM arm. Participants and study
staff communicated via email and telephone. Participants
received study staff emails and phone numbers in case they
needed any assistance with technology or had questions about
the content. The RA reminded all IMMI participants weekly to
completetheir sessions by email. Guided meditation participants
were contacted weekly by email to report their adherence.
Although in agroup MBSR or MBCT program there would be
intensive face-to-face support available for the participant in
terms of problem-solving for their practice techniques and to
answer guestions about content, the goal for this study was to
have very limited study staff interactions with the participants.
Thisallowed usto evaluate IMMI independent from any teacher
interaction or extensive study staff support.

IMMI isaninteractive Web-based platform with one 60-minute
session per week for 6 weekswith daily home practice between
sessions. TheIMMI program was accessed through the Internet.
IMMI participants were emailed a link to the program and a
unigue username and password to enter the program and adigital
workbook. IMMI is a standardized and structured program
modeled after MBCT [19] and MBSR [20], 2 standardized,
well-studied 8-week group programs that have strong evidence
for their effectiveness [2]. The IMMI program was piloted in
our laboratory with stressed older adults [7]. Content of the

JMIR Ment Health 2016 | vol. 3 |iss. 3 [e37 | p.222
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

program was frozen for thistrial. IMMI’s objectives are to (1)
help participants understand their personal reactions to stress,
(2) teach them skills to modify their stress reactions, and (3)
promote their desire for self-care and feelings of competence
and mastery. Each IMMI session included: (1) didactic
instruction and discussion on stress, relaxation, meditation, and
mind-body interaction; (2) instruction and practice in formal
and informal mindfulness meditation; and (3) enquiry about
problem-solving techniques regarding success and difficulty in
practicing mindful ness (see Wahbeh, 2014 for full curriculum)
[4]. The Mindful Body Scan and Sitting M editation (awareness
of breathing, body sensations, and cognitive and emotional
processes) are some of the formal meditations. Observing and
being mindful during daily activities like washing the dishes or
making acup of coffeeareinformal practicesthat are also taught

Table 1. IMMI curriculum.

Wahbeh & Oken

to generalize mindfulnessto daily life. Each week’s session had
multiple lessons (6-10). Each session had multiple videos
providing course instructions, content about a theme, and
describing the home practice instructions. After each video,
participants answered questions about the video content viathe
Web-based platform. The themes/lessons, in-session
meditations, and home practice meditation recommendations
arelistedin Table 1. All meditationswere guided and presented
as an audio file accessed from within the IMMI program.
Participants needed to complete each session and lesson to
proceed to the next. Each week’s session began with a review
of the previous week’s content and home-practice and ended
with a summary of the current session and home practice
recommendations for the following week.

Week Themes/Lessons Meditations
1 Starting Where You are and Looking to the Future; What is Mindfulness?; Awareness Exercise (,a_ 4 min); Body Scan (I —30 min;
Awareness Exercise; The Body Scan. b .
H" —daily)
2 The Body Scan; Dealing with Barriers; Responding versus Reacting; Staying Body Scan (I —30 min; H —daily); Sitting (I =5 min; H —
Present: Different Objects of Focus; Breath is Life. 10-15 min daily)
3 Sitting Meditation; Layers of Mindfulness and the Breathing Space; Caring  Sitting (I — 30 min; H —daily); 3-step Breathing Space (1
for Ourselves. —4 min; H — 3x/day)
4 Thoughts are Not Facts; Coping Space; Attitude of Acceptance; Mindfulness  Sitting with Difficulty (I —30 min; H — daily); Breathing
of Thoughts Meditation; Ways You Can See Your Thoughts Differently. Space (4 min; H — 3x/day); Mindfulness of Thoughts (I —
10 min)
5 Compassion Meditation; Practicing Compassion; Applying Compassionand Compassion (30 min; H —daily); 4-step Breathing Space;
4-Step Breathing Space; 4-Step Coping Space; Giving Back; Taking Careof  4-step Coping Space (4 min; H — as needed)
Ourselves.
6 Body Scan; Recap of Mindfulness Meditation; Life; The Future; Motivations;, Body Scan (I —30 min); Sitting (I —5 min); Home practice

Everyday Usage of Mindfulness; Sitting Meditation.

— Participant’s choice

8: In-session meditations
bH: Home practice meditations

GM participants were emailed a link to access the same GMs
used as home practice for IMMI (see Table 1). Participants
accessed them as audio files on Dropbox.com. They were also
emailed a brief handout about mindfulness meditation onetime
after learning about their randomization. The instructions for
listening to the GMswere as follows, “Below you will find the
links to the GMs. Feel free to listen to these directly from the
link or download them to your device. You can listen to them
as often as you would like” Ingtitutional affiliation was not
displayed on either of the intervention platforms. Participants
completed their end point questionnaires through the
SurveyMonkey in the same manner as the baseline collection.
In addition to the baseline measures, participants completed a
Client Satisfaction Questionnaire (CSQ) to eval uate acceptability
[21].

Measures. Self-Rated QuestionnairesListed in
Alphabetical Order
Center for Epidemiologic Studies Depression Scale

Depression was assessed during the screening procedure with
a 5-item subset of the original 20-item scale (CESD-5). The
CESD-5 raw score was multiplied by 4 for cutoff score criteria

http://mental .jmir.org/2016/3/e37/

determination. The CESD-5 has demonstrated very good
sengitivity (>0.84), specificity (=0.80), and high validity (>0.90)
for identifying people classified as depressed by thefull 20-item
scale [22]. The full version was used to evaluate depression
symptoms at the baseline and end point visits. The CESD isa
commonly used subjective measure of depressive symptoms.
It asks participants about how they felt or behaved in the past
week, yielding global scores ranging from 0-60, with higher
scores indicating greater depression [23].

Client Satisfaction Questionnaire (CSQ-8)

The eight-item CSQ [21] was administered at the end point
visit. It is an 8-item questionnaire used to assess satisfaction
with theintervention. The questionnaire has demonstrated high
internal consistency (0=.93) and strong construct validity,
evidenced by correlation with service utilization and clinical
outcomes [21]. The eight questions are presented in Table 2.
Higher scores reflect greater satisfaction.

Credibility/Expectancy Questionnaire

The Credibility/Expectancy Questionnaire is a standardized
instrument that assesses parti cipant intervention expectancy and
rationale credibility in clinica outcome studies [24]. The
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wording was minimally modified to assess attitudes toward the
mindfulness interventions. The scale has a high internal
consistency (0=.84) and good test-retest reliability (.75
credibility; .82 expectancy). Expectancy assessment is essential
in controlled intervention studies [25].

Five-Factor Mindfulness Questionnaire (FFMQ)

Mindfulness was measured with the FFMQ, which assess 5
elements of a general tendency to be mindful in daily living:
observing, describing, acting with awareness, nonjudging of
inner experience, and nonreactivity to inner experience [26].
The questionnaire presents a series of 39 statements and asks
participants to respond according to “what is generally true for
you” using a Likert scale ranging from 1 (never or very rarely
true) to 5 (very often or always true). The 5 facets can be
combined to yield a composite score that reflects a global
measure of mindfulness.

Pittsburgh Sleep Quality I ndex

Sleep quality and disturbances across a 1-month time span were
measured with this 19-item instrument that yields 7 component
scores. subjective sleep quality, sleep latency, sleep duration,
habitual sleep efficiency, sleep disturbances, use of sleeping
medication, and daytime dysfunction [27]. Only the Sleep
disturbance scoresare reported in this paper missing dataleading
totheinability to calculate many of the subscales. Sleep quality
suffers with chronic stress and is known to affect health and
aso be improved by mind-body interventions such as
mindfulness meditation [28].

Perceived Stress Scale

Perceived stresswas measured using the Perceived Stress Scale,
acommonly used 10-item subjective instrument that measures
respondents’ perceived stressin the past week [29]. It has good
internal reliability (a=.76) and strong construct validity. The
global score ranges from 0 to 36, with higher scoresindicating
greater perceived stress.

SF36v2

The SF36, version 2 is a 36-item self-report questionnaire of
quality of life that measures eight health domains and results
in a physical component score and mental component score.
The SF Health Surveys are the most widely used tools in the
world for measuring patient-reported outcomes, with more than
41,000,000 surveys taken and over 32,000 licenses issued to
date [30].

Participant adherence for all participants was measured by
subjective report of home practice. Participants were emailed
a fillable form weekly to recall their daily practice for the
previousweek in minutes. Adherence was defined asthe number
of home-practice days, total number of minutes practiced over
the six weeks, and average number of minutes practiced per
practice day. For IMMI participants, the total number of sessions
completed on the Web was also recorded.

Statistical Analysis

Sampl e size was determined with power calculations using data
from 40 participants who completed the same 6-week
mindfulness meditation program as IMMI but in a one-on-one
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format. Daily meditation means and standard deviations during
the 6-week program were used for the treatment values (mean,
28.3; standard deviation, 9.6) compared with the 6-week period
after the intervention where they had access to the meditations
but were not receiving any instruction (mean, 16.0; standard
deviation, 13.1). Using a 2-tailed t-test model with an alpha of
.05, 20 people in each group would result in power of 0.91.
Dropoutswere considered and with 15 compl etersin each group,
power would be 0.81 [31].

Randomization was conducted by an unblinded RA with a
covariate adaptive randomization approach [32] to help ensure
arms are matched on age, gender, and depression score and to
reduce sel ection bias after the baseline collection. Thesame RA
enrolled and assigned participantsto theinterventions. Covariate
adaptive randomization is recommended for small trias to
balance important factors between groups [33]. Missing data
were addressed at the participant level to minimize attrition and
incomplete data. This was supported through mandatory fields
in SurveyMonkey. Participants were considered “dropouts’ if
they completed fewer than half of the sessions (<3 of 6) and
did not complete the end point collection [34]. Compliance
enhancement measures included weekly check-ins by email.
Statistical analysis was conducted in a blinded fashion with a
blinded code for the intervention.

The primary and secondary aimswere assessed asfollows. The
aim to evaluate feasibility and acceptability for IMMI wasfirst
analyzed in a descriptive fashion. Recruitment rates and
drop-outs were described and noted for future studies and
demographic datain relation to these numberswere qualitatively
examined. The CSQ total and individual answers were then
evaluated with 2-samplet-teststo eval uate differences between
the arms. The aim to evaluate IMMI’s ability to change
meditation practice behavior was analyzed as follows. Before
inferential analysis, measure distribution was evaluated with
Shapiro-Wilk test of normality. Expectancy for IMMI and GM,
Physical Quality of Life scores, and Total Minutes practiced
were not normally distributed. Nonparametric Kruskal-Wallis
tests were conducted on these variables. Participant
characteristics at baseline were evaluated for unbiased

randomization with the x? test for discrete variables or the
2-sample Kruskal-Wallistest for non-normally distributed data.
There were no unbalanced variables noted. A Wilcoxon paired
test was conducted on expectancy for IMMI and GM for all
participants. Differences between the IMMI and GM arms on
all measures were evaluated with a simple 2-sample t-test (or
nonparametric Kruskal-Wallis) for completers only.

The secondary aim to collect preliminary dataon health outcome
changes from IMMI was conducted in an exploratory fashion
since the study was not powered to assess differences between
the arms on these outcomes. Differences between the IMMI
and GM arms on all measures were evaluated with a simple
2-samplet-test (or nonparametric Kruskal-Wallis) for completers
only as described previously. Cohen's d and 95% ClIs on the
change score from preintervention to postintervention was al so
calculated. Results from support power analyses and sample
size estimation for future clinical trials examining these
outcomes.
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Statistical analyses were conducted in SPSS 20.0 (IBM, USA)
and STATA 12.0 (Statacorp, LP, USA). This manuscript is
reported according to the CONSORT statement for the reporting
of randomized controlled trials [35] as well as the
CONSORT-EHEALTH extension (see Multimedia Appendix
1). Thestudy isregistered at Clinical Trials.gov (NCT02655835).

Results

Recruitment

An email invitation with information about the study was sent
to 228 potential volunteers who responded to flyers or
Web-based advertisements. Of those, 46 volunteers enrolled in
the study. Most participants were from the Pacific Northwest
(31, Oregon; 3, Washington). Other states represented were
Cdlifornia(3), New York (3), Maryland (2), Massachusetts (1),
Minnesota (1), and Virginia (1). Two withdrew before
randomization. Thirteen withdrew or were lost-to-follow after
randomization (5 were randomized to IMMI and 8 to GM).
There were no demographic differences between participants
who dropped out of the study and those who remained in the
study (Figure 1). Participants reported no adverse eventsor side
effects from either intervention.

Thirty-one participants were randomized and completed the
study—16intheIMMI arm and 15inthe GM arm. Thisreflects

Figure 1. Recruitment.

| Email/lnfo sent 228

A J

Wahbeh & Oken

a14% completion rate for those contacted and a 71% compl etion
rate for those who were randomized. There was no difference
in age, gender, education, annual household income, relationship
status, health coverage, or experience with complementary and
alternative medicine between the IMMI and GM arms (Table
2). Participants’ mean age was 42 + 14 years, and they had an
average of 18 + 3 years of education. Participants were mostly
Caucasian, employed, well-educated, femalesin arelationship,
and with income level greater than $50,000. Of those
unemployed, 17% from the GM arm were retired (0% from
IMMI arm). Most people (except 9% in each arm) had some
experience with complementary and alternative medicine.

At baseline, there were no differences between armson physical
or mental quality of life, depression symptoms, perceived stress,
deep disturbance, or mindfulness. Taking all participants
together, there was a difference in expectancy (IMMI 7.24 +
0.26; GM 6.78 + 0.27; Z=2.06, P=.04) and credibility (IMMI
6.27 + 0.30; GM 5.33 £ 0.35; 1(28)=2.88, P=.008) (Z=2.86,
P=.004 for the 2 armswith the IMM I intervention having higher
perceived expectancy and credibility scores. These differences
in perceived expectancy and credibility of the interventions
were not evident between arms, namely all participants thought
IMMI was a more credible intervention that would be more
effective but these perceptions were the same acrossthe 2 arms
(Table 2).

—ee——ey| Diid 0t reply 158

‘ Telephone Screening 70 ‘

| Enrolled46 |

| Not Eligible/Interested 24 |

!
‘ Randomized 44 ‘

} Withdrew before randomization 2 |

[ IMMI 21 |

| GM23 |

Withdrew after randomization 13

¥ Completers ¥
IMMI 16 GM 15
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Table 2. Demographics.

Wahbeh & Oken

Demographics GM?(n=16) IMMIP (n=15) Stats
Age (years) 45 (15) 38 (11) t=91; P=.37
Gender

% Female 9% 80 X2°=1.3: P=.25
Race

% Caucasian 88 86 X2=2.01; P=57

% Asian 0 7

% Hispanic 6 7

% Unknown 6 0
Education

% Bachelor's or higher 81 87 X2=2.37: P=.67
Income

% 0-25K 19 13 X2=6.42 P=.49

% 26-50K 25 34

% 50-100K 25 20

% >100K 31 33
Employment status

% Employed 74 87 X2=3.40; P=.49
Relationship status

% In relationship 63 60 X2=5.79: P=.22
Health coverage

% With coverage 9% 93 X2=.002; P=.96
Experience with CAM (%) X2=7.03: P=.22

None 6 7

Once in the past 0 7

Few times in the past 56 66

| go every few months 19 0

| go every month 6 20

| go every few weeks 13 0

| go more than once a week 0 0
Expectancyd

IMMI 6.94 (.42) 7.62(.26) X2= 40, P=.52

GM 6.61(.37) 7.00 (.42) X2=.66, P=.42
Credibility

IMMI 5.88 (.41) 6.76 (.43) t=—1.48, P=.15

GM 5.22 (.47) 5.47 (.53) t=-.35, P=.73

8GM: access to guided meditation

BIMMI: Internet Mindfulness Meditation Intervention
X2 Chi-square test for categorical variables
dExpectancy did not have normal distribution so a nonparametric Kruskal-Wallis chi-square test was used.
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Table 3. Client Satisfaction Questionnaire.?

Wahbeh & Oken

Items GMP (n=16) IMMIC (n=15) Stats
1. How would you rate the quality of service you have received? 2.29(0.91) 3.13(0.83) t=—2.61, P=.02
2. Did you get the kind of service you wanted? 2.36 (0.63) 2.93(0.88) t=—2.01, P=.05
3. To what extent has our program met your needs? 2.07 (0.83) 2.67 (0.90) t=1.85, P=.08
4. If afriend werein need of similar help, would you recommend our programto  2.31 (0.95) 3.07 (0.88) t=—2.20, P=.04
him or her?
5. How satisfied are you with the amount of help you have received? 2.00(0.78) 2.87 (0.74) t=— 3.06, P=.005
6. Have the services you received helped you to deal more effectively with your  2.36 (0.50) 2.67 (0.62) t=1.48, P=.15
problems?
7. Inan overall, general sense, how satisfied are you with the service you havere-  2.29 (0.73) 3.00 (0.93) t=2.30, P=.03
ceived?
8. If you were to seek help again, would you come back to our program? 2.29 (0.73) 2.80(0.77) t=—1.84, P=.08
Client satisfaction total 17.79 (1.31) 23.13 (1.25) t= — 2.95, P=.007
3/alues are means (standard deviation).
BGM: access to guided meditation
SIMMI: Internet Mindfulness Meditation Intervention
Table4. Change in meditation practice behavior.
Item GM? (n=16) IMMIP (n=15) Statistics
Days practiced over 6 weeks (total) 14.38 22.20 t°=-1.08, P=.05
(2.67) (2.92)
Minutes practiced over 6 weeks (total) 176.25 507.00 Xx29=6.4 P=.01
(157.42) (424.94)
Average minutes per practice day 13.35 19.77 t=-1.98, P=.05
(1.45) (2.97)
Weekly logs completed 3.44 4.30 t=-1.32, P=.20
(0.40) (0.49)

3 MMI: Internet Mindfulness Meditation Intervention
BGM: Accessto guided meditation

%: Student’st test

%2 K ruskal-Wallis test

Feasibility and Acceptability

On average and also by individual questions, participantsinthe
IMMI arm rated the intervention higher than participantsin the
GM arm on the CSQ (Table 3).

Changein Meditation Practice Behavior

The primary aim of the study was to evaluate IMMI’s ability
to change meditation home practice behavior. The IMMI
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participants completed 4.27 + 2.3 Web-based lessons (range
0-6). Eight participants completed all 6 Web-based lessons.
IMMI had significantly more home practice days, total minutes
practiced, and average minutes per day (Table 4). There was
no difference between arms on weekly reporting of home
practice.
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Table5. Preliminary data on health outcomes.
Variable GM? (n=16) IMMI° (n=15) Statistic Cohen’'sD on A
95% Cl
Pre Post A Pre Post A
SF36-Physical 55.18 55.82 0.64 53.83 53.15 -0.68 X26=0.83 P=.36 0.30
(7.67) (9.78) (353 (6.57) (7.06) (5.42) (-4210.99)
SF36-Mental 4358 46.02 244 44.65 47.93 3.27 t9%=—0.31 P=.76 -0.12
(11.18) (10.92) (8.95) (9.17) (9.44) (5.43) (-.82t0.59)
Depression 15.63 14.00 -1.36 15.73 14.27 -147 t=0.05 P=.96 0.02
(CESD®) (7.29) (6.76) (4.88) (7.21) (5.52) (6.39) (-.71t0.75)
Self-Efficacy 31.00 32.86 1.29 32.07 32.93 0.87 t=0.33 P=.74 0.13
(GPSEf) (5.10) (5.1 (3.8 (3.9 (4.35) (2.95) (-.61t0.85)
Perceived Stress 17.94 13.79 -3.36 16.53 14.67 -1.87 t=—91 P=.37 0.22
(PSS?) (7.58) (6.61) (341 (5.29) (5.95) (5.19) (-1.1to .40)
Sleep Disturbance 1.06 0.88 -0.19 1.27 127 0 t=—.80 p=.43 -0.30
(PSQI h) (0.68) (0.5 (0.75) (0.59) (0.46) (0.53) (-.9910 .42)
Mindfulness 124.13 1325 7.21 128.47 131.8 3.33 t=0.62 P=.54 0.24
(FFM Qi) (24.26) (22.02) (15.33) (24.27) (13.96) (18.23) (-.50t0 .96)

8GM: Access to guided meditation

BIMM!: Internet Mindfulness Meditation Intervention

°x2: Kruskal-Wallis test

%: Student’st test

€CESD: Center for Epidemiologic Studies Depression Scale
fGPsE: general perceived self-efficacy

9PSS: Perceived Stress Scale

hPSQI: Pittsburgh Sleep Quality Index

IFFM Q: Five-Factor Mindfulness Questionnaire

Health Outcomes

Because this was a pilot study and not powered to evaluate
superiority of the 2 arms, we did not expect to see significant
findings in between-arm analysis. As expected, we did not see
any differences (Table 5).

Discussion

Overview

This study was a pilot study examining the feasibility and
acceptability of an Internet mindfulness meditation intervention
for the general public, whether it could cause behavior change
(ie, increase in daily meditation), and secondarily, collecting
preliminary dataon health outcomes. We found that an Internet
mindful ness meditation intervention for the general public was
feasible and acceptable and increased daily meditation compared
with the control arm. Health outcome data were collected for
future study preparation.

Demogr aphics
The covariate adaptive randomization was effective resulting
in similar characteristics for both arms. The participants were

mostly women, which is common for complementary and
alternative medicine modalities [36]. Interestingly, most
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participants had only tried CAM a few times in the past. The
racia distribution reflected the Portland, Oregon metropolitan
area where most (74%) participants were from. Income
distribution matched the United States where the mean
household income, according to the US Census Bureau 2014
Annua Socia and Economic Supplement, was$72,641 (median
$51,939). Most participants were employed, and many of those
not employed were retired. We had anticipated more
unemployed participants since the intervention does require a
time commitment, but this was not the case.

Feasibility and Acceptability

Recruitment was feasible, with a 20% enrollment rate from
those contacted and a 71% completion rate from enrollees. The
participants found IMMI acceptable and more acceptable
compared with the GM participants on the CSQ. Although the
average scores for the total and individual questions were not
excellent (ie, as high asthe maximum value of 4), they wereall
above median of 2.5 reflecting average-to-good satisfaction.
Theinteraction with study staff for thisstudy wasminimal. The
RA contacted the participants by email once aweek; to remind
IMMI participants to complete sessions and collect adherence
for the GM participants. Thegoa of thisstudy wasto have very
limited interactions with the participants, and thus evaluate the
program on its own without study staff support. Increased
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interaction with study staff may have improved the client
satisfaction scores.

There was also a difference in the expectancy participants had
toward the 2 interventions introducing an inherent biasinto the
study. Looking at expectancy and credibility scores of all
participants before randomization, IMMI scored significantly
higher than GM. The skewed biastoward IMMI was present in
al participants before randomization and was not different
between arms (ie, both arms felt IMMI was more credible and
would be more effective). Recruitment materials attempted to
be as unbiased as possible with language in regard to which
arm would improve meditation practice. Regardless, the
differences between the content of the arms were clear and
reflected in the skewed expectancy and credibility.

Changein Meditation Practice Behavior

Adherence was lower than we would have hoped. Participants
completed about half of the weekly logs for home practice.
Future studies will incorporate objective adherence built into
the program so that we can track actua practice time more
accurately as we have done in other studies [7,37,38]. The
practice days were lower than we have seen in previous studies
and only 8 IMMI participants completed al 6 Web-based
sessions[7].

Regardless of this low compliance, IMMI did demonstrate the
ability change behavior through increased meditation practice.
IMMI participants had twice as many total meditation practice
minutes over the 6 weeks. Most Americans have accessto GMs
through buying CDs, downloading from the Internet, or
watching on YouTube. Considering the increasing positive
evidence for meditation practice, encouraging daily meditation
practice is a beneficial behavioral goal. Adding a Web-based
meditation program can help encourage the daily meditation
practice behavior. Although interactions with study staff and
participants were purposefully kept to a minimum, programs
that had more interaction and/or built in reminders through
email or text to practice daily may result in an even greater level
of daily practice.

Health Outcomes

As expected, we found no differences between arms on health
outcomes. The health outcome data will support planning for
future clinical trias to evaluate the efficacy of IMMI in the
genera population.
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Limitations

Thisstudy addressed whether IMM I wasfeasible and acceptable
to adultsin the public, whether it increased meditation practice
compared with access to GMs, and collected preliminary data
on genera health outcomes. The study was not powered to
assess differences between the IMMI and the GM arm. From
the effect sizesand large confidence interval s seen for the health
outcomes, we are uncertain of any clinical effect. Moreresearch
is needed to ascertain this. It may be that the intervention is
more useful for participants with significant mental health
symptoms rather than healthy adultsin the public. Future studies
would include or perhaps target those participants to evaluate
IMMI with that population. In addition, this study found that
IMMI was acceptable and feasible compared with a very
low-dose mindfulness meditation. However, our results do not
imply anything about how IMMI would compare with the
weéll-studied group mindfulness-based meditation programslike
MBSR and MBCT. One could consider IMMI an entry-level
experience to mindfulness meditation, with a greater dose than
simply having GMs but a lesser dose compared with MBSR
and MBCT. Future studies could compare multiple delivery
formats with different dosesto each other to evaluate the effect
of mindfulness dose on adherence and effects. In addition, the
study was designed to assess shorter-term effects of mindfulness
meditation (6 weeks). Ideally, a study would assess sustained
effects over alonger period. The study used novel technology
that may be difficult for some people to use and participants
must have access to computers and Internet to be able to
participate. The IMMI program isin an early pilot phase and
has not been devel oped in languages for non—-English-speaking
individuals. Due to language and cultural differences, the tool
cannot yet be devel oped for non—English-speaking individuals.
Plans to devel op such tools are contingent on showing efficacy
in the general population.

Conclusion

In conclusion, IMMI was found to be feasible and acceptable.
IMMI was also able to change behavior and increase daily
meditation practice compared with the GM arm control. More
interaction through staff and/or through built-in email or text
reminders may increase daily practice even more. Future studies
will examine IMMI’s efficacy at improving health outcomesin
the general population.
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