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Abstract

This theme issue on e-menta health presents 16 articles from leading researchers working on systems and theories related to
supporting and improving mental health conditions and mental health care using information and communication technologies.
In this editorial, we present the background of this theme issue, and highlight the content of thisissue.

(J Med Internet Res 2010;12(5):674) doi:10.2196/jmir.1713
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What is E-Mental Health?

We are pleased to introduce this IMIR Theme Issue on E-Mental
Health. “E-mental health” can be understood as a generic term
to describe the use of information and communication
technology (ICT) —in particular the many technologies related
to the Internet —when these technologies are used to support
and improve mental health conditions and mental health care,
including care for people with substance use and comorbid
disorders. E-mental health encompasses the use of digital
technol ogies and new mediafor the delivery of screening, health
promotion, prevention, early intervention, treatment, or relapse
prevention as well as for improvement of health care delivery
(eg, electronic patient files), professional education (e-learning),
and online research in the field of mental health. In a broader
sense, al Internet interventions are, in one way or another,
targeting the “mind” and human behavior. For the purpose of

http://www.jmir.org/2010/5/e74/

RenderX

this theme issue, we focus on mental health conditions, while
interventions that facilitate behavior change for general health
problems (such as obesity) or systems that provide general
emotional or social support for nonmental health conditions (eg
diabetes) lie somewhat outside of the core scope of “e-mental
health” (and this theme issue), although developers working in
these areas can clearly learn from principles and findings
presented in thisissue.

Looking through the “e-mental health” articles published in
JMIR in the past 3 years, it becomes evident that depression
remains a major public health issue and a primary target for
Internet interventions[1-9]. In addition, the question of whether
Internet use itself has an impact on depression — a question
fuelled by earlier studies on the apparent “Internet paradox” —
has been studied [10]. Other conditions often targeted by
e-menta health interventions are alcohol [11,12] and tobacco
dependencies (a previous JMIR theme issue was devoted to
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Web-based tobacco interventions [13]) or conditions such as
panic disorder [14] or pediatric encopresis [15]. Other recent
e-mental health articles in IMIR have validated Web-based
screening questionnaires for mental disorders[16] or explored
the use of emerging technologies such as virtual reality [17] or
mobile technologies [18].

The First International E-Mental Health
Summit

The current theme issue brings together a group of papers
presented at the First International E-Mental Health Summit in
Amsterdam in 2009 organized by the Trimbos Institute in
collaboration with the International Society for Research on
Internet Interventions (ISRII) [19], VU University Amsterdam,
and the University of Amsterdam (UvA). The summit welcomed
more than 500 people from over 40 countries.

The summit was preceded by the fourth ISRIl meeting, which
was opened by Professor Pim Cuijpers (VU University
Amsterdam, Netherlands). He highlighted the need for
international collaboration — a need illustrated by the growing
numbers of ISRII participants. He symbolically transferred the
ISRII chair to Professor Helen Christensen, who will lead ISRI|
up to its fifth meeting in Sydney, Australia, in April 2011.

Many young researchers presented their latest results during
the ISRII meeting. Some of them moved beyond traditional
cognitive-behavioral effectiveness studies. Bjorn Paxling
(Linkdping University, Sweden, and VU University Amsterdam,
Netherlands), for example, ventured to compare Web-based
cognitive-behavioral therapy (CBT) with Internet-delivered
psychoanalytic therapy for general anxiety disorder (GAD). He
found that the two interventions had comparable impacts in
terms of clinical improvement. The ISRII 2009 Best Paper

http://www.jmir.org/2010/5/e74/
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Award was won by Sylvia Gerhards (Maastricht University,
Netherlands), who reported on one of the first economic
evaluations of unguided online CBT for depression in primary
care [20]. It favored online CBT aone in comparison with
treatment as usual as well as treatment as usual supplemented
by online CBT.

At the summit itself, 195 presentations were given by academics,
health professionals, and policymakers, including some of the
world's most respected experts on eHealth intervention
evaluation and dissemination research (see
www.emental healthsummit.org). Presentations highlighted the
effectiveness of Web-based treatment, new treatment
developments, novel research methodol ogies, and the need for
international collaboration. The summit was opened by Dr.
Annemiek van Bolhuis, a deputy of the Dutch Minister of
Health, who spoke of the importance of e-menta health as a
response to growing demand and rising costs in mental health
care. Dr. Jan Walburg, chair of the board of the Trimbos
Ingtitute, stressed the importance of mental well-being in the
life cycle and the potential role of information and
communication technologies in fostering it.

At the close of the summit, Professor I1saac Marks (University
College London, London, United Kingdom) and Professor
Alfred Lange (University of Amsterdam, Netherlands) were
honored by the ISRII board as founding fathers of e-mental
health in research and practice. It was also in Amsterdam that
Professor Lange introduced in 1999 the first Web-based
trestment program for peoplewith posttraumatic stressdisorders,
known as Interapy.

Thistheme issueilluminates the evolving fields of eHealth and
e-mental health, including topics such as the need for
international collaboration, ethical considerations,
cost-effectiveness, treatment attrition, and self-management.
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Figure 1. Professor Ricardo Mufioz at the E-Mental Health Summit
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Articles in This Theme Issue

International Collaboration and Ethical |ssues

Professor Ricardo M ufioz won the best presentation award, and
we open this theme issue with his paper [21]. Echoing the
enthusiasm of this international summit, he cals for smart
international  collaboration to disseminate Web-based
interventions  (eg, through portals like Beacon,
www.beacon.anu.edu.au). Given the wide-scale, low-cost
implementation potential of Internet interventions, the
international dissemination of evidence-based interventions
could help to reduce health disparitiesworl dwide. Mufioz offers
a framework for such an endeavor under the inspiring slogan,
“Think globally, act locally, and share globally.”

In the study by Lange and Ruwaard [22], the authors
demonstrate that sexually abused adolescents can be treated
effectively in online treatment, but pretreatment withdrawal is
frequent. These authorsfocus on several still unresolved ethical
dilemmas in eHedth research. While adolescents are
overwhelmingly present in the digital world, recruiting
vulnerable adolescents to take part in outcome studies is
hindered by a lack of perceived anonymity and the need to
obtain permission and informed consent from their parents.
Lange and Ruwaard al so demonstrate that altering study designs
may decrease the withdrawal rate. Full anonymity, however, is
not aviable solution, either legally or professionaly. The authors
end their paper with alist of smart strategies to bolster youth
participation in evaluation trials.

http://www.jmir.org/2010/5/e74/
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Another important ethical imperative, dealing with privacy and
security, isdiscussed by Bennett and colleagues[23]. According
to the authors, many interventions do not yet satisfy the
necessary technical or other security requirements. One possible
way to bring these security issues center stage is to apply an
“ongoing risk assessment” design principle and to develop
multidimensional security standards. The achievement of such
aims could be greatly furthered by international collaboration.

Cost-effectiveness

Codst-effectiveness trials are long overdue. In this issue,
Warmerdam and colleagues [24] present evidence from one of
the first such studies on Web-based, low-intensity guided
self-help for depression. They assess the cost-utility and
cost-effectiveness of problem-solving and cognitive-behavioral
interventions for depression as compared with a wait-listed
control group. Both interventions prove cost-effective, with no
clear advantage for either the problem-solving or the
cognitive-behavioral approach.

Online self-administered questionnaires for screening and for
routine outcome assessment by patients themselves could also
boost cost-effectiveness, but these questionnaires need to be
validated when applying them in an online environment, as
shown by Hollandare and colleagues[25]. In aclinical sample,
these authors compared the psychometric properties of online
versions of Beck Depression Inventory (BDI-II) and the
Montgomery-Asberg Depression Rating Scale—Self-rated
(MADRS-S) with the respective pen-and-paper versions. They
conclude that both of these tests can be effectively delivered
online, with the advantages of easy administration,
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dissemination, and data analysis. This, in turn, could both
strengthen patient self-management and enhance clinicians
knowledge, with apotential for improved clinical outcomesand
cost savings.

White and colleagues [26] conducted a systematic review to
assess the eff ectiveness of Web-based interventionsfor problem
drinking by college students and adults. They found small to
moderate effect sizes and conclude that Web-based interventions
may be of particular interest to groups less likely to access
traditional services, such as young people and women.

Of the contributors in this issue, two [27, 28] conducted
randomized controlled trials of problem drinking among
European young peopl e, thereby widening the geographic scope
of Web-based evaluation research of problem drinking beyond
the United States. Contrasting with the review findings of White
et a are those presented by Spijkerman and her coauthors
concerning a younger group (ages 15 through 20) than those
normally included in college trials [27]. Although the authors
did not find amain effect on drinking outcomes associated with
the Web-based intervention, it did appear to benefit males as
compared with femal esin the short-term. Bewick and colleagues
[28] evaluated the effectiveness of a personalized normative
feedback intervention for alcohol use among university students
at four ingtitutions, finding positive results consistent with those
obtained by White [26]. An interesting additional finding was
the favorable influence on drinking outcomes in the
assessment-only condition.

Parental skillswere assessed in a pretest-posttest study by Van
der Zanden and colleagues of a Web-based intervention aimed
at parents with psychological problems [29]. These authors
found improvement in parental competencies but no impact on
child well-being. They conclude that the latter outcome may be
attributable to the nonclinical baseline status of two thirds of
the children, leaving little space for clinical improvement.

Treatment Outcomes and Attrition

The high levels of study and treatment attrition (dropout) are
hot and debated issues in eHealth and e-mental health
intervention research, as exemplified by four papersin thisissue.
Applying theoretical considerations and empirical data, the
authors build further on what Eysenbach has labeled the “law
of attrition” [30].

Study dropout from eHealth interventions may not be random,
and, if not adequately addressed, dropout may lead to biased
estimations. Blankers and colleagues [31] provide an overview
of imputation techniques for handling missing data—highly
readable for nonexperts in statistics. They make use of data
from aprospective cohort study of 124 participantsin aself-help
course for problem drinking. They conclude that multiple
imputation techniques are best to avoid biased interpretations.

Nicholas and colleagues [32] studied predictors of treatment
adherence using data from a randomized clinical trial of an
online psycho-education program for people diagnosed with a
bipolar disorder, supplemented by subsequent qualitative
interviews with noncompleters about their reasons for
nonadherence. The authorsfirst contextualize online treatment
attrition arguing that, although high, it does not differ
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significantly from that in face-to-face psychotherapy. Predictors
of attrition identified by these authors, such as young age and
male gender, as well as better insights into participants needs
may aid in devising strategies to improve treatment adherence.

Mohr and colleagues [33] undertook a feasibility study in the
community to investigate how adherence rates for online
depression treatment, as well as the treatment outcome itself,
could be improved by using multimodal functionalities. They
used protocol-driven telephone coaching and Internet support
based on persuasive technology. Their results, though tentative
because of their single-arm design and small sample, revealed
a low attrition rate in this online intervention, decreased
depression scores, and high patient acceptability. In an
interesting observation from a self-management point of view,
they argue that the poorer moods associated with more intense
use of theintervention may reflect patients' titration of treatment
in accordance with their own needs.

Megli¢ and colleagues [34] conducted a feasibility trial of
primary-care depression treatment, investigating how
collaborative care and online self-management support could
improve medication adherence and lead to better clinical
outcomes. As in the Mohr study [33], Megli¢ and colleagues
found improved adherence rates, reduced depressive symptoms,
and greater patient satisfaction. Notwithstanding these positive
results, about one third of the sample reported drawbacks due
toissuesthat included practicability. The results of both studies
have prompted randomized controlled trials to investigate the
robustness of these pilot results.

Patient Self-management, Preferences, and
Acceptability

The importance of self-management is addressed directly or
indirectly in al papers in this issue. Nonetheless, empirical
knowledge about patients preferences for and usage of
Web-based interventions is still in its infancy. A study by
Proudfoot and colleagues sheds light on the acceptability to
patients of using mobile phones for the self-assessment and
self-monitoring of clinical progress [35]. Applying a
triangulation method, they conclude that those experiencing
mental health problems such as depression were particularly
interested in such an approach; those not interested mainly
disliked using mobile phones or feared alack of privacy.

Klein and colleagues assessed the preferences of 1214 people
aged 16 or older who used information websites on alcohol and
other drugs [36]. Easy search facilities, open access, and
validated content were highly valued by the users. Differences
in preference were associated mainly with age and educational
level.

Schrank and colleagues conducted semistructured interviews
toinvestigate Internet use among 26 peopl e with schizophrenia,
which may bethefirst such study conducted with mental health
patients [37]. The respondents used the Internet to obtain
information about their illness. Their Internet behavior
resembled that of peoplewithout mental health disorders, though
somewere liableto specific problems such as stimulus overflow.
Respondents believed the Internet had the potential to favorably
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change patients attitudes toward medication and their
relationships with doctors.

The guest editors would like to thank al of the authors, who
contributed their high-quality papers to thisissue. We are al'so
grateful to the reviewers for their helpful and pertinent
comments on the submitted papers. Last but not |east, we hope
the readers will enjoy this theme issue of IMIR. It shows that

Riper et al

Internet intervention research is clearly coming of age, though
it still faces many challenges. And we hope to welcome you all
to the fifth ISRII meeting in Sydney in 2011.

Theme I ssue Guest Editors: Heleen Riper, Gerhard Andersson,
Helen Christensen, Pim Cuijpers, Alfred Lange

JMIR Editor-in-Chief and Publisher: Gunther Eysenbach
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Abstract

Background: There has been a significant increase in the availability of online programs for alcohol problems. A systematic
review of the research evidence underpinning these programsistimely.

Objectives: Our objective wasto review the efficacy of onlineinterventionsfor alcohol misuse. Systematic searches of Medline,
PsycINFO, Web of Science, and Scopus were conducted for English abstracts (excluding dissertations) published from 1998
onward. Search terms were: (1) Internet, Web*; (2) online, computer*; (3) alcohol*; and (4) E\effect*, trial*, random* (where *
denotes a wildcard). Forward and backward searches from identified papers were also conducted. Articles were included if (1)
the primary intervention was delivered and accessed via the Internet, (2) the intervention focused on moderating or stopping
alcohol consumption, and (3) the study was arandomized controlled trial of an alcohol-related screen, assessment, or intervention.

Results. Theliterature search initially yielded 31 randomized controlled trials (RCTs), 17 of which met inclusion criteria. Of
these 17 studies, 12 (70.6%) were conducted with university students, and 11 (64.7%) specifically focused on at-risk, heavy, or
binge drinkers. Sample sizes ranged from 40 to 3216 (median 261), with 12 (70.6%) studies predominantly involving brief
personalized feedback interventions. Using published data, effect sizes could be extracted from 8 of the 17 studies. In relation to
alcohol units per week or month and based on 5 RCTs where a measure of acohol units per week or month could be extracted,
differential effect sizes to posttreatment ranged from 0.02 to 0.81 (mean 0.42, median 0.54). Pre-post effect sizes for brief
personalized feedback interventions ranged from 0.02 to 0.81, and in 2 multi-session modularized interventions, a pre-post effect
size of 0.56 was obtained in both. Pre-post differential effect sizes for peak blood acohol concentrations (BAC) ranged from
0.22 to 0.88, with a mean effect size of 0.66.

Conclusions:  The available evidence suggests that users can benefit from online a cohol interventions and that this approach
could be particularly useful for groups less likely to access traditional alcohol-related services, such as women, young people,
and at-risk users. However, caution should be exercised given the limited number of studies allowing extraction of effect sizes,
the heterogeneity of outcome measures and follow-up periods, and the large proportion of student-based studies. More extensive
RCTsin community samplesarerequired to better understand the efficacy of specific online alcohol approaches, program dosage,
the additive effect of telephone or face-to-face interventions, and effective strategies for their dissemination and marketing.
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Introduction

The World Health Organization (WHO) has estimated that there
are about 2 billion people worldwide who consume alcoholic
beverages and 76.3 million with diagnosable alcohol use
disorders[1]. Alcohol useisrelated to awiderange of physical,
mental, and social harms [1], with harmful use ranked as the
fifth leading risk factor for premature death and disability in
the world [2]. Alcohol is estimated to be responsible for 3.8%
of deaths and 4.6% of disability-adjusted life years lost
worldwide, costing more than 1% of the gross national product
of middle-income countries[3]. These disorders can negatively
impact on social functioning [4] and contribute to fatalities and
injuriesrelated to drinking and driving, reduced job performance
and absenteeism, aggressive behavior, and family and other
relationship conflicts [5]. Tragically, young people are
significantly affected, with 18 to 35 year olds having the highest
peak consumption and the greatest risk of short-term harm [6,7].

The size of the community-wide challenges posed by alcohol
consumption has triggered a substantial body of research into
brief, low-cost interventions. These interventions have
demonstrated efficacy [8] and informed the way in which
services are delivered at primary care and specialist levels.
However, there remains a need to engage people with risky
levels of drinking or low-level problems who are unwilling to
or smply do not seek assistance through traditiona health
services or self-help groups [8]. Compounding this issue is a
lack of health care professionalswho routinely deliver effective
interventionsfor alcohol misuse, especialy in rural and remote
areas[9,10]. Previous research on alcohol interventions by mail
or other bibliotherapy approaches have shown these delivery
methodsto be effective[11,12], but there are delaysin providing
timely support and feedback by mail unless these are used in
conjunction with telephone support.

In 2009 it was estimated that over a quarter of the world’s
population used the Internet [13], with 18 to 32 year olds
representing 30% of all adult Internet users[14]. Given that the
peak agefor binge drinking is 20 to 29 years[7] and that young
people are underrepresented in users of standard face-to-face
alcohol and other drug (AOD) specialist services, the Internet
could be an effective medium to engage this population. Infact,
14% of young adult Internet usersin the United States (18 to
29 year olds) have searched the Internet for information
concerning alcohol or drug problems[15].

Several interactive computer-based alcohol screening and
intervention programs have been developed to be delivered
either through stand-alone computers [16] or via the Internet.
Current Internet programs range from user-generated content
applications such as Web logs/blogs, Web-based instant
messaging technologies, or discussion boards (eg,
AlcoholHelpCenter.net [17]), to interactive software
applications. Even within interactive applications there is

http://www.jmir.org/2010/5/e62/

online treatment; online information

substantial  variability, from brief normative feedback
interventions [ 18] to multi-session modularized programs (eg,
AlcoholEdu [19]) and psychotherapy substance mediation
services involving a therapist [20,21]. Many of these program
applicationsinclude brief intervention strategies and educational
content based on a harm-reduction philosophy [22] and
motivational interviewing techniques that are presented in a
self-help workbook style [23].

Much of the published literature concerning online alcohol
interventions has been descriptive [24], providing general
information on program evolution, application, acceptability,
and usage [17,25]. Severa studies of problematic drinkers
confirm the acceptability of online acohol screening and
intervention [26,27], and usage data confirm that these types of
websites are accessed by numbers of users that would
overwhelm traditional face-to-face services. Linke et a [28]
reported that the al cohol-specific intervention website for heavy
drinkers, Down Your Drink, had an average of 1039 visits per
month (range 706 to 1541) or 34 visits per day (range 25 to 49),
with 1319 people from 41 countries registering with the online
program over a 6-month period.

Internet available AOD information and services have
considerable reach and are often accessed by populations who
do not necessarily access standard AOD services. For example,
over haf of the users of the 6-week Down Your Drink Internet
intervention were women [29] aswere 61% of individualswho
accessed the online self-assessment tool, Drinking Habit Test
[30]. One of the most commonly cited reasons for using online
AOD health resources has been their 24-hour accessibility [29]
unconstrained by geographic locale. Other reasonsinclude ease
of access to a computer, the anonymity and privacy afforded
by the medium, and not having to attend face-to-face meetings
[31,32].

The Internet is a medium that is increasingly being used to
deliver alcohol resources and services. In parallel with this has
been burgeoning research on the Internet’s impact, with an
increasing number of studies now being published in this area.
Itis, therefore, timely to assessthe current status of the efficacy
of online alcohol intervention programs to inform both the
clinical application of such interventions, as well as identify
directions for future research.

Method

Literature Search and Selection of Studies

Relevant articles published in English from 1998 up to and
including December 2009 were identified through electronic
searches of Medline, PsycINFO, Web of Science and Scopus
databases. The following terms were used in the search: (1)
Internet, Web*; (2) online, computer*; (3) alcohol*; and (4)
E\effect*, trid*, random* (where* denotestherel evant wildcard
for the database). Titles and abstracts of all potentially relevant
articles were independently reviewed for possible inclusion by
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3 of the authors (AW, HS, DK). Articles were included if (1)
the primary intervention was delivered and accessed via the
Internet (including password-protected sites), (2) theintervention
focused on moderating or stopping alcohol consumption, and
(3) the study was a randomized controlled tria of an
alcohol-related screen, assessment, or intervention. Unpublished
dissertations were not included.

Data Extraction and Analysis

Data extraction was carried out independently by 3 authors
(AW, HS, DK). The primary outcome measure employed in
this review was the number of 10-gram units of alcohol;
wherever possible, reported outcomes were converted into this
metric. Effect sizes were estimated using the pooled basgline
standard deviation [33]. Differences between posttreatment or
follow-up means of each group and their baseline mean were
obtained. The change score for the control group was subtracted
from the change score of the experimental group, and the result
was divided by the pooled standard deviation. Where afull set
of datawas not provided, the calculation of the pre-post effect
sizes between conditions employed the mean changes from
baseline to posttreatment and their associated standard

Figure 1. Study identification and analysis flow diagram

Potentially relevant studies identified
and screened for retrieval (n=31)

*.

Studies that met inclusion criteria
(n=17)

v

Studies where effect sizes could be
extracted (n = §)

Participants

Most studies that met inclusion criteria targeted university
students (12/17 or 70.6%), athough some recruited general
company employees [38,39] or community members [40-42].
While the university-based studies generaly involved
participants aged 18 to 25, in other studies, the median reported
age was 43.1 years. The size of recruitment pools and
participation rates varied substantially. This appeared to be
mediated in part by the study’s target population, the presence
of incentives, the marketing and recruitment strategy, and
whether participation was mandated (Table 1). In fact, Matano
et a [38] distributed 8567 invitations to achieve 316
preintervention surveys.

Study sample sizes ranged from 40 to 3216 (median 196) with
64.7% (11/17) of the RCTs targeting at-risk, heavy, or binge
drinkers. The percentage of females ranged from 27.6% to
77.9% (mean 54.5%, median 52%), which is substantially
greater than in most AOD clinics (Table 1).
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deviations. Where data was insufficient or not available in the
published paper or by contacting authors, studieswere excluded
from the relevant analysis.

Results

Description of Studies

Theliterature search identified 31 studies, 17 of which were of
online Internet a cohol intervention programsthat met inclusion
criteria (see Figure 1). After seeking clarification from the lead
authors of the respective papers, 2 studies[8,34] were excluded
from the analyses of effect sizes sincethe computer intervention
wasdelivered on anintranet platform rather than viathe Internet.
A third study by the same research group was included [35]
because the intervention was developed to be Web-based and
was delivered online albeit accessed in the course of this specific
study on student health clinic computers. Studies by Newton et
a [36] and Turrisi et a [37] were aso excluded from the
primary outcome analyses because they included significant
face-to-face components. Differential effect sizes were
calculated for 8 of the 17 identified randomized controlled trials
(RCTS).

Studies excluded if they were not
B.CTs or the primary intervention was
not delivered directly through the
Internet (n = 14)

I nterventions

Of the studies that met criteria, 70.6% (12/17) evaluated the
impact of brief personalized feedback, and 41.2% (7/17)
examined an online multi-module information/education
treatment (often incorporating personalized feedback). Control
groups typically received psychoeducational resources (10/17
or 58.8%) or completed an online assessment.

Duration of Trials

Posttreatment assessments were conducted anywhere from 1
week to 12 months posttreatment, with several studies
conducting assessments at multiple time points. Across the 17
studies, 7 (47.1%) had amaximum follow up period of amonth,
4 (23.5%) had a maximum 3-month follow up, and 3 (17.6%)
followed participantsto 6-months post intervention. Only Kypri
et a [35] employed a 12-month follow up.

Reported retention ratesin theintervention groups ranged from
38.9% to 100%, and in controls, from 33.4% to 100%. Median
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reported retention in the treatment condition was 83.4% at 1
month, 74.5% 3 months, and 74.5% at 6 months. In control
groups, the median retention rates at the same time points were
80%, 70.4%, and 74.9%. The Kypri et a study [35] reported
12-month retention rates of 83.5% for the intervention group
and 86.3% for the control condition.

Several studies reported only combined retention data. The
studies by Doumas and Hannah [39] and Doumeas et a [43]
reported 1-month whole sample retention rates of 63.3% and
88.2% respectively, with the Walters et al [23] study reporting
retention rates of 71.7% at 2 months and 77.4% at 4 months.
The Motano et a [38] study reported whole sample retention
rates of 83.8% at 3 months.

Outcomes

A wide variety of outcome assessments were employed across
the studies with all studies including some measure of alcohol
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consumption (eg, unit grams of alcohol, number of standard
drinks, or blood acohol concentrations) in relation to either a
typical drinking occasion or when the greatest amount was
consumed on a single occasion. In many cases, the measure of
frequency of alcohol consumption used was either 4 or more or
6 or more drinks per occasion or drinking to intoxication.
Quantity and frequency measures related to a designated
assessment period (a typical week, the previous week, 2 or 6
weeks, or up to the last 12 months). Several studies assessed

acohol usein relation to specific events (eg, 21% birthdays[44],
homecomings, holidays, or pub nights [45]). A number of
studies included measures of personal, social, sexua, or legal
consequences of drinking [34,36,46,47], protective factors[45],
alcohol-related knowledge [19,36], readiness to change
[40,45,48], intention to seek help [48], drinking related
self—efficacy [46], or outcome expectancies [36,46].
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Table 1. Characteristics of online alcohol-related randomized controlled trials

Author Recruitment Pool Descriptionand Size  Descriptionand Size  Age Reported Mean  Percent Female
of Intervention of Control Group (SD) and/or Range Gender
Group (Years)
Bewick et al [49)2 University students recruited througha  Personalized norma-  Assessment only Mean21.3(SD 3.7) 69
student experience survey tive feedback n=272
n=234

Chiauzzi et a [45]° 2™ and 4" year university studentsfrom MyStudentBody, a  Alcohol and You,a  Mean19.9(SD 1.6) 54

5 collegeswho respondedtolocal adver-  Websitethat pro-  website that pro-
tisement and subsequently screened as videsmotivational  vides educational

binge drinkers feedback and alco-  material only
hol-related resources |, = 134
n=131
Croom et a [19] All incoming 1% year university students  Participant survey,  Survey and knowl- 18024 49.1
knowledge test, and  edge test
online course n= 1608
n = 1608
Cunningham et al Problem drinkersidentified througha  Web-based personal- List of alcohol educaz Mean 40.1 (SD 13.4) 47
[41] b general population telephone survey ized feedback (ap-  tion resources
proximately 10min- |, = g3
utes)
n=92
Doumasand Hannah  Workplace employeesof 51ocal compa- (1) Web-based feed-  Assessment only 18t0 24 73
[39]° nies back (approximately |, = 73
15 minutes)
n=:60

(2) Web-based feed-
back and motivation-
d interviewing

n=:63
Doumas et a [43] University students mandated for alcohol  Web-based personal-  Web-based educas  Mean 19.2 (SD 1.33) 27.6
counselling ized normativefeed- tion (approximately 18to 24
back (15 minutes) 45 minutes)
n=46 n=31
Hester et al [40] Newspaper advertisement recruiting Online acohol edu- Accesstoonlinea- Intervention group 56
heavy drinkers cation resourceand  cohol educationre-  mean 48.7; control
Web-based alcohol  sources group mean 52.1
moderation program |, = 44
n=40
Hustad et a [47]>9 1% year university students (1) AlcoholEdu, 3-  Assessment only Mean18.1(SD0.3) 51
hour modularized |, = o5
program
n=26
(2) Alcohol
eCHECKUPTOGO
(eCHUG), 20-
minute personalized
normative feedback
program
n=31
Kypri et a [50]b .I—le.avy.drinking university studgnts ma- Web-based motiva-  Screening only Mean 19.7 (SD 1.8), 45.3
joring in psychology and attending uni-  tional assessment = 1184 171024
versity health care and personalized
feedback (10 to 15
minutes)
n=1251
http://www.jmir.org/2010/5/e62/ JMed Internet Res 2010 | val. 12 | iss. 5 [e62 | p.14
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Author Recruitment Pool Descriptionand Size  Descriptionand Size  Age Reported Mean  Percent Female
of Intervention of Control Group (SD) and/or Range Gender
Group (Years)
Kypri et a [35]b Undergraduate university stut_ients, who (1)_Mu|t_idose mqti- Information pam- Mean 20.1 (SD 2.2), 52
scored = 8 on Alcohol Use Disorders  vationd intervention  phlet 1710 29
Identification Test (AUDlT) n=145 n=146
(2) Single dosemoti-
vational intervention
n=138
Matano et al [38] Workplace employee website Full individualized  Genera information Mean 39.9 (SD 11.3) 77.9
feedback regarding  regarding alcohol
dcohol risk, informa and limited individu-
tionregarding alco-  alized feedback re-
hol use, and feed- garding stress and
back regarding stress  coping
and coping n not specified
n not specified
Moore et al [51] Convenience sampleof 1% year universi- eb-based binge-  Correspondence- Mean 21.7(SD 0.2), 57.8
ty students enrolled in 3 college courses Qri nking interven- based bi nge_dri nk- 18t025
tion ing intervention
n=59 n=57
Neighborset a [44]b Univergity sIudentstur_ning 21 du_ring 2 Web—based personal-  Assessment only 20 year olds 51.1
academic quarterswho intended drinking  ized feedback n=145
2 or more drinks on their birthday n=150
Riper et a [42]° Advertisementsin national newspapers  Web-based multi-  Online psycho-edu-  181to 65, intervention 49
and health-related websitesrecruiting ~ component Cogni-  cational alcohol use  group mean 45.9 (SD
adult problem drinkers tive Behaviour Ther-  brochure 8.9), control group
apy self-helpinter- =131 mean 46.2 (SD 9.2)
vention
n=130
Saitz et al [48] 1% year university studentsidentified as Extensiveindividual-  Individualised mini- 18 and over 63.7
engaging in hazardous alcohol use (> 8  1zed brief feedback  mal brief interven-
on AUDlT) intervention tion
n=324 n=326
Walters et a [23] 1st year university students assessed eCHUG, personal-  Assessment only Not specified 48.1
within the study as “at risk” drinkers ized normativefeed- |, ot specified
back program (20
minutes)
n not specified
Weitzel et a [46] University students who self-identified  Onlinedaily diary ~ Online daily survey Mean 19.2, 18 and 55

as drinking more than 1 once of alcohol
per week recruited through emails and
on-campus advertising

and individualized
tailored messages

n=20

n=20

over

8 shown are baseline sample size and data. Data shown for this study in Tables 2 include only participants available at posttreatment.

b | ntention-to-treat anal ysis was conducted on some or all measures.

€ This study included a second intervention condition which consisted of Web-based feedback aswell as motivational interviewing (M1). However, the
motivational interviewing component was delivered face-to-face rather than viathe I nternet and, therefore, the effect size datafrom the second intervention
condition is not included in calculations of mean effect sizes.

d Completion of Alcohol Edu program was a university-wide administrative requirement.

Effects of I nterventions

Alcohol Units

Based on 5 RCTs [41-43,47,49] where a measure of alcohol
units per week or month could be extracted, differential effect
sizes to posttreatment ranged from 0.02 to 0.81 (median 0.54)
(Table 2). Using the full samples of participants, the mean

http://www.jmir.org/2010/5/e62/

differential effect size was 0.42. If only identified problem
drinkersin the Cunningham study [41] areincluded (rather than
thefull sample dataset), the effect sizeroseto 0.47. The pre-post
differential effect sizefor brief personalized feedback programs
[41,43,47,49] ranged from 0.02 to 0.81 (mean 0.39, median
0.33), and for the multi-session modularized programs of Riper
et a [42] and Hustad et a (AlcoholEdu) [47], a pre-post
differential effect size of 0.56 was obtained in each case.
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Employing Cohen’s effect size evaluation benchmarks[52], the
effects on alcohol units consumed were generally in the small
to medium range. A notable exception was the study by Hustad
and colleagues [47] undertaken with a college sample. That
study examined the effectiveness of 2 of the most commonly
used electronic interventions for heavy drinking in college
students: AlcoholEdu, an education style multi-session
modularized Internet program, and Alcohol eCHECKUP TO
GO (eCHUG), an intervention based on personalized normative
feedback. In relation to peak drinks per occasion per month, the
eCHUG personalized normative feedback intervention resulted
in alarge differential effect size (0.81).

Only 1 RCT allowed extraction of a follow-up effect size on
alcohol units. The examination by Cunningham and colleagues
[41] of the online CheckYourDrink.net website (10-minute
online normative and alcohol severity feedback) resulted in a
small differential effect size of 0.23 for the full sample at the
6-month follow up. When only the datafrom identified problem
drinkerswasincluded, amoderate differential effect size (0.43)
was obtained.

Blood Alcohol Concentrations

Pre-post dataon peak blood alcohol concentrations (BAC) were
availablefrom 2 RCTs[44,47] (Table 3) and resulted inamean

Table 2. Randomized controlled trials of online alcohol interventions

White et al

differential effect size of 0.66. The personalized normative
feedback program of Hustad et a [47] for eCHUG and that of
Neighbors et al [44] achieved differential effect sizes of 0.87
and 0.22 respectively. Interestingly, the eCHUG intervention
produced a BAC effect size (0.88), comparable to that of the
more extensive modularized 3-hour online alcohol program,
Alcohol Edu tested in the same trial.

Other Outcome Measures
Differential effect sizes were extracted from 5 RCTs

[39,43,44,49,51] in relation to number of drinkson 21% birthday
[44], units of alcohol per occasion [49], peak consumption
[39,43], frequency of drinking to intoxication [39,43], or 30-day
quantity of alcohol use [51] (Table 3). Most studies obtained
small effect sizes on these measures. However, of note is the
Moore et a [51] study that employed a control group that
differed from the intervention group primarily in mode of
delivery (via postal services) rather than in key content. In this
study, there was a greater fall in 30-day quantity of alcohol use
(number of drinks per occasion) for postal delivery than for
Internet delivery (differential effect size=-0.26). This, however,
reflected higher consumption by the postal control group at
baseline (mean 3.15 vs mean 2.49): Posttreatment alcohol
guantities were comparable across the groups (postal 2.51,
Internet 2.53).

Study Treatment Group

Control Group

(or Treatment Group 1 if More Than One Group)

Correctionfor n Mean Mean Meanat n Mean Mean Meanat Pre-Post Pre-Follow Up
Alcohol Units? (SD) (Sb) Follow (Sb) (SD) Follow Effect  Effect Size(d)
Pre Post Up Pre Post Up Size (d)
Bewick et al [ 49]b 0.80 138 b 9.62 179 b 11.88 0.02°
(10.86) (14.9
Riper et a [42)° 1.00 130 437 2g.7d 131 435 40.69 0.56
(21.0) (22.3)
Doumas et a [43]° 1.40 46 11.42 6.8 31 9.86 8.1 0.33
9.2 (5.43) (742) (8.27)
Hustad et al [47] 1.40 26 89 11.0 24 9.28 18.14 0.56
11.62 15. 12.4 17.2
(1) AlcoholEdu®® (11.62) (1554 (124)  (17.29)
Hustad et al [47] 1.40 30 124 104 24 9.28 18.1 0.81
(2) eCHUGE® (14.29) (11.09) (124) (17.25)
Cunninghamet a [41], full  1.36 92 18.9 14.96 15.1 93 16.18 155 15.64 0.23 0.23
sample® (1482) (12.38) (121) (13.7) (1400 (140
Cunningham et al [41], 1.36 35 30.6 20.54 21.76 37 2598 25.02 24.34 054 0.43
problem drinkers only (17.14) (1523) (16.2) (16.3) (16.73) (17.0)

@ The table displays means in 10-gram alcohol units. Calculations use stated drink sizes where available. Where a paper referred only to numbers of
drinks, these were adjusted using national “standard drink” sizes[53]. Alcohol units calculated per week unless otherwise stated

b Baseline data presented by Bewick et al [49] isnot from the posttreatment sample. The pre-post difference is based on the mean differences and related
SDs from baseline to posttreatment. Analysesin that study were based on transformed data.

¢ Means were calculated using identified comparisons.
9 post SDs were not reported.
€ Units of alcohol reported are per month.
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Table 3. Randomized controlled trials of online acohol interventions: Effect sizes (d) obtained across blood alcohol concentrations and other

acohol-related measures

Study and Outcome Measure Treatment Group Control Group
(or Treatment Group 1 if More Than One
Group)
n Mean (SD) Mean(SD) n Mean (SD) Mean(SD) Pre-Postd
Pre Post Pre Post
Hustad et al [47] (1) Alcohol Edu, peak BAC 26 0.08 0.08(0.09) 24 0.07 0.15(0.15) 0.88
(0.10) (0.08)
Hustad et al [47] (2) eCHUG, peak BAC 30 0.08 0.08(0.08) 24 0.07(0.08) 0.15(0.15) 0.87
(0.10)
Neighbors et a [44], peak BAC on 21st birthday ~ 150 0.11(0.10) 0.10(0.11) 145 0.12 0.13(0.13) 0.22
(0.11)
Neighbors et a [44], number of drinks on 21st 150 7.23(5.29) 6.4(6.13) 145 7.14(5.12) 7.00(557) 013
birthday
Bewick et al [49], units per occasion 138 a 6.77 (454) 179 a 7.84(5.78) (o032
Doumas and Hannah [39], frequency of drinking 60 1.44(2.06) 0.85(1.63) 73 119 1.02(1.88) 0.22
to intoxication (ie, number of times drunk or high (1.70)
from acohol) during the past 30 days
Doumas and Hannah [39], peak acohol consump- 60 512(5.36) 355(391) 73 415(4.80) 3.98(4.70) 0.28
tion (number of drinks consumed on the occasion
on which theindividua drank the most in the pre-
vious month)
Doumas et al [43], peak acohol consumption 46 877(453) 6.95(392 31 6.21(2.77) 5.88(3.07) 0.38
(number of drinks consumed on the occasion on
whichtheindividual drank the most in the previous
month)
Doumas et al [43], drinking to intoxication (ie, 46 0.84 0.68 (0.47) 31 0.79(041) 0.71(0.46) 0.21
number of times drunk or high from al cohol during (0.37)
the past 30 days)
Mooreet al [51]b, 30-day frequency of alcohol use 93 474(5.82) 3.68(4.95) 47 538(5.83) 502(4.94) 012
Moore et a [51]b, 30-day quantity of alcohol use 53 249(255) 253(233) 47 3.15(2.6) 251(2.33) -0.26

(number of drinks per occasion)

4Baseline data presented by Bewick et al [49] is not from the posttreatment sample. The pre-post differenceis based on the mean differences and related

SDs from baseline to posttreatment. Data presented here are not transformed

b This study’s control group differed primarily in mode of delivery (viapostal services) rather than in key content.

Discussion

Review of Findings

Internet interventions offer an alternative, accessible treatment
option for people with acohol-related problems. Their
effectiveness, however, has not been systematically evaluated.
To date, there have been a limited number of published RCTs
of online acohol interventions. The majority have been
conducted with university or student populations and have
employed arange of incentives and inducements to achieve an
acceptable participation and retention rate. These groups tend
to be young (early 20s) with a predominance of females. Given
the high rates of binge drinking in this age group [7] and the
fact that young people—particularly females[54]—areunlikely
to access traditional face-to-face services, engagement of these
studentsis an important achievement. However, caution should
be exercised in generalizing from these findings, as student
samples may not be representative of the general community

http://www.jmir.org/2010/5/e62/

RenderX

on motivation, reading level, computer and Internet access, and
computer literacy, among other factors.

The brevity of intervention descriptionsin the published papers,
variable intervention uptake and completion rates, and the
heterogeneity of outcome measuresand follow-up periodsacross
studies impede the ability to generalize about the efficacy and
utility of Internet-based interventions for alcohol use. Overall,
online alcohol interventions (whether only involving brief
personalized feedback or comprising multiple modul es) appear
to bring about small but meaningful differential reductionsin
10-gram a cohol units consumed, blood a cohol concentrations,
and a range of other alcohol-related measures. In particular,
they appear more efficacious than assessment alone or general
education about alcohol.

Of studies published to date, 3 stand out. Hustad and colleagues
[47] undertook the only study to produce a large differential
effect size (greater than or equal to 0.80) for the treatment group
relative to the control. That study examined the effectiveness
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of 2 of the most commonly used electronic interventions for
heavy drinking in college students: Alcohol Edu, an education
style Internet program, and Alcohol eCHECKUP TO GO
(eCHUG), an intervention based on personalized normative
feedback. However, caution should be exercised in interpreting
these results as 35% of the invited participants did not consent
or respond to the invitation to participate in the study.

Moore and colleagues[51] compared the efficacy and feasibility
of a binge drinking prevention program for college students
delivered via the Internet or via postal mail. Both modes of
delivery were efficacious in reducing drinking of studentswho
were binge drinking at baseline, but there was no significant
difference in outcome between the 2 delivery modes except for
30-day quantity of alcohol use, where the postal intervention
was associated with a greater reduction but a similar
posttreatment mean. Replication in samples with more
comparable baseline scores is needed.

Thetrial of Riper and colleagues[42] isalso worth highlighting.
That study tested a multi-component, self-help intervention for
problem drinkers. A moderate pre-post differential effect size
on 10-gram al cohol units consumed per week was achieved. At
posttreatment, 17.2% of the intervention group had reduced
their drinking levels to within Dutch guidelines for low-risk
drinking compared with 5.5% of control participants. Decreases
in mean weekly acohol intake (15 units per week) were
substantially greater than those in the control group (2.9 units
per week). However, only 45.4% of intervention participants
made use of the onlineintervention, and only 51.1% of controls
used the psychoeducational brochure.

Conclusions

Implications for Research.

The use of online interventions for the treatment of
alcohol-related problems requires more extensive research to
establish the clinical appropriateness and usability of online
health technologies [29], especialy in nonstudent contexts.
Given the potentia benefit of these interventions for
cost-effective delivery of interventions to large numbers of
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people, future research should incorporate economic analyses.
As suggested by Copeland and Martin [24], the rigorous
evaluation of onlineinterventions would encourage their wider
implementation and dissemination and increase their impact on
public health and related service costs.

A dignificant challenge for this field is that advances in
equipment, connectivity, and software capabilities are occurring
much more rapidly than the evidence base can be fully
established. In this context, recommendationsfor practice must
necessarily rely to some extent on anal ogies from evidence that
has been obtained on similar interventions using older forms of
delivery. However, transfer of interventions to new modes of
delivery run the risk of losing the key effective ingredients. It
remains important that researchers respond rapidly to new
technological advances, adapting treatments and routinely
conducting trials to ensure that effects on alcohol use are
retained.

As with all remotely delivered interventions, engagement of
participants remains an issue. Internet-based interventions are
likely to have greater reach if they are interfaced with targeted
marketing campaigns or are embedded in routine primary care.
Further research on the most effective marketing and widespread
dissemination of these interventionsis required.

Implications for Practice

Whilethe current research evidence is fragmented and requires
greater methodological rigor, it suggests that problematic or
at-risk users may benefit from online alcohol interventions and
that they may be a useful preventative and first step for groups
such as women or young people who may not otherwise access
more traditional AOD health services. Our confidence in these
interventions is boosted by decades of research on
bibliotherapies [55] and face-to-face interventions for alcohol
use, including robust evidence in favour of brief interventions
[56]. While further randomized controlled trials are required,
there is sufficient evidence to suggest that standard health
services and community campaigns eval uate and deploy online
alcohal interventions to address al cohol-related problems.
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Abstract

Health disparities are a persistent problem worldwide. A major obstacle to reducing health disparitiesis reliance on “consumable
interventions,” that is, interventions that, once used, cannot be used again. To reduce health disparities, interventions are required
that can be used again and again without losing their therapeutic power, that can reach people even if local health care systems
do not provide them with needed health care, and that can be shared globally without taking resources away from the populations
where the interventions were developed. This paper presents the argument that automated self-help evidence-based Internet
interventions meet the above criteriaand can contribute to the reduction of health disparities worldwide. Proof-of-concept studies
show that evidence-based I nternet interventions can reach hundreds of thousands of people worldwide and could be used in public
sector settings to augment existing offerings and provide services not currently available (such as prevention interventions). This
paper presents a framework for systematically filling in a matrix composed of columns representing common health problems
and rows representing languages. To bring the benefits of evidence-based Internet interventions to the underserved, public sector
clinics should establish eHealth resource centers, through which patients could be screened online for common disorders and
provided with evidence-based Internet intervention services not currently available at the clinics. These resources should be
available in the patients’ languages, in formats that do not require literacy, and that can be accessed with mobile devices. Such
evidence-based Internet interventions should then be shared with public sector clinics as well as individuals anywhere in the
world. Finaly, this paper addresses sustainability and describes a continuum of evidence-based Internet interventions to share
nationally and across the world. This approach to expanding health service delivery will significantly contribute to a reduction
of health disparities worldwide, adding to the often-quoted slogan, “ Think globally, act locally,” athird line: “ Share globally.”

(J Med Internet Res 2010;12(5):€60) doi:10.2196/jmir.1463

KEYWORDS

Internet; online treatment; prevention; clinica trials; health disparities; consumable interventions; smoking; depression; public
health; evidence-based; Internet interventions

(Clara Luz Vadivia de Mufioz) informed him that the family
was going to immigrate to the United States of America. His

father (Luis Alberto Mufioz Camino) had a primary school
A Personal Commmt . education, hismother had completed high school, and they now
The author’s commitment to using the Internet to help reduce  \; onted their children to attend university. Not being able to
disparities worldwide stems in part from his persond  4trord such in Peru, they were seeking the educational and
background. Hegrew upinasmall community named Chosica,  economic opportunitiesavailablein the United States. The plan,
40 kilometers east of Lima, Peru. When hewasten, hismother i mother said, was for them to return to Peru after obtaining
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auniversity education and share their knowledge with the people
in Peru. Asisoften the case with immigrants, they did not return
to live in their country of origin. But the mission she ingtilled
in the author of sharing knowledge with as many people as
possible remains an essential part of his motivation as a
professional .

There are thousands of communities like Chosica throughout
the world. The Internet provides an efficient conduit to convey
to such communitiesthe most effective preventive and treatment
behavioral interventionsin theform of evidence-based Internet
interventions [1,2].

Objective

Described below are 5 types of Internet interventions. Theleast
costly to sustain are automated self-help Internet interventions
(without additional guidance by online, phone, or in-person
providers). The author’'s experience conducting randomized
controlled trials of such interventions with individuals from
anywherein theworld has provided proof of concept regarding
the effectiveness of such interventions for smoking cessation.
This paper builds upon this experience and asks the reader to
imagine how the use of evidence-based Internet interventions
for this and other health problems could contribute to the
reduction of one aspect of health disparities, namely, having
inadequate or no access to evidence-based interventions.

Reliance on Consumable I nterventions Limits Access
to Health Care

Thereare over 1.1 billion smokers[3], over 121 million people
with clinical depression [4], and over 76 million people with
alcohol use disorders [5]. We will never train enough health
care providers to administer adequate health care for all who
need it if we continue our reliance on “consumable
interventions,” that is, interventions that, once used, cannot be
used again. For example, adose of medication can only be used
once; thetime spent treating a patient cannot be used ever again
to treat another patient.

To reduce health disparities, we need interventions that can be
used again and again without losing their therapeutic power,
that can reach people even if local health care systems cannot
or will not provide them with needed health care, and that can
be shared widely without taking resources away from the
populations where the interventions were devel oped.

Evidence-based Internet interventions meet &l these
qualifications. Evidence-based Internet interventions are
empirically tested online methodsto changeindividual behavior
to prevent or ameliorate health problems. Medications are the
active ingredient in many medical interventions; information
intheform of “behavioral prescriptions’ isthe active ingredient
in Internet interventions. Both can be standardized, evaluated
using randomized controlled trials, and disseminated globally
aslong as users have funds to buy the medication or access the
Web. Both can be used cross-culturally, as long as they are
provided in alinguistically and culturally acceptable manner.

A major advantage of fully automated self-help Internet
interventions is cost. Bringing a medication to market costs
hundreds of millions of dollars[6] while devel oping an Internet
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intervention may cost as little as a few thousand dollars for a
simplesite, or, at most, several hundreds of thousands of dollars.
Costs of testing a site in randomized controlled trials may run
in the hundreds of thousands of dollars but, in general, require
many fewer dollars per trial participant than face-to-face
interventions. The differences in per-person costs of
administering the intervention are even moreimpressive: adose
of amedication has aminimal cost even when bought in large
quantities; the marginal cost of providing aself-help automated
Internet intervention to one additiona user eventualy
approaches zero. The cost of hosting the site remains a steady
expense, of course, but, after the server has made the site
availableto say, 50,000 users, the cost of serving one more user
becomes negligible. Thismakesit possibleto sharethe sitewith
people worldwide, without taking anything away from the
communities where the intervention was devel oped.

Imagine: How Evidence-Based Internet
Interventions Could Contribute to
Reducing Health Disparities

Transcending Space and Time

There are health interventions that can transcend space.
Traditional telemedicine consultation, for example, can connect
aspecialist with aprimary care provider and a patient anywhere
in the world. However, the time spent with a patient in another
locale is time that is not being used to serve patients locally.
Internet interventions transcend both space and time: they can
be used simultaneously anywhere in the world, and they can be
used again and again, at atime of the person’s choosing, even
if the specialistswho devel oped and tested the siteare no longer
active professionaly or even no longer dive. In this sense,
Internet interventions transcend both space and time.

How Public Sector Clinics Could Use Evidence-Based
Internet Interventions

Internet interventions could help extend health services to
patients who are experiencing disparities in terms of care.
Imagine that a Spanish-speaking patient who does not speak
English arrives at San Francisco General Hospital. She is
provided with amobile device or directed to an eHealth resource
room to be screened in her own language for the most common
health problems (ideally using audio and video, should she not
be able to read). The results would be printed in her own
language and her providers’' language (in this case, Spanish and
English). If she meets criteriafor major depressive episode, her
physician might prescribe antidepressants and recommend
cognitive-behavioral therapy for depression. If there are no
cognitive-behavioral therapists who speak Spanish available,
the patient could receive a cognitive-behavioral Internet
intervention for depression in Spanish either at the eHealth
resource room or, preferably, viaamabile device she could take
home. Once such an intervention has been devel oped and tested
at San Francisco General Hospital, it could be shared via the
Web with any clinic anywhere in the world. A similar vignette
could be described with a Quechua-speaking person going to a
public sector clinicin Lima, Peru, or aL aotian-speaking patient
at an Amsterdam clinic.
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Live health care providers should not be replaced by Internet
interventions, even evidence-based I nternet interventions. Doing
so would be a travesty. Each person who needs health care
anywhere in the world should ideally be provided with a
physician, nurse, psychologist, and so on, who are well trained
to provide evidence-based interventions. Until this has been
achieved, we should provide people with someintervention that
is effective rather than not providing anything. Evidence-based
Internet interventions are, a minimum, a temporary stopgap
measure to provide needed interventions where none are
available now. However, it will likely take many lifetimes, if
ever, before adequate health care becomes accessible to all.
Thus, efforts aimed at developing, testing, and disseminating
nontraditional interventions to expand health services delivery
areagood use of professional time and are sure to benefit large
numbers of people[7]. Studying the comparative effectiveness
of these interventions, including Internet interventions, for
specific health problems in specific populations, would bring
empirical evidence to bear on how best to utilize such
interventions.

Addressing Unmet Needs
Internet interventions can be used:

«  When no other interventions for specific health problems
are available

«  Whilepatients are on waiting lists, for example, during the
weeks between being referred for treatment and thetime a
dot is open for asmoking cessation group or a depression
group

« During routine treatment, as an adjunct, for example,
offering an Internet cognitive-behavioral intervention asan
adjunct to pharmacotherapy for depression offered in a
primary care clinic

«  After treatment, to prevent relapse or recurrence

«  For patients who cannot travel to clinics due to distance,
physical limitations, time limitations, or economic
limitations
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«  For patientswho fear stigmaif they cometo amental health
clinic

- For patients whose providers do not speak their language

« To extend hedlth care beyond treatment into prevention

Beyond Treatment: Providing Preventivel nterventions

TheInstitute of Medicine (IOM) of the United States of America
has published two reports on the prevention of mental,
emotional, and behavioral disorders; one, in 1994 [8] and the
second, in 2009 [9]. These reports call for changes in health
care policy to include prevention as a routine offering.
Preventive interventions have been shown to reduce the
incidence (that is, the number of new cases) of mental,
emotional, and behavioral disorders. Health care systems
currently spend most of their resources on treatment. They do
this to reduce the prevalence of disorders, that is, the total
number of cases of illness. However, one way to reduce
prevalence is to reduce incidence, that is, the number of new
cases. To reduceincidence, effective preventive programs must
be provided. Health care administratorsarein adilemma. Facing
limited budgets, they often find it hard to channel funds into
prevention when they feel they are not providing adequate
treatment services. Could Internet interventions help?

The 1994 IOM report argued that it is important to define
prevention as interventions that occur prior to the onset of the
targeted disorder (see Figure 1). Individuals with the disorder
need to be identified and provided treatment. Once the acute
phase of the disorder has abated, maintenance interventions
should be provided to prevent relapse or recurrence or to provide
rehabilitation services to reduce the sequelae of the acute
episode. Prevention is itself divided into 3 levels: universal
interventions for entire populations, selective interventions for
subgroups at higher risk because of characteristics that are
known to increase incidence (eg, poverty, trauma, or loss of a
loved one), and indicated interventions for individual s showing
early signs or symptoms of the targeted disorder but not yet
meeting diagnostic criteria.
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Figure1l. Themental healthintervention spectrum [9] (Reprinted with permission from Preventing Mental, Emotional, and Behavioral Disordersamong
Young People: Progress and Possibilities, 2009, National Academy of Sciences, by the courtesy of the National Academies Press, Washington, DC.)

Case Identification

Promotion

Let's look at a specific disorder. There are now many studies
showing that prevention interventions can significantly reduce
the number of new cases of major depression [10]. Yet, these
interventions are not routinely offered. Even where preventive
interventions have been developed and tested, once research
funding ends, the institution generally does not fund ongoing
prevention services. However, if the preventive intervention
were an Internet intervention, maintaining the site onlinewould
not only provide access to the intervention (as tested) for the
local setting, but for thousands or even hundreds of thousands
of people who would otherwise not receive the benefit of
preventive interventions.

Are Evidence-Based I nternet | nterventions Effective
in Real World Settings?

The argument presented thus far assumes that Internet
interventions can be effective. Is there evidence for such a
claim?lsaac Marksand colleagues have reviewed an impressive
collection of studies that support the contention that
computer-assisted therapeutic interventions can, in fact, be
effective [11,12]. Formal meta-analyses of the literature have
also shown evidence of effectivenessfor many health problems
[13,14]. Morerecent reports continue to show empirical support
for the effectiveness of Internet interventions [15,16] and their
potential for both prevention and treatment [17,18]. Several
articles have addressed the scientific foundation of Internet
interventions [19-24].

The Latino Mental Health Research Program of the University
of California, San Francisco, at San Francisco General Hospital,
began work in this area in 1998. Until then, we had been
developing and testing face-to-face individual and group

http://www.jmir.org/2010/5/e60/

interventions for the prevention and treatment of depression
and for smoking cessation in English and Spanish, while some
had been developed in Chinese as well. Our manuals, designed
totrain and help providers administer prevention and treatment
interventions with fidelity to the intervention protocol as
designed, are available at the UCSF/SFGH Latino Mental Health
Research Program website [25] at no charge to anyone who
wants to use them. We have had thousands of downloads of
these materials. They are used in several countries and have
been tested in randomized control trials in many settings with
success [1]. However, a health care provider is needed to
administer theseinterventions. Even where there are providers,
clinicianstend to “drift” away from the treatment protocol due
to time constraints, theoretical predilections, lack of experience,
or smple human error [26]. Thus, even manualized interventions
are often not provided as tested in randomized control trials.

Concerns that many communities have no access to trained
professional s to administer our manuals prompted our group to
begin experimenting with creating automated self-hel p Internet
interventions and testing them in randomized control trials
conducted on the Web. Thus, the intervention is tested exactly
as it will be provided after the trial ends. This eliminates the
problem of “drift.” In addition, the intervention is designed to
be used directly by the individual and does not require the
availability of a health care provider. Nor does this approach
require the difficult negotiationsinvolved in trying to convince
regional, national, or international health care systems to
institute empirically supported services.

We began our research on evidence-based I nternet interventions
with smoking cessation interventions to determine whether we
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could “match the patch,” that is, obtain abstinence rates
comparable to those found for the nicotine patch. Randomized
trials comparing placebo patches with nicotine patches have
found 6-month quit rates of 5% to 8% for placebo patches and
14% to 22% for nicotine patches [27]. Because of the
well-known problem with attrition in Internet studies [28], we
used the conservative “ missing = smoking” conventioninwhich
a participant who does not provide data is assumed to be
smoking. Using this convention, we have obtai ned 6-month quit
rates as high as 26% [2] and 12-month quit rates of 20% [29].
Our trials thus far have involved over 60,000 consenting
smokers from over 200 countries (for a report on the reach of
one of our trials, see[30]). But well over 600,000 visitors have
come to the site, where they can download our Guide to Stop
Smoking without having to join the study. We have been able
to recruit people worldwidewith the hel p of a Google grant that

Mufioz

allowsusto post “sponsored links’ (ie, Google ads) onitssearch
engine, in English and in Spanish, all over the world.

A Proposal to Create a Central Exchange
for Evidence-Based Internet Interventions

Our smoking cessation trials are proof of concept for how
evidence-based Internet interventions can provide health
interventions worldwide. The Latino Mental Health Research
Program established the University of California, San
Francisco/San Francisco General Hospita Internet World Health
Research Center in 2004. Our goal isto systematically develop
and test evidence-based Internet interventionsto fill in amatrix
of evidence-based | nternet interventionsfor health problems by
languages (see Table 1).

Table 1. Matrix for systematic development of evidence-based Web interventions: health problems by languages (our goal isto fill this matrix)

Diabetes Obesity Additional Health Problems

Smoking Depression Pain
English
Spanish
Chinese
Arabic
Portuguese

Additional languages

This grid is infinitely expandable and will require the
contributions of many health expertsfor the foreseeable future.
A third dimension to the grid could represent specific
subpopul ations (men and women, young and old, diverse ethnic
groups, preliterate and well-educated, rich and poor, and so on).

Once evidence-based Internet interventions become more
numerous, we will need a system to help users choose among
the many interventions that will populate the Web. The author
proposes that a credible international body, such as the World
Health Organization, create a Website to function as a central
exchange or clearinghouse for empirical information on
evidence-based I nternet intervention sites. A siteaready exists,
called “Beacon” [31], that lists Internet intervention sites and
ratesthem on their empirical support. To expand upon thisidea,
a central evidence-based Internet interventions website could
itself conduct randomized control trialsof Internet interventions
submitted to the clearinghouse. This would standardize
recruitment procedures, administration of theinterventions, and

outcome assessments. The central evidence-based Internet
intervention website would then provide a “box score” on the
results. Userswould be ableto enter demographic data (eg, sex,
age, language, and educational level) and receive outcome data
for that subset of participants and the number of individuals on
whom these data are based. Cost for use of commercia sites
would be included, so public and commercia sites could be
compared head to head.

Userscould search for Internet interventionsfor depression, for
example, and find the box score site for their demographic
profile (See Table 2). Users could then decide whether the public
site (Site B) would beworth trying. If they did so and site B did
not help them, and if they chose to pay the price ($49), they
could try site A. However, they may decide that site C might
not be a good use of resources because it is both relatively
expensive ($250) and its outcomes are inferior to sites A and
B.

Table2. Simplifiedillustration of how acentral website for evidence-based I nternet interventions might present data for a specific demographic profile

Website Intervention to Manage Depression  No Longer Depressed Noticeably Improved, but Not Back to Normal Mood Cost

A 52% 30% $49

B 36% 54% Public access
C 22% 20% $250
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Discussion

Sustainability

To reduce hedth disparities, evidence-based Internet
interventions should be available worldwide at no charge. This
would encourage public health clinics to maintain eHealth
resource rooms for low- or no-income patients. It would also
provide users who are unable to pay and who have no access
to clinics with access to the evidence-based Internet
interventions. The bulk of the cost of self-help automated
Internet interventionsis in their development and the research
costs of testing them. Once found effective, keeping these
Internet interventions active online requires arelatively modest
expenditure. Nevertheless, the cost of maintaining these sites
is not zero. Staff is needed to monitor emails from users who
reguest help in using the site or send complaints or thank-you
messages and to host and troubleshoot the site. Unless amajor
donor or global health organization provides ongoing funding
for such sites, developers will need to create a revenue stream
to maintain them.

One possibility would be to use evidence-based Internet
interventions themselves to generate revenue and then funnel
therevenueinto the creation and maintenance of additional sites
for other health problems and languages. For example, an
evidence-based Internet intervention found to be effective for
smoking cessation could be licensed to a health maintenance
organization or a multinational corporation so the members or
employees of these organizations could have special access to
the site. The funds from the license could be used to maintain
both the private site and a public version of the site.

Commercial versus Public Access Evidence-Based
Internet Interventions

Successful commercial sites are likely to have bigger budgets,
faster devel opment times, and a profit motivation to reach more
people. Disadvantages of commercial sites include perceived
conflict of interest in terms of providing honest reports of
participants outcomes, similar to the concerns over
pharmaceutical companies providing accurate and complete
reports of the benefits and risksinvolved in using their products.
There is also the danger that commercial sites may copyright
or patent interventionsthat wereformerly freely accessible, thus
making them “proprietary.” Advantages of public access sites
could include becoming known for their high quality in the
same way that public television programming in the United
States has achieved an excellent reputation [32]. Public access
siteswould reach those in need regardless of their ability to pay
and regardless of the local health authorities ability or
commitment to fund the sites. The outcome studies of such sites
would be more credible, sincefinancia conflict of interest would
belessof anissue. Disadvantages of public accesssitesinclude
the constant need to seek funding from donors, a slower pace
in developing interventions, due in part to funding issues, and
the possible perception of lower quality (ie, “you get what you
pay for”).

http://www.jmir.org/2010/5/e60/
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Five Levelsof Internet | nterventions

Most health care providers aspire to aworld in which everyone
has access to needed health care. This would include access to
well-trained providers who can administer evidence-based
interventions, including preventive, treatment, and maintenance
interventions. This ideal is unlikely to be achieved in the
foreseeable future. But it is possible to begin to approach this
ideal by systematically creating a continuum of health
interventionsthat utilize evidence-based I nternet interventions.

Level 1: Automated Self-help I nternet I nterventions

These evidence-based I nternet interventions are the most likely
to contribute to the reduction of health disparities worldwide
because they have the lowest ongoing cost. They consist of
health behavior change interventions that are totally
programmed. They can be individualized to as great an extent
as programming allows, including sending individually timed
educational messages (ITEMs, see [33]) or adapting the site
automatically to address any number of demographic
characteristics including language, gender, age, educational
level, religious preferences, and so on [34]. These
evidence-based Internet interventions require funding for
development and for testing in outcome studies. Once this is
done, they require funding for hosting, maintenance, and
updating of the site, in addition to staff to respond to technical
support questions. Thus, sustainability requiresrelatively modest
ongoing support. There is no upper limit to how many people
can use these interventions. They can be used worldwide even
where no other health care services are available. The field of
health care should endeavor to provide thistype of intervention
for the most burdensome global health problems as a minimal
service available to anyone in the world at no charge to them.
Localitieswith more resources could build upon thisbasic level
by providing additional services from any of the following 4
levels.

Level 2: Guided I nternet I nterventions

These evidence-based Internet interventions add live support
(staff-generated emails, text messages, or phone calls; advice
on which elements of the site to use; encouragement, and so
on). Such interventions tend to have larger effect sizes [35].
They require staff timeto prepareindividuaized emails or phone
calls, which brings them into the “consumable” arena and sets
upper limits to the number of people served. Most such sites
also limit the geographical reach of the site based on who is
paying for the staff providing individual guidance (local,
regional, or national public health entities). But they can be
stand-alone services and do not rely on having an existing health
care system in place.

Level 3: Internet I nterventions as Adjunctsto Existing
Health Care

These evidence-based Internet interventions expand available
interventions in existing health care settings, helping provide
services to patients on long waiting lists, supporting active
treatment regimens (for example, helping patients to adhere to
treatment between medical appointments), and helping reduce
relapse and recurrence after acute treatment ends by reminding
patients to monitor their status and continue self-care.

JMed Internet Res 2010 | vol. 12 | iss. 5 [e60 | p.27
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

Level 4: Internet I nterventions to Expand Health Care
Beyond Current Offerings

An example of expanding health care beyond current offerings
is ahealth care system that would use Internet interventionsto
move beyond treatment into both prevention and health
promation or to provide servicesto patients receiving inadegquate
care because they do not speak the languages available from
local providers.

Level 5: Proactive I nternet | nterventions

Most current health care systems wait for people to seek help
before providing it. The fifth level of intervention involves
proactive identification of individuals in the community who
are not already coming for services but who need interventions
to prevent or manage health conditions. Internet interventions
at this level would provide behavioral methods for individuals
to use in the community, and, if these methods did not work,
the individuals would be encouraged to seek health care at
existing facilities. This level provides active case finding and
preventive or treatment services in people’'s homes. Such
services would be considered prohibitively expensive by most
health care systems, which is why they are not generally
avallable. An experimental example using face-to-face
approachesisthe Outcomes of Depression International Network
(ODIN) project in Europe [36,37]).

To envision how Internet interventions could contribute to the
reduction of disparities in access to health care worldwide,
imagine the systematic development and testing of Level 1
(automated self-help) Internet interventions for the health
problemsthat produce the largest burden of diseasein theworld
[38]. As these evidence-based Internet interventions are made
available at no charge worldwide, individual s and public sector
health care settings anywhere in the world would immediately
benefit from them. This alone would contribute to the global
reduction of health disparities. Settings with the economic
resources and political will could build upon the Level 1
(automated self-help) evidence-based Internet interventions,
augmenting care to Levels 2 through 5.

Think Globally, Act Locally...and Share Globally

The often-quoted dictum to “think globally” (that is, consider
issuesthat affect humanity) and “act locally” (begin addressing
these issues where you live) can be extended by using the
Internet to “shareglobally.” For example, smoking isthe number
one cause of preventable death worldwide, with over five million
people dying each year from tobacco-related diseases [39].
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Depression isthe number one cause of disability worldwide by
a wide margin [38]. It is imperative that health care systems
address both of these sources of unnecessary human suffering.
Our research group at the University of California, San
Francisco, at San Francisco General Hospital (one of our
teaching hospitals) has been doing work to address these health
problemswith local populationsfor years[1]. Many individuals
in San Francisco have benefited from these efforts. But once
we began devel oping I nternet interventions and testing them in
randomized controlled trials, we were able to share our
knowledge with hundreds of thousands of peoplefrom over 200
countries. Our outcome studies open to the entire world are
difficult to categorize: are they efficacy studies or effectiveness
studies? Although some of our studies are strictly randomized
controlled trials, they are open to any adult in the world who
wants to quit smoking. Thus, the studies are tests of
effectiveness in the real world. Outcome studies in specific
communities or health settings would help determine whether
our findings generalize to specific locations and subpopul ations.
An additional benefit of Internet interventions is that they can
reduce the estimated average interval between thetime ahealth
intervention is found to be effective in a research context and
thetimeit isactualy used routinely from 17 years[40] to afew
hours. On the day we stopped recruitment for a recent
randomized controlled smoking cessation trial, we switched our
site to a participant preference trial in which any adult smoker
from anywhere in the world was provided access to al active
elementsthat had been tested in the randomized tria. Thus, the
automated self-help site [41] was left up and running without
charging users, while still obtai ning outcome data on an ongoing
fashion.

Conclusion

To reduce health disparities worldwide, the international
community should devel op asystem to provide evidence-based
Internet interventions at no cost to the users. To launch this
process, funding agencies and globally minded foundations or
corporations would provide ongoing support to host and
maintain automated self-help Internet interventions. The number
of people who could benefit from such evidence-based I nternet
interventions would be massive. The return on investment on
Internet interventions that can be used again and again is much
higher than from provision of consumable interventions whose
therapeutic power is spent after one use. The geographical reach
of evidence-based Internet interventionsisliterally worldwide.

This initiative is a worthy and feasible challenge for the 21%
century.
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Abstract

Security considerations are an often overlooked and underfunded aspect of the development, delivery, and evaluation of e-mental
health interventions athough they are crucia to the overall success of any eHealth project. The credibility and reliability of
eHealth scientific research and the service delivery of eHealth interventions rely on a high standard of data security. This paper
describes some of the key methodological, technical, and procedural issues that need to be considered to ensure that eHealth
research and intervention delivery meet adequate security standards. The paper concludes by summarizing broad strategies for
addressing the major security risks associated with eHealth interventions. These include involving information technology (IT)
developersin all stages of the intervention process including its development, evaluation, and ongoing delivery; establishing a
wide-ranging discourse about relevant security issues; and familiarizing researchers and providers with the security measures

that must be ingtituted in order to protect the integrity of eHealth interventions.

(J Med Internet Res 2010;12(5):€61) doi:10.2196/jmir.1468
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Introduction

Over the past decade, there has been arapid growth in provision
of online health interventions and the scientific evaluation of
their efficacy and effectiveness [1]. A high standard of data
security is critical to the overall success of any eHealth project
whether it is concerned with scientific research or the provision
of eHeath services. However, security considerations are
typicaly an overlooked and underfunded aspect of the
development, delivery, and evaluation of eHealth interventions.
Moreover, thetraining of eHealth researchersrarely equipsthem
to understand the key issues and challenges associated with
online data security.

Scope and Context

This paper is intended as a brief primer on data security for
eHealth intervention researchers and providers. It aims to
highlight the complexities and challenges associated with the
security of eHealth interventions with the intention of better
informing the activities of eHealth professionals who are not

http://www.jmir.org/2010/5/e61/

information technology (IT) specidists. It is not a
comprehensive or systematic review of all security issueswithin
the eHealth field and is not intended to provide specific risk
mitigation solutions. Rather, it aimsto highlight somekey areas
for consideration and to suggest measures that may help to
address the major security risks of relevance to those
commissioning and managing the devel opment and delivery of
interventions.

The discussion focuses on security considerations pertinent to
individual software applicationsthat are accessed by consumers
for health prevention or treatment purposes either in research
or “real-world” settings. Some of these security issues are
illustrated with a focus on e-mental health interventions. This
isfor 2 reasons. Firgt, the authors have many years of experience
managing security issues in the e-mental health intervention
domain both with respect to research and large-scale service
provision. Secondly, security considerations are particularly
critical in the domain of eHealth service provision and research
due to the highly stigmatized nature of mental illness. The
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increasing popularity and availability of e-mental health
interventions over the past decade has prompted psychological
societies across the world to devel op specialized guidelines for
psychologists engaged in e-mental health activities[2-4]. These
developments promote professional and ethical practices and
areimportant for the protection of consumers of e-mental health
interventions. However the realization of ethical standards is
complicated in the realm of e-delivery. In particular, protection
of consumer privacy and confidentiality, a central principle of
professional psychological services, evolvesinto wide-ranging
technical and nontechnical security considerations that need to
be addressed.

http://www.jmir.org/2010/5/e61/
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Definitionsand Key Security Areas

For the purposes of this paper, we use the term “security” to
refer to theimplementation of appropriate safeguardsto protect
user privacy and confidentiality. In the context of eHealth
interventions, this means the appropriate coll ection and handling
of user data, the protection of datafrom unauthorized access or
modification, and the safe storage of data. Further, we
di stingui sh between methodol ogical, technical, and procedural
security (see Figure 1). Methodological security is concerned
with how the overall service is designed and what types of
technology are used for which purposes. Technical security
relates to how the software is developed and how it operates.
Finally, procedural security refers to how the operators of the
intervention handle and store collected data. Each category is
separately examined in the next section.
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Figurel. A summary of key security issues in the eHealth intervention environment

design

(i) Application / intervention

Designing the intervention to be secure (eg,
could a password reset feature be misused to
breach confidentiality?)

1. Methodological

email)

(ii) Technology used (eg,

Consideration of inherent risks with the
technology used - are there alternatives or risk
mitigation strategies that could be applied?

|

management

(iii) Data collection and

Identification of the data being collected, the
need for that data, and how it is stored, used,
and managed to ensure its security

|

(i) Software

(a) Dependencies

(c) Design

—

2. Technical

(b) User input validation

(d) Implementation

Consideration of software libraries/languages/
other external components outside the
application but necessary for its operation that
could result in a security failure

Ensuring correct validation of user input to
prevent bypass of security measures or other
misuse of the application

Avoiding design problems that introduce a way
for system security to be compromised without
affecting application operation

P

Avoiding incorrect implementation of the design,
in which the program does something it should

(i) Deployment

(a) Electronic (eg,
over network)

servers, backups)

(b) Physical (eg, access to

not, or fails to do something it should

Mechanisms to prevent unauthorised access
to deployment systems over the network (eg,
firewalls)

1

Consideration of protection of physical access to
servers, backup media, and portable devices

(i) Data handling

mechnanisms & protocols

Implementation of formal systems for how
data is stored, accessed, and managed

|

—

3. Procedural (i) Staff training

Awareness and training programs in data
management protocols and security risks
for all staff invovled in the delivery of the
application

|

of protocols

(i) Monitoring and revision _| >

Review and update protocols in response to
new threats or identified deficiencies

There are no statistics on the overall prevalence of different
types of security breachesin the domain of eHealth or e-mental
health. However, a recent study of identity theft in the United
States identified 115 reported breaches of security in the health
care sector over a 3-year period [5]. Of these, 45% were
classified as“hardware” problemswhereby sensitive datastored
on a physical device (eg, laptop or server) was compromised
through unauthorized physical access to the device. A further
43% of breaches resulted from mishandling or misuse of data
(including lost or stolen documents and media, processing errors,
and incorrect disposal of data) and can be classified as
procedural breaches. In total, 8% of the reported security
breaches arose from intentional insider misconduct, and only

http://www.jmir.org/2010/5/e61/

4% of the reported security breaches arose from the exploitation
of avulnerability in the application or system.

These findings emphasize the importance of taking steps to
avoid hardware and procedural breaches in the deployment of
eHealth interventions. However, clearly all areas of possible
vulnerability must be addressed given the potentially high cost
of even a single breach. Moreover, failure to address one
category of vulnerability can render other security precautions
useless. For example, atechnical compromise that enables an
attacker to gain remote access to an application database
bypasses even the best measures to physically protect that
hardware.
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Types of Security

Methodological (Design) Security

Methodological security focuses on the risks associated with
how an application is designed to operate, that is, which
technologies are used and for what purpose. These issues must
be considered as early as possible in an application’s
development cycle since they are critica to much of the
development process and impact on the required resources and
timeline for the project.

Risk mitigation related to methodological security requires an
understanding of the requirements and limitations of privacy
protection in both intervention research and application
development. For example, suppose an e-menta hedth
intervention aimsto facilitate online contact between atherapist
and aclient. In thefirst instance, the researcher or practitioner
may conceptualize this as“email counseling.” However, email
technology may not be the most appropriate communication
method for this purpose since it is an inherently insecure
medium. Although it is possible to institute precautionary
measures such as email encryption, the operation and
management of such measures pose significant challenges. For
example, there are practical difficulties associated with securely
swapping and storing encryption keys and the need to deal with
multiple encryption standards [6]. In this situation, a more
appropriate approach would be to use asecure, access controlled
user environment within which the client can access and post
messages from and to the therapist. Since the technological
development process and associated procedural and technical
security considerations are very different for each approach, it
iscritical that thisisissue be addressed at the outset.

Another methodological security consideration involvesdeciding
which datais collected and stored by the program and for what
purpose. Data may be collected to facilitate the research and
evaluation aims of the program and/or user information may be
required for the software to operate as intended. In both cases,
the collection and storage of data and access to these data need
to be informed by ethical standards of research and health care
delivery. Thetechnical and procedural considerationsthat arise
from the collection of these data will depend on their nature
and purpose.

For example, suppose a user’s age is collected for the purpose
of evaluating the relative effectiveness of an intervention in
different population groups. Alternatively, a program may
require information about the user’s age rangein order to tailor
the content to the user. A first consideration is whether a broad
agerangeissufficient for theintended purpose or whether more
specific information is required. The more specific the
information collected, the greater the possibility that an
individual may be individualy identifiable. This may be
particularly trueif the information is collected in the context of
other persona data. Information that is not identifiable in
isolation may beidentiable when taken together with other data.
The severity of a breach increases with the sensitivity of
collected data. Thus, an important risk mitigation measure
involvesidentifying the minimum level of detail required when
collecting persona data. For example a user’'s precise date of
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birth may be required in some circumstances. However, if the
year of birth is sufficient, only this level of detail should be
collected.

A further concern is the user’s role or potential to cause a
confidentiality breach, for example, by losing or otherwise
exposing their account details to others including those whom
they may trust. For example, a person with access to a user’s
email account may abuse a password-reset feature to gain access
to an individual’s data on an e-mental health program thereby
gaining accessto sensitive personal information. Consideration
should be given to the potential risks and ways in which the
design or the information provided to users can mitigate these
risks.

Technical Security

The technical implementation and operational environment for
an eHealth software application consists of many different IT
and communication components. These include but are not
limited to programming languages, databases, server hardware,
data storage and backup systems, network switches, routers,
and firewalls. Multiple IT speciaties are involved in the
management of this complex environment, including software
engineering, system administration, database administration,
and network engineering.

Although technical security considerations are complex and
multifaceted, they can be broadly separated into 2 components:
(1) the software application itself, and (2) the infrastructure
(deployment environment) used to deliver it to end users. Each
of these areas needs to be considered.

Software Application

It has long been acknowledged in the software engineering
discipline that software defects arise not only as a result of
coding errors, but also during the specification and design phases
of aproject. During the software devel opment and testing phase,
a common error is to focus solely on functional requirements
(what the application will do) and ignore nonfunctional
requirements such as the more difficult and specialized task of
security testing [7,8]. Whereas functional testing focuses on
ensuring the program does what it is supposed to do, security
testing involves finding defects or flaws that alow an attacker
to do something they are notsupposed to be able to do. The
latter is an inherently much more complicated challenge.

Consideration needs to be given to four common types of
security failures[7]. Theseinclude (1) dependency insecurities
and failures, (2) unanticipated user input, (3) design insecurities,
and (4) implementation insecurities. Each of these is described
below.

Dependency Insecurities and Failures

Dependency insecurities and failures are problems that occur
when an external component that is used by an application
containsasecurity vulnerability, or when an external component
that provides security fails or becomes unavailable. In such
cases, the application itself is secure, but acomponent it depends
on is not, and this creates a security risk for the application.
Most software, particularly Web applications, are dependent on
awide range of external components and applications in their
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delivery, and multiple examples of insecurity abound. As of
January 2010, the US Government-operated National
Vulnerability Database listed 40,260 unique vulnerabilities
within operating systems, library functions, and applications
that have been identified since the database began in 1999 [9].
Examples of particular relevance to eHealth interventions
include database server vulnerabilities [10], Web server
vulnerabilities [11,12], and faults within the programming
language itself [13].

An insecurity with an external component does not necessarily
mean the application can be or has been compromised. A
vulnerability in acomplex piece of software such as adatabase
server may have no relevance to or impact on the application.
It may be safe to delay the application of some fixes while
ensuring others are urgently applied. What is important is that
relevant IT expertiseis used to make and act on such decisions.

All software applications depend on external components
whether they are associated with the deployment of the
application or are software components incorporated as part of
the development of the application. In order to mitigate therisks
associated with these components, it is essential that eHealth
interventions are developed and deployed by IT experts with
the knowledge and expertise necessary to manage issues
associated with the application’s external components. This
includes knowledge of each library or external component that
has been introduced to the application environment (such as
software libraries), and the expertise to identify and resolve any
security problems associated with external dependencies. This
in turn requires subscription to appropriate security bulletins
that provide alerts about new potential issues, a competent
evaluation of the impact of the vulnerability on the application
itself particularly with respect to any implicationsit might have
for user privacy and confidentiality; and testing and immediate
deployment of relevant patches in situations that are deemed to
pose arisk.

It is important that such IT security expertise is available
throughout the life of any intervention and not only during the
development phase. Although an application may meet security
requirements when it is launched and first delivered, it may be
identified as being subject to serious security risks over time.
In such cases, the risk is not necessarily associated with any
fault in the intervention software. Rather it may be due to the
emergence of a newly identified security risk in an external
component.

Dependency insecurities involving components directly used
by applications are often less publicized than those involving
components used in the deployment of applications (such as
operating systems) since they are used by fewer applications.
Clearly, however, they can be just as important. This is
illlustrated by aflaw in commonly used bulletin board software
that allowed a hacker to determine the password hash of a user,
inject that into thelog-in process, and log in asthe user [14,15].
For applications that use such an affected component, the
security flaw and available solutions (workarounds and
installation of patches) need to be examined and arisk mitigation
strategy adopted as a matter of urgency. This is particularly
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important since many hackerswill specifically target unpatched
security flaws once they are reported in the public domain.

Mitigating risks of dependencies that are associated with the
deployment of the application (such as operating system or Web
server flaws) are discussed as part of deployment environment
considerations.

Unanticipated User Input Problems

Unanticipated user input problems arise where a software
application does not correctly identify invalid or unexpected
input or failsto correctly handleit. In the context of Web-based
eHealth applications, this can compromise stored data, for
example, through structured query language (SQL) injection
and cross site scripting (XSS) attacks [16,17]. SQL injection
[16] enables an attacker to modify database commands and
potentially execute completely different commands. This can
lead to a data breach since checks and constraints that control
access to the stored datasets can be removed. XSS attacks [16]
involve insertion of additional code into a Web page that is
viewed by others. This could occur for example on a bulletin
board where a user writes a post that includes malicious
hypertext markup language (HTML) code. When this post is
displayed to other users, the code may trigger a number of
undesirable and potentially serious consequences, such as
embedding content from a malicious website or reporting the
user’s session information back to an unauthorized server. The
potential impact of these kinds of attacks on the protection and
integrity of user data cannot be understated. Fortunately, with
appropriate software devel opment, these risks can be (relatively
easily) mitigated.

Each of these problems occurs as a result of an application
failing to correctly “escape” control charactersin theinput (eg,
guotation marks, semicolons, or html tags) that when inserted
in a different context (eg, an SQL statement or an html page)
have a different meaning and are executed differently. Input
provided by a user should always be assumed to be potentially
hostile, and any input that could represent code in a different
context should be escaped or removed. More generally, software
should always validate input data [18,19]. Validation should
occur on length (whether too long or too short) and type (eg,
integer or string), and input should be examined on syntax or
range as appropriate (eg, does it match the format of an email
address or a postal code). The Open Web Application Security
Project advocates 3 data validation approaches: acceptance of
only known data, which are validated against a white list of
known “good” values; rejection of data known to be
problematic, such asinput containing invalid data; or sanitization
of problematic datainto an acceptable format [18].

All eHealth interventions should be devel oped to validate input
dataand deal with invalid dataappropriately. Thisisan essential
aspect of protecting user confidentiality and privacy that should
beroutinely considered as part of any application devel opment.

Design Insecurities

Design insecurities are flaws that are introduced at the design
stage. These are oversights or failures that are inadvertently
designed into the application. Design flaws are often not
detected during normal testing. Such flaws can be quite simple,
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such as not observing that 2 systems communicate confidential
datain an unencrypted form over the Internet. Often, however,
they aremore complicated. For example, in July 2008 the United
States Computer Emergency Readiness Team identified a flaw
intheway domain name system (DNS) serversverify responses
that could allow an attacker to introduce fake entries such that
a user would be sent to an incorrect server designed to steal
confidential information or install malicious software[20]. The
vulnerability relied on the attacker being able to set up his or
her own DNS server and apply clever timing in order to exploit
it. Thisflaw posed a risk with serious privacy implications for
affected users.

The logical approach to mitigating design insecurities is to
reduce the risk that they occur in the first place, particularly
given that design flaws are difficult to detect in testing and that
the earlier they are found, the less expensive they are likely to
beto fix [21]. Such analysis of design isaknowledge intensive
process [22]. Therefore the best approach for mitigating design
flaws in eHealth interventions is to ensure that they are
developed by IT specialists who have a good understanding of
possible design risks within the context of eHealth. Those
commissioning the devel opment of the interventions should be
aware of the need to employ specialists who can apply such
approachesin the design process. Examplesinclude Microsoft’s
STRIDE approach [23] (STRIDE is an acronym for spoofing,
tampering, repudiation, information disclosure, denial of service,
and elevation of privilege), which appliesthreat analysisto each
component of the system model and Verdon's risk analysis
process model, which is applied at the design phase [22].
Moreover, it is important to ensure that IT staff employed on
an eHealth project stay informed of design flaws that are
reported in other applications, such as through the publication
in Common Vulnerabilities and Exposures [24].

Implementation Insecurities

I mplementation insecurities are bugsin the coding whereby the
application does not correctly do something that it is designed
to do (such as performing a validation check on a certain type
of input data) or where it does something that was not intended
(such as creating a temporary file containing confidential
information on the server without appropriately securing access
permissions). These bugs may unintentionally disable or
compromise security measuresthat were part of the application’s
design.

The employment of programmerswho use appropriate software
development methodologies can minimize the frequency of
defects occurring in the first instance. Nevertheless, testing for
implementation errors is a core element of any software
development lifecycle[25]. It establisheswhether acoded piece
of software operates as it was intended. This includes whether
it protects user privacy and confidentiality. Testing processes
need to be planned, efficient, and systematic to ensure bugs are
detected and rectified within time and resource constraints. The
testing must involve both those who commissioned the eHealth
intervention and those responsible for the IT development of
the software. Accordingly, researchers and providers must
allocate sufficient time and resources to the iterative testing
phases as part of the devel opment process.
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Deployment Environment

The deployment environment refers to how the software
application is delivered—including electronic aspects (such as
server operating systems and access controls) and physical
aspects (such as physical location of the servers themselves).
Security considerations within the deployment environment
include the protection of stored data from electronic threats
(such as unauthorized electronic access to servers or a
vulnerability in an operating system) and physical threats (such
as those that result from unauthorized physical access to a
server).

As previously noted, a privacy breach associated with the
€l ectronic compromise of systemsis uncommon; however, when
it occurs it can have a major impact. Electronic risks can be
mitigated by assigning staff with appropriate skills to the task
of monitoring and managing deployment systems throughout
thelife of the application. Thiswill include safeguarding against
the security risks associated with external dependencies.

Physical hardware breaches occur more frequently despite the
fact that they can be prevented readily. This suggests that, in
practice, protection against such threatsis often not appropriately
prioritized. In the deployment environment, protecting against
physica hardware risks involves preventing unauthorized
physical accessto serversand the use of backup mediaand other
data storage devices.

Often organizations providing small-scale eHeal th interventions
do not directly manage the deployment environment used to
deliver their programsor are responsiblefor only asmall section
of it. Thisis not necessarily undesirable since it may provide
the eHealth provider with accessto specialist skillsand existing
infrastructure. For example, eHealth teams based at universities
may rely ontheir university’sgenerd I T infrastructure and staff,
and small research organizations may employ professional
hosting providers to deliver their programs. However, the
reliance on external others does not mean that providers can
ignore the security risks associated with this key component of
the application’s delivery.

All eHealth intervention providers should inform themselves
of the types of practices that contribute to a secure deployment
environment so that they can ensure that implemented strategies
are commensurate with their expectations of user privacy and
confidentiality protection. Providers should be aware of the
common strategy of “defense in depth,” that is, multiple layers
of security should be implemented to ensure that a failure at
one point does not compromise the system. For example, a
firewall implemented on aserver would guard against thefailure
of afirewall higher up in the network topology.

Table 1 provides a set of questions and topics that should be
discussed with whoever is responsible for the deployment
environment. It is not an exhaustive list, and it may be most
appropriately undertaken in the context of a broader risk
management analysis. However, it provides a starting point for
researchers or developers who have limited knowledge of the
issues of application delivery and addresses the major threats
to confidentiality identified by othersinthefield of public health
e-implementation [26]. Obvioudly, the inclusion of technical
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staff within the research and development team will increase
the specificity of the discussed safeguards, but even without
this expertise, intervention providers should take responsibility
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for ensuring that basic measures are in place to protect the data
they collect.

Table 1. Examples of questionsthat are relevant to the deployment environment

Area Question What it Means
Data Where are the servers located? Knowledge of all physical locationswherethe datawill reside, including off-site or redundant
servers systems
What are the physical protection measures  Knowledge of the strength of physical access controls such as door locks/access cards, locks
for the servers? in server racks, monitored closed circuit television
Who has access to the servers? How isthis  Knowledge of who has physical and electronic accessto servers, who grantsthis access, and
access controlled and monitored? how accessis revoked when no longer needed or at the end of a staff member’s employment
What isthe disposal policy for old or failed Knowledge of how old drives and media are secured is necessary. Appropriate measures
hardware? include secure erasure and physical destruction.
What remote access isthere to dataon the  Identification of the means by which data can be remotely accessed, such as over file shares
servers, and who has access to these data?  or use of remote access utilities, and who has access to these
Data Where are backups stored? Knowledge of all physical locations where backup mediawill be stored, including off-site
backups locations
How are backups transported to storage?  If backup storage is physically separate from servers, ensuring that backups are safely
transported to storage locations
Who has accessto the backups?How isthis  Identification of who can access the backups, who grants this access and how it is revoked
access controlled and monitored? when no longer needed or at the end of a staff member’s employment
Is encryption used? Who has accessto the  Encryption reduces the risk of abreach if mediaare lost, stolen, or disposed of incorrectly.
keys/passwords? If thereis no encryption, safe physical storage becomes even more critical.
What is the disposal policy for old/failed  Knowledge of how old backup mediaare secured is necessary. Appropriate measuresinclude
media? secure erasure and physical destruction.
Servers  Are server operating systems and software  Ensuring that there is a mechanism or policy in place whereby security patches are applied
updated with required security patches? to servers and supporting software within an appropriate time frame
Network  Arefirewallsin use on the network, how  Firewallsfilter unwanted and potentially malicioustraffic. Multiple layers of firewallsreduce
security  and where? therisk of internal attacks.
Are mechanismsin place for intrusion de-  Ensuring that an attack or potential attack can be identified enabling it to be prevented or
tection? handled quickly
Policies ~ What security policies, protocols, and pro- Establishing that aformal security policy has been adopted and that risk mitigation isahigh

cesses are in place?

How are security policies monitored and
enforced?

priority

Ensuring that security protocols are actively implemented is necessary. A policy or risk
mitigation strategy needs to be applied in practice to be useful.

Procedural Security

In order to protect user confidentiality and privacy, e-mental
health and eHealth intervention providers need to implement

Procedural security considerations concern theinternal processes
and mechanisms surrounding data handling. Thisincludeswho
handles which data in which situations, what they do with the
data, and appropriate procedures for handling a breach should
it occur.

All eHealth application data is collected either through direct
input by the user or through other communication mechanisms
such as email, instant messaging, or telephone. All forms of
potentially identifying data, including clinical notes or electronic
communications with users must be appropriately handled. An
intervention that has high standards of technical security quickly
becomes vulnerable to privacy breaches if dtaff act
inappropriately. Common examples of procedural failures
include loss or theft of an externa hard drive that contains
insecure data or copying of datainto insecure locations such as
shared drives that can be accessed by others.
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comprehensive data security protocols for staff involved in the
operation and deployment of the application. This may be
undertaken in the context of the development of a staff security
awareness and training program. Guidelinesfor devel oping such
a program, together with details of helpful awareness and
training resources, have been published by the US National
Ingtitute of Standards and Technology [27,28]. The importance
of these measures cannot be understated, since the vast majority
of health care e-privacy breaches occur asaresult of procedural
failures, including those caused by individualsfailing to protect
data stored on physically portable hardware [29]. Clearly,
procedural security protocols need to be devel oped in the context
of the ethical standards associated with provision of the
intervention. However, they must also be informed by an
understanding of the human factor risks that arise when staff
use particular technologies.
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Protocols need to be effectively implemented so that all staff
and students, regardless of the size of the eHealth organization
in which they are operating, understand how to deal with and
protect sensitive data. Routine and ongoing monitoring of
procedural risksisalso required so that protocols can be adapted
asrequired to rectify deficienciesin the existing measures and
respond to new threats. Some aspects of the protocol will be
specific to the application that is being delivered; others will
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address more general issues. As a starting point, Table 2 lists
some of the most important procedural areas for consideration
in eHedlthintervention delivery. Again, thistableisnot intended
to provide a comprehensive guide to procedural issues.
However, it will provide the reader who has little background
in procedural security issues some key issuesto consider when
developing protocols to protect data.

Table 2. Examples of questions and actions that are relevant to procedural security

Area Question/Action What it Means
Data Are appropriate access controls applied to  Ensuring appropriate permissions and access controls are applied to files on network shares
data? and any other access controls as relevant
Encryption of portable devicessuch aslap- These devices may be lost, stolen, or misplaced and thus represent a potentially significant
tops, external hard drives, and USB keys  threat to data security. If there is a chance these devices could be used to store confidential
information (or data which could enable reidentification of information), then they should
be encrypted. Applications such as TrueCrypt (http://www.truecrypt.org/) can support this.
Encryption of desktop computers, if appro-  Encrypting systems that come into contact with confidential information reduces the risk of
priate abreach in the event of theft or incorrect disposal.
Isidentifying information really stored Electronic storage meansit can be difficult to physically separate identifying information
separately from the data? from deidentified data. At the very least, electronic access controls should be set up to ensure
virtual separation. It may be appropriate for adatamanager to manage these access controls.
Storage of email correspondence and other  Confidential records should be stored in an encrypted format.
electronic records in encrypted environ-
ments
Isdatatransferred between staff or collabo-  Staff need to understand the security risks of communication technol ogies such as email,
rators? Under what circumstances and how and procedures needed to be implemented to address these risks in different situations. For
isthe transfer undertaken? example, email addressesand other identifying information need to be removed if forwarding
user emails for discussion with colleagues, and restricted access environments should be
used for transfer of data sets.
Hardware Isthereapolicy and procedurein placefor Old computers and media should be securely erased before they are sold or recycled. If ap-
the disposal of old hardware and media?  propriate, storage devices should be physically destroyed.
Policy Have processes been established for han-  Any breach needs to be handed effectively—knowing the steps that need to be takenisvital.

dling a breach if it were to occur?

Hasapolicy been devel oped which address-
estherisks of relevant technologies (email,
external drives, remote access, etc)?

Has a policy for handling staff turnover
been devel oped?

Are new and existing staff educated about
security risks and trained to implement pri-
vacy measures?

Isthere regular review and monitoring of
relevant policies and their application?

This should include both steps for handling the breach itself and necessary review and recti-
fication of processes to avoid future breaches.

Thetools available to an organization can pose substantial security risksif used inappropri-
ately, but staff without an I T/security background may be unaware of this. Relevant risks
need to be assessed and strategies/tools put in place to assist in mitigating them.

Departure of staff from the organization needs to be handled suitably, including the return
of any hardware (PDAS, external drives, laptops, etc), any documents that may be stored
remotely (confidential or otherwise), and, if appropriate, the sanitization of computers.

Poalicies need to be communicated to all staff, including reminders on aregular basis. If se-
curity isnot part of day-to-day operations, then a breach may be more likely to occur. Staff
need to understand how to appropriately apply security policiesin their field of work.

Policies and associated outcomes need to be enforced and reviewed regularly so that they
can be modified as required.

engagement in awide-ranging discourse about security issues

Overall Strategies: The Present and the
Future

Designers and providers of eHealth interventions need to be
aware of and mitigate the complex security risks associated
with delivery of their applications. Ongoing risk assessment
should be conducted in all of the above areas, and appropriate
mechanisms, including asecurity protocol, must be putin place
to guard against breaches[29]. In order to facilitate this process,
2 broad strategies can be used: (1) appropriate use and
integration of IT staff in all stages of the project and (2)
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in eHealth interventions.

Appropriate Use of I T Expertise Across the Project
Life Cycle

As discussed above, speciaist IT staff need to be consulted at
all project stages of the eHedth intervention research,
development, and delivery to ensure privacy and confidentiality
requirements aretrandated into practice. The security of eHealth
interventions requires an understanding of the ethical obligations
of the health or psychological service and, more specifically,
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knowledge of how the use of different technol ogies can impact
on meeting these obligations. There are 2 ways of meeting this
challenge: by fostering the development of transdisciplinary
internal experts or by relying on external expertise that is
managed internally within an overall risk mitigation context.

In-house transspeciadist staff can facilitate the proper
consideration of methodological (design) security at an early
stage of the project, manage or deliver technical measures, and
contribute to the development and implementation of risk
mitigation procedures relevant to the project. The use of
multidisciplinary in-house teams also builds a knowledge base
of which methodologies and processes work most effectively
for that organization’s eHealth research or delivery program
[30].

If appropriate I T staff cannot be included as part of the project
team, it fallsto the researcher or eHealth intervention provider
to ascertain that appropriate security considerations are
undertaken by whoever is responsible for the development and
the delivery of the program respectively and to ensure that there
are provisionsfor ongoing management of these considerations.

Appropriate involvement of IT staff necessarily requires that
budgets and timelines reflect the requirement for specialist IT
expertise and processes that ensure the secure delivery of
interventions, not just as part of the software devel opment phase,
but for thelife of the application. Many eHealth projects do not
currently progress from the evaluation stage (where their
provision to study participantsis evaluated) to wider availability
to consumers [31]. There are many reasons for this, only some
of them involving IT considerations. Neverthel ess, a necessary
condition for the widespread delivery of eHealth programs to
the public is the involvement of suitable I T expertise to ensure
the appropriate planning, design, and delivery of secure and
scalable applications.

An eHealth Intervention Security Discourse: The
Future

Within a rapidly changing technology environment, eHealth
interventions and e-mental health interventions in particular
have gained acceptance. Although the potential of these
interventions is huge, they introduce a whole new set of risks
to traditional health and mental health service delivery. A
wide-ranging discussion is needed to enhance stakeholder
understanding of the mitigation of theserisks, both with respect
tothe e-domainin general, and the eHealth and e-mental health
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service types in particular. Enhanced discourse about security
should include reporting of emergent risks, mitigation
approaches, and breaches. Holistic or specific security measures
that are introduced as part of an application’s design, delivery,
or evaluation need to be reported across disciplines. Privacy
breaches, if they occur, should be examined in appropriate
technical or procedural detail so that they can serve as a shared
repository of knowledge designed to ensure that mistakes are
avoided in the future. Shared discourse about strategies for
coping with potentia threats is also important to the
development of best practices in the eHealth research and
delivery domain.

To our knowledge, there are no comprehensive agreed upon
standardsfor security in e-mental health or eHealth interventions
and research specifically. However, consumer confidence in
electronic health measures requires assurance and demonstration
of appropriate security measures [32], and privacy and
confidentiality is particularly important to consumers of e-mental
health interventions. There arelegidated obligations surrounding
the collection and use of sensitive personal information in
different legislative contexts (eg, American Health Insurance
Portability and Accountability Act in the United States).
However, the eHealth field needs to create standards that not
only meet such requirements, but also provide the highest
standards of health and mental health intervention. Useful
standards that have a high applicability to the challenges of
eHealth and e-mental health interventions can only be created
through collaborative exploration and debate by those involved
in the provision of these programs.

Conclusion

The research and development of eHealth interventions and
e-mental health interventions has expanded rapidly over thelast
decade as the potential public health impact of innovative
e-mental health delivery techniques have been demonstrated
[33]. Increasingly, such interventions are being implemented
in practice. However, creating an adequate, scalable, and secure
eHealth intervention or e-mental health intervention requires
more than agood idea, abudget, and the name of an I T company
that is able to build a specified program for the allocated
resources. The challenge for the developers and providers of
such servicesisto set and meet security standards of delivery
that ensure that consumers can use these services safely and
with confidence.
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Abstract

Background: Missing dataisacommon nuisance in eHealth research: it is hard to prevent and may invalidate research findings.

Objective: In this paper severa statistical approaches to data “missingness’ are discussed and tested in a simulation study.
Basic approaches (complete case analysis, mean imputation, and last observation carried forward) and advanced methods
(expectation maximization, regression imputation, and multiple imputation) are included in this analysis, and strengths and
weaknesses are discussed.

Methods: The dataset used for the simulation was obtained from a prospective cohort study following participantsin an online
self-help program for problem drinkers. It contained 124 nonnormally distributed endpoints, that is, daily alcohol consumption
counts of the study respondents. Missingness at random (MAR) was induced in aselected variable for 50% of the cases. Validity,
reliability, and coverage of the estimates obtained using the different imputation methods were calculated by performing a
bootstrapping simulation study.

Results: In the performed simulation study, the use of multiple imputation techniques led to accurate results. Differences were
found between the 4 tested multipleimputation programs: NORM, MICE, Ameliall, and SPSSMI. Among the tested approaches,
Ameliall outperformed the others, led to the smallest deviation from the reference value (Cohen’s d = 0.06), and had the largest
coverage percentage of the reference confidence interval (96%).

Conclusions: The use of multiple imputation improves the validity of the results when analyzing datasets with missing
observations. Some of the often-used approaches (L OCF, complete cases analysis) did not performwell, and, hence, we recommend
not using these. Accumulating support for the analysis of multiple imputed datasets is seen in more recent versions of some of
thewidely used statistical software programs making the use of multiple imputation more readily availableto less mathematically
inclined researchers.

(J Med I nternet Res 2010;12(5):€54)  doi:10.2196/jmir.1448
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Introduction

Missing data is a common nuisance in eHealth research [1,2].
Subjects may be unwilling or unable to respond to some items
or may fail to complete sections of questionnaires due to lack
of time and interest, thus leading to data “missingness” In
longitudinal studies, participants may drop out early or be
unavailable during one or more data collection waves. If not
addressed properly, datamissingness can induce bias and corrupt
external validity, which is both inevitable and uncontrolled by
the researcher [3]. Because many of the statistical procedures
used by researchers are designed to have complete datasets, it
isimportant to handle missing datain a principled manner [4].

As dropout rates in eHealth studies tend to be relatively high
and are even considered typical by some, addressing data
missingness and dropout is of great importance. The observation
that in any eHealth trial a substantial proportion of users drop
out before completion has been called the “Law of Attrition”
[1]. A recent review by Christensen and colleagues[2] provides
an overview of dropout rates in eHealth interventions for
depression and anxiety. Completion rates for online depression
interventions ranged from 43% to 99%, with some trials
indicating poorer retention after alonger follow-up. Theresults
of one trial of an intervention to treat anxiety in this review
reported a 6-month follow-up rate of 44% in the experimental
group [2]. In reporting outcomes of a study with a considerable
dropout rate, it isimportant to choose statistical techniquesthat
are appropriate for the analysis of datasets with missing
observations [5].

The primary concern when facing substantive missingness is
that astudy with high attrition rates may yield biased estimates
(of the mean, for example) caused by a biased sample. Patients
that leave studies prematurely have been shown to be more
likely to be involved in drug use or deviant behavior [6-8], to
have poorer academic performance, and to be less skillful in
resisting peer pressure than other subjects [9]. Edlund and
colleagues [10] found that sociodemographic characteristics
associated with intervention dropout included low income,
young age, and a lack of adeguate health insurance coverage.
Patient attitudes associated with dropout include viewing
treatment asrelatively ineffective and feeling embarrassed about
seeing amental health provider. Christensen and colleagues|[2]
identified several reasons for dropout from eHealth trials: time
constraints, lack of motivation, technical or computer-access
problems, a depressive episode or physical illness, the lack of
face-to-face contact, preferencefor taking medication, perceived
lack of treatment effectiveness, improvement in condition, and
burden of the program. Therefore, dropout from eHealth
interventions cannot be considered “random,” but may be based
on participants characteristics, possibly leading to biased
estimators if not addressed adequately.

In short, four key reasonsfor the use of missing data approaches
should be recognized: (1) Missing data may compromise
randomization integrity in randomized clinical trials, asdrop-out
rates may differ over thetrial arms. (2) Inall longitudinal study
designs, missing data may introduce selection bias, asis made
clear in the previous section. (3) An intention to treat
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analysis—as is requested in the consolidated standards of
reporting trials (CONSORT) statement and in most other
guidelines for the analysis of randomized (controlled) clinical
trials (RCTs)—is a necessary step when clinical endpoints are
missing for some of the participants [11]. (4) For all possible
study designs, missing datamay introduce aloss of power, some
of which may be won back by using appropriate missing data
approaches.

Remarkably, the problems encountered and the solutions
implemented while solving missing data problems are rarely
mentioned outside the statistical literature [11]. As resources
or even a theoretical framework are sometimes lacking,
researchers, methodol ogists, and software devel opers resort to
editing the data to disguise an appearance of completeness.
Unfortunately, ad hoc edits, or not handling missingness
explicitly, and analyzing data using only complete cases may
do more harm than good. These approaches could lead to results
that are biased, lacking in power, and unreliable [12]. In the
same vein, inappropriate use of missing data approaches will
lead to biased results. Thiswill be discussed in more detail for
one of the tested approaches, although it applies to each of the
other techniquesaswell. In general, in cases of datamissingness,
optimal analysis results will be obtained with the appropriate
use of missing data approaches. Any other approach could lead
to severe bias.

The aim of this paper isto provide a straightforward primer for
eHealth researchers who seek solutions for missingness in
datasets. To provide researchers with tools for working with
data missingness, this paper reviews the strengths and
weaknesses of the most common missing data approaches and
tests the approaches in a simulation study. Theory on
missingness patterns and the most widely used methods of
handling missing data are comprehensively presented. The
validity, reliability, and coverage of 9 different methods for
dealing with incomplete datasets are presented. Some of these
methods are relatively straightforward and basic, while others
are more advanced and use computationally demanding
algorithms to estimate missing values. Although the technical
and mathematical details of the presented methods are outside
the scope of this paper, those interested can consult with any
of a number of references [12-16]. The primary goa of
implementing any of the discussed approaches is to obtain
unbiased estimators. This is achieved through the creation of
datasets in which missing values are replaced by appropriate
values to conserve the properties (ie, mean, variance, and
distribution) of each variable. These imputed values together
with the collected “real” data lead to unbiased estimates of
parameters [12].

In general, 4 forms of missingness can occur in longitudinal
studies: (1) In the case of initial nonresponse, no baseline data
is collected for the participant, although follow-up measures
may have been completed. (2) Loss to follow-up is the other
way around: baseline data is collected, but (at a certain time
point) the researchers fail to collect follow-up data. (3) Wave
nonresponse is closely related to loss to follow-up in that data
isnot collected during one or more of the “waves,” but dataare
collected during earlier and later measurement waves. Missing
data has to be interpolated if this form of missingness occurs.
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(4) The fourth form of missingness stems from item
nonresponse. This occurs when a participant failsto respond to
certain measures or questions, such as when some of the items
from aquestionnaire are skipped. For example, when themissing
itemsare part of ahighly correlated construct measurement (eg,
one of the 16 items in a quality of life scale is missing),
imputation is possible based on the other 15 collected item
scores. In short, the selection of a missing data approach will
in part depend on the form of missingness encountered.
Although some of the presented methods may be efficacious at
handling data problems, the most important determinant for
preventing missing data valuesisto retain subjectsin the study
[17]. However, it often may not be feasible to invest extensive
amounts of effort, time, and money to obtain nearly perfect
response rates. Even then, small amounts of missing data may
lead to substantia bias, depending on the pattern of data
missingness.

Patterns of Data Missingness

In general, 3 mechanisms of missingness are discerned: missing
at random (MAR), missing completely at random (MCAR), and
missing not at random (MNAR) [13]. Each of these 3 patterns
can have its own implications for the effects of missingness on
parameter estimates derived from the dataset. Although these
3 terms have formal statistical definitions, their practical
meaning for the purpose of this paper is best described through
examples [4].

Commonly, the probability that an observation is missing
depends at least in part on information that is present:
missingnessis dependent on observed characteristics. Thistype
of missing datagenerally isreferred to asmissingness at random
or MAR [12]. The word “random” in MAR means something
rather different from what most researchers typically think of
as random. The randomness in MAR missingness means that
once al data have been controlled for, any remaining
missingness is random [4]. Aslong as missingness depends on
avalable data, but not on unavailable (missing) data, the
missingness pattern is considered MAR [12]. MAR can, for
example, arise when an investigator studies the predictive
validity of treatment adherence on the outcome of an
intervention. If patients who drop out of treatment have a
propensity for missing follow-up measurements, missing
follow-up data may have an MAR missingness pattern.
Missingnessisdependent on asubjects’ characteristic (treatment
adherence) that is available in the dataset.

Missing completely at random (MCAR) is a special case of
MAR[12]. If caseswith missing dataform atruly random subset
of the dataset, missing observations are considered MCAR. In
essence, this means that correct parameter estimates (but not
confidenceintervals) can be obtained by using only the complete
cases from the dataset. Typicaly, MCAR arises when aportion
of questionnaire data from a study subject is accidentally lost.
Missingness is completely random and the probability that an
observation is missing is not related to any of the subjects
characteristics. Sometimes, this missing data patternisreferred
to asignorable missingness [4].

If the probability that an observation is missing depends on an
unmeasured factor, this factor is partly missing itself and
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therefore not available, or the value of the observation predicts
its own probability for missingness, the missing data pattern is
called missing not at random or MNAR [12]. MNAR can be
referred to as nonignorable missingness. Estimators derived
from adataset with an unaddressed MNA R missingness pattern
can be biased [4]. For example, asking a subject for his or her
income level without collecting datarelated to income may lead
to forms of missingness in correspondence with this MNAR
pattern. People with high incomes may be reluctant to provide
information on their earnings, so it might well be that missing
dataaremorelikely to occur when theincomelevel isrelatively
high. Here, the predictor for missingnessisrelated to unobserved
characteristics of the subject. Because this predictor is not
measured, imputing this missing value properly iscomplicated;
for example, one would have to specify a distribution for the
missingness [12].

In general, there is no way to test whether MAR or MNAR
holdsin adataset [12]. More specifically, Graham [4] indicates
that pure MCAR, MAR, or MNAR really never exists: these
concepts require almost untenable assumptions. In reality, often
a mixture of forms will be found. Collins et a (in [12])
demonstrated that in most realistic cases, an assumption of MAR
where MNAR is at hand leads to only minor impacts on
estimates and standard errors. MNAR missing data approaches
require the analyst to make assumptions about the model of
missingness; if this assumed model is incorrect, its results are
unpredictable and probably biased. Because of difficulties in
the straightforward application, MNAR methods are not widely
used. In this paper, we therefore do not focus on missing data
approaches for MNAR patterns.

For MAR and MNAR, it should be recognized that patterns of
missingness and the consequences for derived estimators are
not solely a characteristic of the data, but a combination of the
available data and the planned analysis. For example, if an
MNAR pattern in which an unobserved or unmeasured variable
is predictive of missingness (for example, left or right
handedness) but isnot correlated with the endpoint of the study,
then the MNAR pattern does not lead to biased estimators (only
to aloss of power). Another exampleis pointed out by Graham
[4]. Suppose one develops a smoking prevention intervention.
Smoking in this exampleis measured at two time points: before
the start of theintervention (t1) and oneyear later (t2). Suppose
missingness at t2 is dependent on t1. If an analysis or missing
data approach is performed under a model in which t1 is
included, missingness on t2 follows an MAR pattern, whereas
t2 would follow an MNAR pattern if t1 was not included. In
other words, a biased estimator as a result of missingness can
only occur in reference to a specific dependent variable under
aspecific statistical model. Some of the more advanced missing
data approaches discussed in this paper use this characteristic
to estimate and impute the missing val ues.

Missing Data Approaches

Over the last couple of decades, several methods for handling
missingness have been developed. In this section, a number of
these missing data approaches are presented. The approaches
that are most useful and applied most often are described bel ow
[4]. Thefirst three approaches in this overview are considered
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“basic” as they are conceptually straightforward and require
minimal computations, such ascomplete case analysis, listwise
mean imputation, and last observation carried forward (L OCF).
The “advanced” approaches are newer, require more
computational power, and are conceptually more complex than
basic approaches. Two of these advanced approaches are
imputation techniquesthat replace missing valuesin the dataset
with a single approximation; these approaches are regression

Table 1. Missing data approachesin this study

Blankerset al

imputation and expectation maximization imputation. Thefinal
four approaches are multiple imputation techniques replacing
a single missing observation with multiple simulated values:
NORM, MICE, SPSS MI, and Améeliall. The use of these last
four approaches leads to multiple instances of the origina
dataset with a variance in the imputed values for the missing
observations that resembles the accuracy (or inaccuracy) of the
missing values approximation. See also Table 1.

Approach Description Missingness Pattern Type

Complete cases Only cases without missing observationsin analysis MCAR? Basic, single

Mean imputation Imputes missing observations with listwise mean for each variable MCAR" Basic, single

LOCF Imputes the | ast available observation in the current data collection wave - Basic, single

Regression imputation  Imputes missing observations by prediction based on other variablesina MAR, MCAR Advanced, single
regression model

EM imputation Imputes missing observations using expectation maximization algorithm MAR, MCAR Advanced, single

NORM Multiple imputes missing observations under a normal model MAR, MCAR Advanced, multiple

MICE Multiple imputes missing observations using chained equations MAR, MCAR Advanced, multiple

SPSSMI Multiple imputes missing observations under a normal model in SPSS MAR, MCAR Advanced, multiple

Amedliall Multiple imputes missing observations using a bootstrapping-based algo- MAR, MCAR Advanced, multiple

rithm

8This approach will lead to unbiased point estimators (eg, means) under MCAR, but will result in lowered power and sample size.
b This approach will lead to unbiased point estimators (eg, means) under MCAR, but will result in biased, smaller confidence intervals.

Complete Case Analysis

The most popular and most often used missing data handling
method is complete case analysis (casewise deletion). In
complete case analysis, al cases with missing values are
removed from the dataset before analysis. This method is
straightforward in its application. This technique assumes
MCAR and itsapplication will lead to biased results under other
patterns of missingness. Even under a valid assumption of
MCAR data, thismethod isnot preferential because the reduced
number of cases used for the analysisleadsto loss of statistical
power [4].

Listwise Mean I mputation

Listwise mean imputation, in which missing values of each
variable are imputed with the arithmetic mean of the available
observations for the variable, attempts to overcome the loss of
power of complete case analysis. Like complete case analysis,
listwise mean imputation assumes the MCAR missingness
pattern, which isuncommon in empirical datasets with missing
observations. If the data missingness pattern is not MCAR,
imputing missing values with the listwise mean will result in a
biased estimation of the mean. Under all missing data patterns
(also MCAR), listwise mean imputation will reducethevariance
of the variable. Imputed values equal to the mean do not
contributeto the total variance. Thisleadsto decreased standard
errors and artificially small confidence intervals. Because of
the inadequacy of listwise mean imputation to conserve the
imputed variables variance, this method is considered by some
to be one of the worst missing data approaches [18].

http://www.jmir.org/2010/5/e54/

L ast Observation Carried Forward

The third most-often used method is last observation carried
forward (LOCF). This approach is regularly used in
epidemiological research, especialy inclinicd trias[19]. LOCF
takes into account the individual’s previous observed value on
a given variable [20]. If an observation at a certain data
collection wave is missing, the last observed valueis then used
as an estimate for this missing observation. A related method,
last observation carried backward (LOCB), works according to
the same approach, but imputes anewer observation in the case
of amissing earlier observation of the same individual. Both
carried observation methods can only be used in longitudinal
research designswith at |east one compl ete observation. Despite
itswide application in clinical trials, however, recent empirical
studies have cautioned against the use of this technique [21]
and have demonstrated its bias [22]. This bias mainly stems
from the fact that imputing previously measured values can be
conservative in some situations, but not in others. LOCF
assumes there will be no further improvement and, therefore,
underestimatesthetreatment effectsin an effectiveintervention
if the intervention’s effect is to change a current state (of
well-being, for example). However, if the intervention’s
expected effect is to slow down a decline (for example in a
cognitive enhancement intervention for patients with
Alzheimer’s disease), carrying forward a previous observation
will exaggerate the found treatment effects. In RCTs, LOCF
may al so have unexpected anticonservative effects. In the control
or placebo arm of a study, LOCF assumes no (spontaneous)
change, which is not conservative because study participants
in the control arm may improve as well. When there is an
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assumption of no change in the control condition, but in reality
there is a change, larger differences between treatment and
control arms in RCTs may be artificialy produced. Suddenly,
LOCF is not conservative anymore [23]. In general, in studies
with relatively favorable baseline measures, LOCF will project
these favorable baseline scores to clinical endpoints, thus
exaggerating the efficacy of the intervention. Because of these
unexpected anticonservative effects, we strongly advise against
the use of LOCF.

Regression mputation

Regression imputation is the first of two “advanced” single
imputation methods discussed in this paper. By adding randomly
sampled “noise” from a normal distribution to a prediction
model based on linear regression, the regression method imputes
missing values based on the relations between variables in the
dataset while preserving the variables’ variance. Thereis some
discussion about the number of predictors that should be
included in the model. In general, the use of more predictor
variables in the regression equation is not necessarily better. A
more parsimonious model, where only statistically significant
predictors are retained, is usualy a better model. However, it
isimportant to keep in mind that two types of predictor variables
should beretained in the model: those predicting the variabl e(s)
with missing observations and those that predict missingness.
The latter group of predictors help to correct for differential
dropout-inducing bias to the estimators. In theory, regression
imputation is applicable under both MCAR and MAR
missingness patterns.

Expectation Maximization | mputation

The other advanced single imputation method discussed here
is based on expectation maximization (EM). The EM approach
is aprocedure that estimates unmeasured data and is based on
iterating through two alternating steps [24]. In the expectation
step, an appropriate value is calculated for the missing
observation based on the available data and its distribution. In
the maximization step, an appropriate valueis calcul ated based
on the current updated dataset. The model can be improved
because original data will be used in addition to the proposed
missing data imputations calculated during the most recent
expectation step. Thesetwo steps are alternated numeroustimes:
after each expectation step a maximization step will follow.
After each iteration, a better model can be specified, leading to
more accurate missing value estimations. After the final
iteration, theoreticaly the most accurate estimation of the
missing values is reached: the EM procedure will impute this
value into the dataset as a replacement for the missing
observation.

Multiple Imputation

In recent years, multiple imputation (MI) has emerged as a
methodology for handling missing data. Origindly, it was
viewed as being most appropriate for complex surveys, although
in the 1990s it was shown to be valuable in other settings as
well [14]. Multiple imputation is an approach in which the
missing values are replaced by multiple simulated versions.
“Multiple’ refersto the custom of replacing missing valueswith
several different values, typically between 3 and 10 [25]. Rubin

http://www.jmir.org/2010/5/e54/
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[13] has shown that unless the rate of missing information is
very high, there is simply little advantage to producing and
analyzing more than 10 imputed datasets. Each of these
“replacement values’ can be estimated using regression
equations, aform of EM, theidentification of a" near-neighbour”
donor case with matching properties, or through acombination
of these methods. In any of these methods, the correlations
between the different variables in the dataset are taken into
account. Based on these correlations and other variable
properties, appropriate estimations for the missing values are
generated.

Missing values that are replaced with more than one possible
estimator will produce more than one completed dataset: each
of the 3 to 10 imputations leads to a new dataset containing the
origina “complete” available observations and the new
“generated” imputed ones. Each of the 3 to 10 datasets isfirst
analyzed asif it were acompl ete dataset with no missing values.
The separate results can then be combined into one final result
according to specific rules. Rubin [13] presented formulae to
combine the estimators and standard errors obtained from the
3 to 10 imputed datasets into one estimator and one standard
error. The combined estimator is the arithmetic mean of the 3
to 10 estimators obtained from the imputed datasets; the
combined standard error is based on both the standard errors
and the variance of the 3 to 10 estimators of the imputed
datasets. The combined estimator and standard error can be used
for the calculation of, for example, t test statistics and analysis
of variance. A more recent paper shows how a variety of other
test statistics can be calculated as well [26].

From a researcher’s perspective, the biggest advantage of Ml
isflexibility. It appliesto awide range of missing datasituations
and is simple enough to be used by nonstatisticians.
Theoretically, thisapproach is superior to other models because
it often produces the most robust effects. In this paper, four
multiple imputation programs are compared. The first, called
NORM [15], was developed for use under S-PLUS (TIBCO
Spotfire, Somerville, MA, USA) or the R Statistical
Programming Environment, but isalso available asastand-alone
program. Using the NORM, one can perform multiple
imputations of multivariate continuous data under a normal
model. More information on its exact routines is presented in
[15]. The second MI program is called Multivariate |mputation
by Chained Equations, MICE [27], and was developed for use
under S-PLUS, R, Stata (StataCorp LP, College Station, TX,
USA), and as a stand-alone Windows program. MICE is an
attempt to combine the most attractive aspects of M| approaches
developed by [15] and [28]. The third M1 program has been
included in SPSS Statistics (SPSS Inc, Chicago, IL, USA) since
version 17. According to the product information, this Ml
module allows for quick and accurate data estimates in cases
where observations are missing [29]. The fourth MI program
iscalled Ameliall, developed by Honaker and colleagues[30].
Amelia Il multiply imputes missing data in a single
cross-sectional dataset from time series data or from a time
series cross-sectional dataset. This new bootstrapping-based
algorithm it is presumed to be faster and more flexible than the
other programs.
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Methods

Source Data

The dataset in this simulation study was obtained from an online,
self-help prospective study for problematic a cohol consumers.
The online self-help program was developed by a substance
abuse treatment center in Amsterdam, the Netherlands. Each
new participant was invited for a measurement of acohol
consumption, quality of life, self-efficacy, and demographics.
Data were collected at two waves, at baseline, and 3 months
after baseline. All the cases with missing values were removed
from the original dataset, resulting in a dataset with 124 cases,
with 0% missing data. The dataset contains self-reported daily
alcohol consumption quantities measured in standard drinking
units containing 10 grams of ethanol. These consumption
guantities were available at baseline and at the 3-months
follow-up. For the purposes of this paper, we used only the
subscale measuring alcohol consumption for the last 7 days,
measured using Timeline Follow-Back methodology [31].
Currently, arandomized clinical trid (Netherlands Tria Register
NTR-TC1155) on the effectiveness and cost-effectiveness of
thisintervention isin the process of being executed [32].

This complete (0% missing) dataset was used as a reference
value for comparison of each approach. Next, one of the
weekdays from the follow-up measurement was selected and
an MAR missingness pattern wasinduced, leading to 50% MAR
missingness in this variable. The operationalization of MAR
applied by the execution of this macro is according to the
method suggested by Scheffer [25]. Briefly, for this method
two variables are necessary: (1) a variable predicting
missingness and (2) a variable in which missingness will be
induced. If the score of the missingness predictor variable is
high, the chance that missingnesswill occur in the missingness
variableishigh; if the score of the missingnes predictor variable
is low, the chance on missingness is also low. As aresult, the
proportion missing datain the missingnessvariableis correlated
with the value of the missingness predictor variable.

After MAR induction, the missing data approaches were
performed on the dataset with missing observations. For LOCF,
data collected at baseline were carried forward to the missing
follow-up measurement for the variable upon which missingness
was induced. All “advanced” missing data approaches came
with default software settings. It is possible to adjust these
settings to change the number of iteration steps, convergence
criteria, and the distribution of random error. For the presented
analysis, the default software settings were used. To test
sensitivity of the results to changes in these default software
settings, the study was replicated using stricter, more
caculation-intensive settings, that is, a larger number of
iterations or stricter convergence criteria. The results obtained
with these stricter settings did not differ systematically from
the results obtained using the default settings.

To investigate reliability and coverage of the results obtained
through these approaches, a resampling approach was
performed. A total of 75 samples of n = 124 were drawn with
replacement from the MAR imposed dataset, and these
resampl ed datasets had, on average, 50% MAR missingness on
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the selected variable. Next, missing values from each dataset
were imputed using the different approaches. Figure 2shows
the arithmetic mean for the variable with imputed missing
values. Each point represents the mean value of postintervention
drinks, obtained from one of the 75 datasets. The area between
the two dashed horizontal lines indicates the 95% confidence
interval of the reference variable, which is the same variable
indicating postintervention drinks but before MAR missingness
is imposed. The white dot in each column indicates the mean
for the repeated application of each missing datamethod on the
75 datasets.

Superior performance of the MI approaches over the other
advanced approaches (and of the advanced approaches over the
basic approaches) was expected, based on previous studies
[12,25]. However, in contrast to previous publications, the
approaches tested in the current study used a dataset with
nonnormally distributed count data in order to mimic the
everyday application of these approaches. Count data
distributions are known for their deviation from the normal
distribution [33].

Validity, Reliability, and Coverage

For successful applicationin avariety of missing datasituations,
it isimportant to test for reliability in addition to validity. For
example, will the use of the presented methods lead to
comparable results with repeated application? Coverage can be
regarded as a combined indicator for validity and reliability. It
is expected that coverage of the advanced approaches will
outperform the basic methods.

Validity was operationalized asthe extent to which the estimate
obtained by amissing dataapproach approximated the reference
value. Validity (ie, test validity) was assessed by calculating t
values and effect sizesfor the differences between the reference
value (mean variable score before MAR induction) and the
imputed variable (mean variable score after the induction of
MAR). Reliability was operationalized as the variance of the
estimates obtai ned through repeated application of each missing
data approach: the lower this variance, the smaller the
confidence interval and the higher the method’sreliability. The
third statistic calculated in this study was the coverage. This
coverage statistic was calculated using the data obtained in the
simulation study. It indicates the proportion of means within
the 95% confidenceinterval of the mean reference value: when
70 of the 75 bootstrapped mean values for a missing data
approach are within the 95% confidenceinterval of thereference
value, the coverage is 70/75 or 93%. This coverage measure
was previously used for comparable purposes, for example by
Schafer and Graham [12].

Results

The complete (reference) dataset and the datasets that resulted
after application of the missing data approaches are plotted in
Figure 1. Each point in thisfigure representsasingle observation
(number of postintervention self-reported drinks per day for
each participant). The observationsfor the reference are shown
inthefirst column (a) on the x-axis. These observations are the
“true” complete observations before missingness was induced.
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Also shown on the x-axis (columns b to j) are the observations
that were produced after the MAR 50% missingness was
imposed and corrected by each of the nine missing data
approaches. Some horizontal jitter was added to the strip chart
to prevent equally valued observations from overlapping on the
y-axis. Please note that plotting the ideal missing data

Figure 1. Strip chart for 9 missing data approaches and the reference value

Blankerset al

approach’s observations would lead to results identical to the
reference plot in Figure 1. On the y-axis, the number of
postintervention drinks per day isindicated. For the 4 multiple
imputation approaches (columns g to j), only the first created
dataset was plotted.
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Missing data approach

A number of participants reported zero postintervention drinks
per day; subsequently, their data points are plotted very close
to each other. Asis often the case for count data, observations
arepositiveintegers only and the distribution of the observations
isnonnormal. Table 2 shows descriptive summary statisticsfor
each of the methods compared with the reference. The
application of complete case analysis, listwise mean imputation,
regression imputation, and SPSS 17 multiple imputation led to
an underestimation of the mean number of postintervention

drinks. LOCF, and to alesser extent EM imputation and NORM,
led to an overestimation of the mean. Regression imputation,
EM imputation, and NORM impute some negative val ues, which
isimpossible from an empirical point of view; however, these
approaches could still produce unbiased estimators of mean and
variance, for example. Applications of MICE and Amelia Il
produced the closest approximations to the reference mean
value, as determined by visual analysis of the data.

Table 2. Independent samplest tests for missing data approaches against reference value

Method Mean SD t@ Degreesof Free- P Cohen'sd
dom
Reference 2.62 522 0 246 1 0
Complete cases 1.39 2.63 -2.09 176 0.04 -0.31
Mean imputation 1.39 173 -2.50 246 0.01 -0.35
LOCF 4.85 543 3.29 246 0.001 0.42
Regression imputation 1.39 2.37 -2.38 246 0.01 -0.32
EM imputation 3.09 3.85 0.809 246 0.42 0.10
NORM 314 9.55 0.534 246 0.53 0.07
MICE 3.06 4.30 0.730 246 0.47 0.09
SPSS 17 Ml 1.49 2.03 -2.26 246 0.03 -0.31
Amedliall 2.88 3.33 0.468 246 0.64 0.06

8| ndependent samplest tests

To supplement the visual analysiswith statistics, Table 2 shows
mean, standard errors, t statistics, and Cohen’s d effect sizes.

http://www.jmir.org/2010/5/e54/

Thet and d values quantify the differences between the reference
value and each of theimputed datasets. The lower itst statistic,
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the more the mean value obtained after application of amissing
data approach resembles the reference value. This is an
indication of the validity of an imputation method. To further
indicate the extent to which the imputation results differ from
the reference value, effect sizes were calculated using Cohen’s
d. For this application, smaller effect sizes indicate better
imputation results. The standard deviations for mean imputation,

Figure 2. Repeated application of nine missing data approaches

Blankerset al

regression imputation, and SPSS multiple imputation are much
smaller than the reference confidence interval. This could
potentially lead to anticonservativetesting results and, therefore,
inflated (or increased) risk for type | error (false positives).
NORM produced much larger confidenceintervals; thus, NORM
may lead to an increased risk for type |l error (false negative).
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Missing data approach

Figure 2 provides insight in the reliability of the nine missing
data approaches. The white dots in this figure show the
arithmetic mean of the 75 bootstrapped samples. The area
between the two dashed horizontal lines correspondsto the 95%
confidence interval of the reference value. Each black dot
indicates the arithmetic mean of one of the bootstrapped
samples. As in Figure 1, some horizontal jitter was added to
improve the visual presentation of the plotted data.

Table 3. Coverage of the reference confidence interval for imputed means

The nine approaches differed remarkably in the robustness and,
therefore, inthereliability of their results. Thelargest difference
between the ssimulated datasets was produced by the NORM
software package, with some of the highest mean values being
eight times larger than the smallest. The lowest variance was
seen in the complete cases, mean imputation, regression
imputation and SPSS MI. LOCF, EM imputation, MICE, and
Ameliall showed an average amount of inter-dataset variance.

Missing Data Approach

Coverage Proportion

Variance of Bootstrapped Sample

Complete cases 0.15
Mean imputation 0.15
LOCF 0

EM imputation 0.83
Regression imputation 0.17
NORM 0.43
MICE 0.71
SPSSMI 0.23
Ameliall 0.96

0.088
0.088
0.381
0.206
0.105
3.027
0.622
0.093
0.205

Table 3 shows the variance of the means and the coverage for
each approach. For an estimation to be maximally valid and
reliable, at least 95% of the means obtained from the application
of an approach should be within the confidence interval of the
reference value [12]. The highest coverage was obtained by the

http://www.jmir.org/2010/5/e54/

application of Ameliall. This approach was actually the only
one to reach the criterion of greater than 95% coverage. From
the single imputation approaches, EM imputation yielded the
highest coverage proportion.
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Discussion

In this paper, the application of nine approaches for handling
missing data is presented and compared. The most valid result
was obtained using multiple imputations from the Amelia Il
algorithm, closely followed by MICE, NORM, and EM
imputation. However, due to the large standard errors resulting
from the NORM algorithm, the power of the analysis based on
this dataset was much lower than the power of an analysisusing
MICE or Ameliall would have been. Theresults obtained using
the other tested approaches differed significantly from the
reference value and can therefore be considered as less valid.

Although complete cases, mean imputation, regression
imputation, and SPSS multipleimputation led to reliable results
in the sense of small variance between the bootstrapped means
(Figure 2), their application resulted in less valid parameter
estimations (ie, the bootstrapped means are consistently lower
than the reference mean) and their coverage was well below
95%. Optimal coverage was achieved using Ameliall, followed
by EM imputation. Application of these two methods on the
example dataset led to the most valid and reliable results. In
general, it can be concluded that the more advanced approaches
led to better results. Other authors have tested some of the
presented approaches under both lower and higher missingness
rates than the 50% in this study, with comparable results [ie,
12,25].

To mimic the real-life missing data problems more closely in
this study, missingness was imposed on a variable containing
count data (alcohol consumption counts). However, it should
be noted that none of the presented approaches were specifically
designed for the imputation of nonnormally distributed count
data: specific missing data approaches for this type of dataare
currently lacking. From the Schafer suite, in addition to NORM,
one could select CAT or MIX packages as an alternative, as
these are intended for categorical or mixed datasets; however,
these programs are also limited with regard to the imputation
of missing count data. On the other hand, according to [12],
excellent performance can be reached by imputing nonnormal
variables under normality assumptionswith no transformations.
Based on the current study, it can be concluded that some
methods can handle nonnormal count data well, while others
perform less than optimally in such situations.

To evaluate the selected methods under more ideal conditions
aswell, the methods were retested using anormally distributed
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variable with missingness imposed under the same 50% MAR
pattern (data not presented here). Differences between the
methods became smaller; the less-than-optimal methods led to
better results under these conditions. Multiple imputation still
led to optimal results, and among the multiple imputation
methods, the best results were reached using Ameliall.

Both EM imputation and Ameliall performed reasonably well
in this study. EM imputation produces maximum likelihood
estimates for the missing values, thus approaching true sample
means and variancesfor an incomplete variable. However, being
a single imputation method, the accuracy or inaccuracy of this
estimation process is not accounted for in the variances of the
resulting estimators. This leads to smaller variances, smaller
confidence intervals, and therefore a greater risk of finding
significant differences between variables when there are no
actual differences(typel error, false positive). This shortcoming
of EM imputation and other single imputation approaches marks
the biggest advantage of multipleimputation. Thelatter captures
uncertainty due to missingness of datain the variance between
the generated datasets, making the estimators from multiple
imputed datasets less prone to thistype | error.

The main reason why MI is not used more often is probably
due to the perceived complexity of its application. Working
with more than one instance of the dataset may seem
discouraging to researchers without extensive statistical
knowledge or interest. Second, the fact that widely used
statistical packages until recently did not natively support
multiple imputation makes it understandable that most
researchers using these software programs do not directly chose
to apply this technique in case of missing data. In that sense,
the introduction of multiple imputation in recent releases of
statistical software (ie, the “mi” command in Stata 11 and the
multiple imputation module in SPSS 17) may mark a leap
forward. Positive experiences with the new “mi” command in
Stata have been reported. However, under the conditionsin the
presented studies, the results obtained with SPSS 17 multiple
imputation were less than optimal.

To conclude, this paper introduced both the implications and
the practical use of data techniques to a wide, nonstatistical
audience. Using the software packages tested and described in
this paper, multiple imputation is feasible for any researcher in
the eHealth field or related disciplines. The use of these
approaches may invoke a considerable improvement of the
validity of results obtained from datasets with missing values.
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Abstract

Background: The effectiveness of Internet-based treatments for depression has been demonstrated; their cost-effectiveness,
however, has been less well researched.

Objective: Evaluating the relative cost-utility and cost-effectiveness of (1) Internet-based cognitive behaviora therapy, (2)
Internet-based problem-solving therapy, and (3) awaiting list for adults with depressive symptoms.

Methods: A total of 263 participants with clinically significant depressive symptoms were randomized to Internet-based
cognitive behavioral therapy (n = 88), Internet-based problem-solving therapy (n = 88), and a waiting list (n = 87). End points
were evaluated at the 12-week follow-up.

Results: Cost-utility analysis showed that cognitive behavioral therapy and problem-solving therapy had a 52% and 61%
probability respectively of being more acceptable than waiting when the willingness to pay is € 30,000 for one quality-adjusted
life-year. When society is prepared to pay € 10,000 for aclinically significant change from depression, the probabilities of cognitive
behavioral therapy and problem-solving therapy being more acceptable than waiting are 91% and 89%, respectively. Comparing
both Internet-based treatments showed no clear preference for one or the other of the treatments.

Conclusions: Both Internet-based treatments have a high probability of being cost-effective with a modest value placed on
clinically significant change in depressive symptoms.

Trial Registration: ISRCTN16823487; http://www.controlled-trials.com/ISRCTN16823487 (Archived by WebCite at
http://www.webcitation.org/5u8sl zhDE)

(J Med Internet Res 2010;12(5):€53) doi:10.2196/jmir.1436

KEYWORDS

Costs and cost analysis; cost-benefit analysis, depression; Internet; computer-assisted instruction; cognitive therapy; problem
solving; randomized controlled trial

Introduction

Globally, depression is one of the most prevalent mental
disorders, with alarge impact on peoples’ well-being and with
substantial economic ramifications [1-3]. Some cost-€effective
interventions exist for treating and preventing depression [4-9].
However, economic evauations of Internet-based treatments

http://www.jmir.org/2010/5/€53/

arescant [10]. Asfar aswe know, only one economic eval uation
has been conducted of Internet-based treatment for depression,
showing that online cognitive behavioral therapy can be
cost-effective compared with usual carein primary care patients
[11]. Moreover, as most Internet-based treatments are based on
cognitive behavioral therapy [12], economic evaluation of other
forms of Internet-based treatmentsis also called for.
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In a randomized controlled trial for adults with depressive
symptoms, Internet-based cognitive behaviora therapy and
Internet-based problem-solving therapy showed superior
effectiveness compared with a waiting list control group in
reducing symptoms of depression and enhancing quality of life
[13]. Using the same data, we now investigate the cost-utility
and cost-effectiveness of Internet-based trestment. Characteristic
of problem-solving therapy in this study isits short duration of
only five weeks. It would, therefore, be interesting to know
whether thisbrief intervention is superior to an 8-week cognitive
behavioral therapy intervention in terms of relative
cost-effectiveness. To that end, we evaluated cost-utility and
cost-effectiveness for 3 contrasts: (1) cognitive behavioral
therapy versus placement on awaiting list, (2) problem-solving
therapy versus placement on a waiting list, and (3)
problem-solving therapy versus cognitive behavioral therapy.

Methods

Full details of the study method are given elsewhere[14]. Here,
we describeits main features and focus on the economi ¢ aspects.

Participants

Participants were recruited through advertisements in
newspapers and via the Internet. To be included in the study,
participants had to be aged 18 years or older, presenting with
depressive symptoms, and willing to participate in a self-help
course. Presence of depressive symptoms was ascertained with
the Center of Epidemiologic Studies Depression scale (CES-D)
when people scored 16 or higher on this scale [15]. No other
inclusion or exclusion criteria were defined for this study.

A total of 263 participants were randomized to one of the three
conditions: Internet-based cognitive behavioral therapy (CBT,
n = 88), Internet-based problem-solving therapy (PST, n = 88)
and awaiting list control group with unrestricted accessto usual
care (WL, n = 87). Block randomization was used, with each
block containing 9 alocations. An independent statistician
conducted the randomization. The study protocol was approved
by the Medical Ethics Committee of the VU University Medical
Centre.

I nterventions

The problem-solving therapy-intervention was a Dutch
adaptation of Self-Examination Therapy by Bowman [16].
Problem-solving therapy consisted of 3 steps. First, the
participants made a list of the most important things in their
lives. Second, they wrote down their current worries and
problems and divided these into important and solvable
problems, important but unsolvable problems, and unimportant
problems. The core element of problem-solving therapy is to
address the solvable important problems following a six-step
procedure: describing the problem, brainstorming, choosing the
best solution, making a plan for carrying out the solution,
actually carrying out the solution, and evaluation. During the
third step, the participants made a plan for the future in which
they described how they would try to accomplish those things
that matter most to them. The course took five weeks and
consisted of one lesson a week.

http://www.jmir.org/2010/5/€53/
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The cognitive behavioral therapy intervention was based on the
“Coping with Depression” course [17], Dutch version [18].
Cognitive behavioral therapy in this study included
psycho-education and focused on skills such as relaxation,
cognitive restructuring (including coping with worrying
thoughts), social skills training, and behavioral activation,
specifically increasing the number of pleasant activities.
Cognitive behavioral therapy consisted of 8 lessons, 1 lesson a
week followed by a booster session after 12 weeks.

Participantsin both interventions were supported by alife coach
viaemail during the intervention period. Support was directed
at helping the participant to work through the intervention and
not at devel oping atherapeutic relationship or giving advice on
how to cope with depressive symptoms or other problems. The
averagetimethat therapists spent on each participant providing
feedback and answering questions via email was estimated at
20 minutes per week.

Outcome M easures

Generic and Clinical Outcome Measures

Participants received a baseline questionnaire prior to
randomization and later at 5-, 8- and 12-weeks follow-up.

The central generic outcome was health-related quality of life
derived by means of the EQ-5D of the EuroQol group. The
EQ-5D consists of five health state dimensions (mobility,
self-care, usual activity, pain/discomfort, and
anxiety/depression) on which the respondent hasto indicate his
own health state [19]. An advantage of the EuroQol is that an
overal utility score of quality of life can be obtained, which
facilitates comparisonswith other interventions and health states
in other disease areas [20]. A utility refers to the value that
individuals or society may place on a particular health state.
This valuation is indicated by a number between 0 (the worst
imaginable condition: death) and 1 (perfect health). This study
used the Dutch tariff to value generic quality of life. The utility
scores of the EQ-5D are used to calculate the quality-adjusted
life-years (QALYSs) gained during the follow-up period by
weighing the length of time spent in aparticular health condition
by the utility [20].

In addition, our primary clinica outcome was severity of
depressive symptoms as measured by the Center for
Epidemiological Studies Depression (CES-D) scale—Dutch
version[15]. The CES-D consists of 20 itemsand thetotal score
varies between 0 and 60 with higher scores indicating greater
depressive symptom severity. The cutoff of 16 and higher is
commonly used to denote a clinically significant level of
depressive symptoms [15].

Measuring Service Use and Costs

Costs are defined from the societal perspective and encompass
(1) intervention costs, (2) costs related to health care uptake,
(3) out of pocket expenses for the family and the patient, and
(4) costs stemming from production losses due to work loss
days and work cutback days. Costs were calculated in Euros (€
) for the reference year 2007. Information on the participants
use of health services and production losses was obtained with
the Trimbos and Institute of Medical Technology Assessment
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Cost Questionnairefor Psychiatry [21]. Dataon serviceuseand
costs were collected for 2 periods. the 4 weeks prior to
randomization and the 12 weeks following randomization. The
3 cost categoriesdistinguished were: direct medical costs, direct
nonmedical costs, and indirect nonmedical costs.

Direct medical costs consisted of intervention costs and uptake
of health care services, including costs of medication. The
per-participant intervention costs were estimated at € 501 for
cognitive behavioral therapy and € 338 for problem-solving
therapy. The largest share of the intervention costs stemmed
from receiving support during the interventions. Other costs
comprised maintenance costs of the websites and participants
time for working through the self-help material which was

Table 1. Direct medical and direct nonmedical costs by health service type

Warmerdam €t d

valued at € 8.83 per hour. Differences in intervention costs
between the 2 interventions were mainly dueto the variationin
duration, with problem-solving therapy taking 5 weeks and
cognitive behavioral therapy, 8 weeks. Health care services
were costed by multiplying the number of health service units
by their standard cost price [22] (see Table 1). The costs of
antidepressants, anxiolytics, and hypnotics were calculated as
the cost price per standard daily dose on a monthly basis as
reported in the Pharmaceutical Compass[23]. Direct nonmedical
costs consisted of costs for traveling and parking. These costs
werevalued at € 0.17 per kilometer and € 2.64 per hour parking
time. To this we added the costs of the participants’ time spent
intravel, waiting, and in treatment at € 8.83 per hour (see Table
1).

Direct Medical Direct Nonmedical Costs®”
Costs?
Unit Cost (€£) Distance Traveled  Patient's Time Cost (€£)
(km) (hrs)

Genera practitioner Consultation 21.36 18 1 11.80
Regional mental health service Contact 131.14 10 3 30.84
Private practice psychotherapist Session 80.38 5 2 21.16
Psychotherapist hospital© Consultation 76.08 7 3 30.31
Company doctor Consultation 22.47 0 1 8.83
Social worker in company Contact 50.62 7 3 30.31
Medical specialist Consultation 103.64 7 2 21.48
Physiotherapist Contact 24.06 18 2 20.63
Social worker Contact 50.62 7 3 30.31
Consultation alcohol/drugs Contact 131.14 10 3 30.84
Home care Hour 32.47 0 0 0.00
Alternative care Contact 47.009 7 3 30.31
Self-help group Session 8.83 7 3 30.31

aCosts are in Euros for 2007.

b Based on average distances (km) and travel +waiting+treatment times (hrs) for receiving treatment [22]
€ Valued as the mean of costs for a consultation in ageneral or mental health hospital
d Costsfor aternative care are variable. If unknown, the mean price of € 47 for various alternative forms of care was used.

Indirect nonmedical costs arise when production losses occur
due to illness. Productivity costs were calculated according to
thefriction cost approach [22]. However, as our follow-up takes
12 weeks, the friction cost approach and the human capital
method would produce the same results. Production losses can
occur under 3 conditions. First, people can be absent from paid
work due to sick leave (work loss days). To evaluate alost day
in a paid job, the average age- and gender-specific “friction
costs’ are used [22]. Second, production losses may occur when
peopleareill but continue to work with reduced efficiency (work
cutback days). The number of work cutback dayswas estimated
as the number of days actually worked when ill multiplied by
a self-reported inefficiency score, which ranged between 0 (as
efficient as when in good health) and 1 (totally inefficient).
Third, people may aso be too ill to perform domestic tasks.

http://www.jmir.org/2010/5/€53/

These costs were evaluated as the price of domestic help at €
8.83 per hour.

Statistical Analyses

All analyses were performed in accordance with the
intention-to-treat principle. The expectation maximization
algorithm (EM) in Statistical Package for the Social Sciences
(SPSS, version 17) (SPSS, Inc, Chicago, IL, USA) was used to
estimate missing values. EM employs maximum likelihood
estimation to replace missing values in the data set with
estimates.

Analysis of Generic and Clinical Outcomes

Missing EQ-5D scores were imputed at 5-, 8- as well as
12-weeks follow-up using EM. The rationale behind imputing
EQ-5D scores for all measurements is that QALYs were
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calculated for each different time period separately, that is,
QALY 1 was calculated from baseline to 5 weeks follow-up,
QALY 2, from 5 to 8 weeks, and QALY 3, from 8 to 12 weeks.
In this way, speed of change is taken into account as
improvements often occurred in the early stages of the
treatments. QALY sfor the 3 time intervalswere added over the
total time span from baseline to the last follow-up at 12 weeks
post baseline. QALY swere cal culated by multiplying the utility
values of the health state by the length of time spent in that
health state.

Clinically significant change was determined with Jacobson’s
and Truax’s algorithm for reliable and clinically significant
change [24] while using the cutoff score of 16 on the CES-D
as an indication of recovery. For a change to be clinically
significant, a participant had to have recovered as well as had
to have shown reliable improvement at 12-weeks follow-up.

Analysis of Costs and Economic Evaluation

Costs were determined at 5-, 8- and 12-weeks follow-up. Total
cumulative costs over 12 weeks were determined by adding up
the costs of each of the 3 time intervals with missing cost data
imputed using the EM algorithm.

The economic eval uation consisted of acost-utility analysisand
acost-effectivenessanalysis. For both analyses, theincremental
cost-effectiveness  ratio (ICER) was caculated as
(C4-Cp)/(E4-Ep), where C are costs and E is the effect and the
experimental and comparator conditions are indexed with the
1 and O subscripts. Theincremental cost-utility ratio will focus
on the net costs per QALY gained. The cost-effectivenessratio
focuses on the net costs per reliable and clinically significantly
improved case of depression. Nonparametric bootstrap
resampling techniques (with 5000 replications) were used to
take into account the stochastic uncertainty of the ICER
estimates. In addition, the bootstrap analysis helped to obtain
the median | CER and its 95% confidenceinterval from all 5000
simulated | CERS. The median and its confidence interval were

based on the 50", 2.5, and 97.5" percentile of the distribution
of the 5000 bootstrapped ICERs. As the arrhythmic mean may
not provide the best estimate for the ICER, we only present the
median ICER.

The scatter plots of 5000 bootstrapped ICERs on the
cost-effectiveness plane were generated. This helps to produce
estimates of the probability that (1) better health is generated
for more costs (northeast quadrant), (2) that the intervention is
inferior relative to the control condition because less hedlth is
produced at additional costs (northwest quadrant), (3) that less
health is generated for lower costs (southwest quadrant), and
(4) that the intervention dominates because better outcomesare
obtained for lower costs (southeast quadrant). Another way of
illustrating the cost-effectivenessresultsis the cost-effectiveness
acceptability curve. Such an acceptability curve represents the
probability that the intervention is cost-effective relative to the
comparator condition, given varying ceilingsfor thewillingness
to pay (WTP) for one quality-adjusted life-year or for one case
of depression showing reliable and significant improvement.

http://www.jmir.org/2010/5/€53/
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Sensitivity Analyses
In the main analysis, maximum likelihood estimation was used

to handle missing data. Due to high attrition, we repeated
analyses using multiple regression to impute missing data.

Results

Participants

The average age of the 263 participants at baseline was 45 years
(SD 12.1). Most participants were female (187/263, 71%) and
the majority had higher vocational education/university
(1687263, 64%) or intermediate vocational education/high school
(72/263, 27%). Almost all participants were Dutch (243/263,
92%). The mean score of the participants on the CES-D was
31.7 (SD 7.5, median 31.0) at baseline. Mean utility score on
the EQ-5D was 0.61 (SD 0.22). There were no statistically
significant differences between the three groups with respect
to the demographics, depressive symptoms, or quality of life
scores at baseline [13]. At baseline, total per capita costs were
€ 846, € 893, and € 925 for the cognitive behavioral therapy,
problem-solving therapy, and waiting list groups respectively.
No significant differenceswerefound intotal costs between the
three groups, F, ,5, = 0.10, P = .91.

Clinical Outcomes

After 12 weeks, cognitive behaviora therapy and
problem-solving therapy resulted in significantly higher quality
of life scores and lower depression scores than waiting list
placement. Full details of the main clinical outcomes are
reported elsewhere [13].

The mean number of QALY's during the period of 12 weeks
was 0.16 for cognitive behavioral therapy (95% CI 0.152 —
0.169), 0.16 for problem-solving therapy (95% CI 0.152-0.168),
and 0.15 for wait-list (95% CI 0.142-0.159). No significant
differences were found between groups, F, 5, = 1.83, P =.16.
Regarding clinically significant change, both cognitive
behavioral therapy and problem-solving therapy tended to show
more clinically significant change than waiting list placement
after 12 weeks, X%, »3 = 5.10, P = .08. The number of
participants showing clinicaly significant change was 25
(28.4%) for cognitive behaviora therapy, 23 (26.1%) for
problem-solving therapy, and 13 (14.9%) for waiting list
placement.

Health Care Service Use

Cost data were available at baseline from 252 participants
(cognitive behavioral therapy, n = 83; problem-solving therapy,
n = 85; waiting list group, n = 84). At 12-weeksfollow-up, 147
participants returned cost data (cognitive behavioral therapy, n
= 45; problem-solving therapy, n = 40; wait-listed group; n =
62). For descriptive purposes, Table 2 presents the number of
participants using health care services with productivity costs
due to production losses, based on the sample of participants
that returned cost data at baseline and at 12-weeks follow-up.

At baseline, more than half of the participants used some form
of medication. Thislevel of medication use continued into the
follow-up period. Of al participants, 30% to 40% had contact
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with their general practitioner at both assessments, which
happened to the same degree across all conditions. Reasonsfor
visiting the general practitioner were, however, unknown.
Frequently used services other than the general practitioner
included visits to psychotherapists with a private practice,
medical specialists, physiotherapists, and regional mental health
services. At follow-up, visiting the private practice
psychotherapist was reduced only in the problem-solving therapy
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group. The use of regional mental health services was reduced
in both intervention groups.

With regard to production losses, amgjority of the participants
reported domestic costs at baseline with evident reductions
reported by both intervention groups at follow-up. Reductions
were also reported by both intervention groups in the number
of participants that incurred costs due to work loss and work
cutback in paid employment.

Table 2. Number and percent of participants using health care services and experiencing production losses

At Basdline At 12 weeks
CBT PST WL CBT PST WL
Cost Item n=83 n=85 n==84 n=45 n=40 n=62
Health care services n (%) n (%) n (%) n (%) n (%) n (%)
M edication® 46 (56.1) 46 (54.1) 43 (51.2) 25 (55.6) 18 (45.0) 35 (56.5)
General practitioner 37 (44.6) 26 (30.6) 34 (40.5) 18 (40.0) 14 (35.0) 22 (35.5)
Regional mental health service 13(15.7) 14 (16.5) 15 (17.9) 4(8.9) 3(7.5) 10 (16.1)
Private practice psychotherapist 22 (26.5) 29 (34.1) 21 (25.0) 13(28.9) 8(20.0) 14 (22.6)
Psychotherapist hospital 5(6.1) 5(5.9) 5 (6.0) 3(6.7) 2(5.0) 5(8.1)
Company doctor 6(7.3) 10 (11.8) 6(7.1) 3(6.7) 1(2.5) 6(9.7)
Socia worker in company 4(4.9) 224 224 0 0 1(1.6)
Medical specialist 19(23.2) 15 (17.6) 13 (15.5) 10 (22.2) 9(22.5) 9(14.5)
Physiotherapist 17 (20.7) 19 (22.4) 16 (19.0) 10 (22.2) 6 (15.0) 8(12.9)
Social worker 224 2(2.4) 3(3.6) 0 0 1(1.6)
Consultation for acohol/drugs 0 0 1(1.2) 0 0 1(1.6)
Home care 4(4.9 3(35) 1(1.2) 2 (4.4) 2(5.0) 1(1.6)
Alternative care 10 (12.2) 12 (14.1) 17 (20.2) 3(6.7) 4(10.0) 7(11.3)
Self-help group 2(2.4) 5(5.9) 2(2.4) 1(2.2) 1(2.5) 0
Production losses
Work loss 17 (20.7) 13(15.3) 14 (17.7) 3(6.7) 1(2.5) 13 (21.0)
Work cutback 31(37.8) 31(36.5) 37 (44.0) 22(26.7) 8(20.0) 28 (45.2)
Domestic loss 59 (72.8) 69 (81.2) 68 (81.0) 23 (51.1) 16 (40.0) 49 (79.0)

8 All types of medication are included.

Costs

Table 3 presents costs for the different cost categories based on
imputed data. The magjority of total costs were attributable to
theindirect (productivity) costs. Indirect costswere, on average,
lower by € 201 (€ 1900-€ 1701) and € 258 (€ 1900-€ 1642) for
cognitive behavioral therapy and problem-solving therapy,
respectively, relative to waiting list placement. The differences

http://www.jmir.org/2010/5/€53/

in total direct medical costs were largely due to the inclusion
of intervention costs for both cognitive behavioral therapy and
problem-solving therapy. Overall, the cognitive behavioral
therapy group incurred extra costs of € 256 (€ 2814-€ 2558)
compared with the waiting list group. Problem-solving therapy
led to extra costs of € 147 (€ 2705-€ 2558) compared with
waiting list placement. Total costs between groups were not
significant, F, 5, = 0.15, P = .86.
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Table 3. Estimated per capita costs (in Euros) by condition during a 12-week period

Cost Item Costs (€ ) for 2007
CBT PST WL
Intervention, total cost 501 338 -
Health care use, mean (SD) 441 (452) 513 (453) 472 (538)
Medication® mean (SD) 17 (25) 15 (26) 18 (30)
Sum of direct medical costs” 958 (462) 888 (461) 490 (544)
Direct nonmedical costs 156 (156) 175 (162) 168 (203)
Indirect costs 1701 (2562) 1642 (2669) 1900 (3544)
Total costs® 2814 (2683) 2705 (2851) 2558 (3691)
8 Costs of antidepressants, anxiolytics, and hypnotics
b ncludes costs of intervention, health care use, and medication
€ Includes direct medical costs, direct nonmedical costs, and indirect costs
Table4. Incremental cost-effectivenessratio (ICER)
Comparison and Analysis Cost-utility Analysis Cost-effectiveness Analysis
Median & Lower Bound®  Upper Bound® ~ Median Lower Bound  Upper Bound
CBT vsWL
Main analysis© 22,609 -322,604 428,771 1817 -9203 18,369
Sensitivity analysis® -52 -144,943 223,908 19 -3856 3688
PST vs WL
Main analysis 11,523 -285,551 401,101 1248 -18,719 23,742
Sensitivity analysis -22,779 -105,142 41,183 -2096 -10,796 3319
PST vsCBT
Main analysis -21,888 -892,856 927,332 -36 -37,109 1,000,000
Sensitivity analysis -49,963 -737,794 653,203 3164 -22,844 152,180

@Median ICER = 50th percentile of the 5000 bootstrap replications of the ICER.
b1 ower and upper bounds = 25" and 9551 percentiles of the bootstrap distribution.
¢ Main analysis was conducted with expectati on-maximization imputation for missing observations.

d Sensitivity analysis was based on regression imputation.

Cost-utility: ICERs

Codt-utility analysis showed that the median incremental
cost-effectiveness ratio for cognitive behavioral therapy versus
waiting list placement resulted in € 22,609 per QALY gained.
Hence, for each QALY gained by offering cognitive behavioral
therapy instead of waiting, extra costs of € 22,609 areincurred.
The left-hand panel of Figure 1 presents the distributions over
the cost-effectiveness plane for the comparisons between the 2
active interventions and waiting list. Of the smulated ICERs,
28% arein the southeast quadrant, indicating a 28% probability
that cognitive behavioral therapy is a better treatment because
it generates more health effectsfor lower costs when compared
with awaiting list control group. However, the mgjority of the
simulated ICERs (67%) occur in the northeast quadrant,
indicating that ahealth gainisproduced, but at additional costs.
Table 4 presents the median ICERs and their confidence
intervals.

http://www.jmir.org/2010/5/€53/

The median I CER for problem-solving therapy versus waiting
list placement resulted in extra costs of € 11,523 per QALY
gained by offering problem-solving therapy instead of waiting.
In addition, there is a 58% probability that it is more effective
intermsof QALY sat extracosts and thereisa 37% probability
that it is more effective at alower cost.

Problem-solving therapy has a 35% probability of being the
dominant treatment. And half of the ICERs are equaly
distributed over the northwest quadrant (24%) and the southwest
quadrant (27%). The fact that the ICERs are ailmost equally
divided over the four quadrantsindicates no obvious preference
for 1 of the 2 active interventions (Figure 3, left-hand).

Cost-utility: Acceptability

The right-hand panel of Figure 1 presents the acceptability
curves for the comparisons between the 2 active interventions
and waiting list placement. Regarding the active interventions
versus waiting list placement, there is a 28% and 38%
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probability respectively that cognitive behavioral therapy and
problem-solving therapy are more cost-effective than waiting,
if society places a zero value on one gained QALY. However,
the probability of Internet-based therapy being more
cost-effectiveincreases when thewillingnessto pay for aQALY
gainedincreases. Toillustrate, with awillingnessto pay ceiling
of € 30,000 per gained QALY, then cognitive behavioral therapy
and problem-solving therapy have a probability of 52% and
61% respectively of being more cost-effective compared with
waiting.

Cost-effectiveness: | CERs

In the cost-effectiveness anaysis, the incrementa
cost-effectivenessratio is expressed in terms of additional costs
per clinicaly significant changein depressive symptom severity.
The median ICER for cognitive behavioral therapy versus
waiting list placement resulted in € 1817, indicating that by
offering cognitive behavioral therapy instead of placing

Warmerdam €t d

participants on awaiting list, extracosts of € 1817 areincurred
for ahealth gain of one additional reliably improved participant.
There is a 69% probability that a participant will change with
cognitive behavioral therapy, but at additional costs. The
distributions of the bootstrapped ICERs over the
cost-effectiveness plane for the comparisons between the 2
activeinterventions and waiting list placement are presented in
the left-hand panel of Figure 2. For problem-solving therapy
versus waiting list placement, ICER is € 1248 per reliably
improved participant. The probability that problem-solving
therapy ismore effective in terms of reduced depression severity
but more costly than waiting is 60%. Comparing
problem-solving therapy with cognitive behavioral therapy
resulted in amedian ICER of -36. As for cost-utility, the four
guadrants each contain an almost equal percentage of the |ICERs,
meaning no evident preference for 1 of the 2 Internet-based
treatments (Figure 3, right-hand).

Figure 1. Distribution of bootstrapped incremental cost-effectivenessratios (ICERs) (n = 5000) in the cost-effectiveness plane and | CER acceptability
curve based on willingness to pay for one extra quality-adjusted life-year gained
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Figure 2. Distribution of bootstrapped incremental cost-effectiveness ratios (ICERs) (n = 5000) in the cost-effectiveness plane and | CER acceptability
curve based on willingness to pay per clinically significant change in depressive symptoms
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Figure 3. Distribution of bootstrapped incremental cost-effectiveness ratio (n = 5000) in the cost-effectiveness plane for quality-adjusted life-years

(left-hand) and clinically significant change (right-hand).

CBT vs PST

CBT vs PST

Cost-effectiveness Acceptability

The acceptability curvefor cognitive behavioral therapy versus
waiting list placement showed that with no willingness to pay
for onereliably improved participant, thereisa30% probability
that cognitive behaviora therapy is more cost-effective than
waiting (Figure 2, right-hand panel). However, the probability
rapidly increases when people are willing to pay more for
clinically significant improvement. With a willingness to pay
of € 5000 and € 10 000, cognitive behaviora therapy has a

http://www.jmir.org/2010/5/e53/
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probability of 75% and 91% respectively of being more
cost-effective compared with waiting list placement. For
problem-solving therapy versus waiting list placement, the
probability that problem-solving therapy is more cost-effective
is 38% in the case of no willingness to pay. However, WTP of
€ 5000 and of € 10 000 result in probabilities of 75% and 89%.

Sensitivity Analysis
Cogt-utility and cost-effectiveness analyses were performed
using multiple regression as an imputation method for missing
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observations. Regarding cost-utility, regression imputation led
to better results for both interventions compared with the main
analysis (where maximum likelihood estimation was used), the
probabilities that the interventions result in better outcomes at
lower costs than waiting list placement are 48% for cognitive
behavioral therapy (was 28% when using maximum likelihood
estimation) and 79% for problem-solving therapy (was 37%
when using maximum likelihood estimation). For the
comparison between the two active treatments, results are in
favor of problem-solving therapy with a 72% probability that
problem-solving therapy leads to better outcomes in terms of
QALYs at lower costs. Cognitive behavioral therapy and
problem-solving therapy have high probabilities (73% and 95%
respectively) of being acceptable treatmentswithaWTP ceiling
of € 30 000 (Figure 1, right-hand panel).

In the cost-effectiveness analyses, regression imputation also
resulted in higher probabilities for the interventions being
cost-effective compared with waiting list placement. In this
case, the probabilities that the interventions will result in more
clinically significant change at lower costs are 50% for cognitive
behavioral therapy (was 30% when using maximum likelihood
estimation) and 80% for problem-solving therapy (was 36%
when using maximum likelihood estimation). And
problem-solving therapy has a high probability (77%) of
producing worse clinical outcomesat lower coststhan cognitive
behavioral therapy. With a WTP ceiling of € 5000, the
probability of cognitive behavioral therapy being acceptableis
99% from a cost-effectiveness perspective (Figure 2, right-hand
panel), while for problem-solving therapy this probability is
80% in the case of no willingnessto pay.

Discussion

Main Findings

At first glance, cost-utility analyses produced conservative
results regarding the efficiency of Internet-based treatment.
With no willingness to pay for one extra quality-adjusted
life-year, cognitive behavioral therapy and problem-solving
therapy had a probability of only 28% and 38% of being more
acceptable than waiting. But generally, people are willing to
pay for one extra quality-adjusted life-year, although there is
no consensus regarding the value of one QALY [25]. When the
willingness to pay was raised to € 30 000, then the
Internet-based interventions had a 52% and 61% probability of
being the preferred option. With the same threshold of € 30,000,
sensitivity analyses based on another way of imputing missing
observations showed similar or higher probabilities (= 73%) of
cognitive behavioral therapy and problem-solving therapy being
acceptable treatments, thus attesting to the robustness of our
findings. From a cost-eff ectiveness perspective, both treatments
showed high probabilities of being more cost-effective compared
with waiting even when society might place modest values on
oneclinicaly significant improved patient; cognitive behavioral
therapy and problem-solving therapy showed a 91% and 89%
probability respectively of being more cost-effective than
waiting when society was assumed to have been prepared to
pay € 10,000 for recovery from depression. Comparing both

http://www.jmir.org/2010/5/€53/
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Internet-based treatments indicated no obvious preference for
one of the treatments.

Implications

Only a small number of depressed people are reached within
traditional health care settings[26]. AsInternet-based treatments
are more accessible than traditional therapies, these treatments
are assumed to be able to reach more people in need of
treatment. Internet-based treatments for depression, mostly
based on cognitive behavioral therapy, have been shown to be
effective [12]. An important further step is to assess the
cost-utility and cost-effectiveness of Internet-based treatments.
Codt-utility analysis allows health care organi zations and other
stakeholders to compare the benefits of online treatment with
other interventions across a range of disorders with which
treatments for depression may be in competition for limited
resources. The study of McCrone et al (2004) made a start by
showing that computer-delivered cognitive behavioral therapy
had a high likelihood of being cost-effective in primary care
patients. Our study showed that two different Internet-based
treatments with modest levels of therapist support were
cost-effective in reducing depressive symptom severity in the
general population, even in the conservative scenario that society
had alimited willingnessto pay for areliably improved patient.

From a cost-utility point of view, the acceptability of the two
treatments dependsto alarger extent on what society is prepared
to invest to achieve one quality-adjusted life-year. Differences
in results between cost-utility and cost-effectivenessresults can
be explained by the nature of the outcomes. The quality-adjusted
life-year is a measure of disease burden, including both the
quality and the quantity of life lived, covering diverse health
state dimensions, including mental health. The interventions
were, however, directed at improving mental health, that is,
reducing depression, and a depression-specific measure was
used. Therefore, it cannot be expected that improvement in
depression will result in across-the-board improvement in quality
of life.

Besides, this study showed that a brief intervention based on
problem-solving therapy seems to be a good alternative for
Internet-based cognitive behaviora therapy in terms of
cost-effectiveness. The generic nature of problem-solving
therapy makesit suitable as afirst step in astepped care model.
This would enable therapists to free up their limited resources
and direct these to people presenting with more complex and
severe symptomatol ogy.

Limitations

We acknowledge the following limitations of this study. First,
we were faced with a high attrition rate. The use of maximum
likelihood estimation to handle missing data might have
introduced some bias. It is, however, a highly recommend
method [27]. In asensitivity analysis, outcomes and costswere,
in addition, cal culated using multiple regression asan imputation
method for missing observations. Cost-effectiveness evaluations
then became more favorablefor both interventions. Thisimplies
that with high attrition rates, results partly depend on the
imputation method used. For our data, it was understood that
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maximum likelihood estimation was the more conservative
method; it was also the method used in the main analysis.

Second, the costs and effects were considered in the relatively
short time span of 12 weeks. Accordingly, we do not know how
the cost-effectiveness of Internet-based treatment is affected
when alonger period isused, and thisisaquestion that remains
open for further research. Third, the study was not powered to
detect statistically significant differencesin outcomes and costs
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between the two Internet-based interventions. Thereforeresults
regarding the comparison between the two active interventions
should be considered explorative. Fourth, we used self-report
for all measures. Self-report can be vulnerable to recall bias.
The self-report of medication and care products for example,
is often underestimated [28].

In light of these limitations, our findings should be interpreted
with some caution.
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Abstract

Background: Unhealthy alcohol use among university studentsis cause for concern, yet the level of help seeking behavior for
alcohol use is low within the student population. Electronic brief interventions delivered via the Internet present an alternative
to traditional treatments and could enable the delivery of interventions on a population basis. Further evidence is needed of the
effectiveness of Internet-delivered interventions and of their generalizability across educational institutions.

Objective: Our objective was to evaluate the effectiveness across 4 UK universities of a Web-based intervention for student
alcohol use.

Methods: Intotal, 1112 participants took part. Participants were stratified by educational institution, gender, age group, year
of study, and self-reported weekly consumption of alcohol and randomly assigned to either the control arm or to the immediate
or delayed intervention arms. Intervention participants gained access to the intervention between weeks 1 to 7 or weeks 8 to 15,
respectively. The intervention provided electronic personalized feedback and social norms information on drinking behavior
accessed by logging on to awebsite. Participants registered interest by completing abrief screening questionnaire and were then
asked to complete 4 further assessments across the 24 weeks of the study. Assessments included a retrospective weekly drinking
diary, the Alcohol Use Disorders Identification Test (AUDIT), and a readiness-to-change algorithm. The outcome variable was
the number of units of acohol consumed in the last week. The effect of treatment arm and time on units consumed last week and
average units consumed per drinking occasion were investigated using repeated measures multivariate analysis of covariance
(MANCOVA). In addition, the data were modeled using a longitudinal regression with time points clustered within students.

Results: MANCOVA revealed amain effect of time on units of alcohol consumed over the last week. A longitudinal regression
model showed an effect of assessment across time predicting that participants who completed at least 2 assessments reduced their
drinking. The model predicted an additional effect of being assigned to an intervention arm, an effect that increased across time.
Regression analysis predicted that being male or being assigned to an intervention arm increased the odds of not completing all
assessments. The number of units of alcohol consumed over the last week at registration, age, university educational institution,
and readiness to change were not predictive of completion.

Conclusions: Delivering an electronic personalized feedback intervention to studentsviathe Internet can be effectivein reducing
weekly alcohol consumption. The effect does not appear to differ by educational institution. Our model suggested that monitoring
aloneislikely to reduce weekly consumption over 24 weeks but that consumption could be further reduced by providing access
to aWeb-based intervention. Further research is needed to understand the apparent therapeutic effect of monitoring and how this
can be utilized to enhance the effectiveness of brief Web-based interventions.
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Introduction

Unhealthy alcohol use among university students continues to
be of concern given the immediate and long-term physical,
psychological, and socia consegquences of this behavior [1-4].
The level of heavy episodic or binge drinking within this
population [5] increases the risk of students engaging in risky,
illegal, and violent behaviors[6-8]. In addition to theimmediate
personal and societal costs associated with alcohol misuse,
heavy consumption during university is predictive of alcohol
misuse and dependencein later life. Furthermore, hel p-seeking
for acohol problems is low [9], meaning that relatively few
students access the traditional support services available.

Alcohol interventions using the Internet are being developed
that build on the established brief interventions evidence base.
These interventions are viewed as having potential benefit to
those who have not sought traditional modes of support or
treatment [10]. In addition, e-delivery may aid early
self-identification of acohol problemsviathe wide-scale access
students have to the Internet. This combined with ability to
enable confidential access at atime convenient to the user make
this mode of delivery especially attractive.

Recent systematic reviews of electronic forms of alcohol
intervention have indentified 17 randomized controlled trials
involving young people [11,12]. A recent meta-analysis
concluded that single sessions of personalized feedback,
including those delivered el ectronically (without therapist input),
can be effectivein reducing problem drinking in the short-term
(with follow-up up to 9 months after the intervention) [13].
Reviews suggest that interventions providing personalized
feedback and social norms information can be effective [14].
Inconsistencies in outcome relate to weaknesses in the
methodological quality of some evaluations[11,13-15], although
over time there appears to have been amarked improvement in
the quality of studies. In particular, there has been an increase
in the number of studies using arandomized controlled (RCT)
design and well-validated measures of alcohol consumption.
Despite these advancements, published results from European
trial sinvestigating the effectiveness of Web-based interventions
are relatively rare (in comparison with the number of trials
published from North Americaand Australia). In addition, few
trials explore the generalizability of effectiveness of
interventions at multiple institutions. Indeed al the trials
identified in arecent Cochrane review [14] were carried out at
single educational institutions. Thus, there is a need to
investigate if an intervention developed at one educational
institution can be effective at modifying behavior of students
based at other educational institutions (without the need for
in-person contact during recruitment, assessment, or intervention
delivery).

Our recent randomized controlled trial suggested that Web-based
interventions for students, incorporating brief personalized

http://www.jmir.org/2010/5/e59/

feedback and social norms information, can be effective in
reducing per occasion alcohol consumption among UK students
[16]. The results showed that an electronic approach to
delivering personalized feedback and social normsinformation
could be effectivein a European population. A second and larger
RCT hasreplicated these findings and showed the reduction to
be maintained at the 4-month follow-up. A limitation common
to both these studies was the recruitment of students from only
one educational ingtitution. The existing evidence base says
little about whether an intervention developed at one university
will generalizeto other educational institutions. Thus, the current
research aimed to evaluate the effectiveness of a Web-based
intervention developed at one educationa ingtitution for
moderating the alcohol consumption of students from other
educational institutions by including participants from 4 other
UK universities. Thereisalso littleinformation on whether time
of academic year affects outcome. Within the current research,
it was hypothesized that the presentation of electronic
personalized feedback and social norms information would
reduce alcohol intake regardless of when during the academic
year the intervention was available.

Methods

Procedure

The mode of student recruitment varied across educational
institution; however, all used some form of e-recruitment (eg,
notification included within weekly student union bulletin,
posting of invitation within student portal, and direct email to
students). In addition, some educationa institutions posted
paper-based posters around campus and provided verbal
reminders to their students (eg, during induction seminars).

Interested studentswere invited to register during October 2007
(Time 0). The trial was conducted over a 27-week period
beginning in November 2007 (Time 1).

Students who registered were asked to compl ete aretrospective
drinking diary and the Alcohol Use Disorders Identification
Test (AUDIT); these assessments are described in more detail
below. At Time 0, students were also asked to provide details
of their demographicsincluding age, gender, ethnicity, graduate
status, and area of study.

Only students who were consumers of acohol and provided
details of their alcohol consumption at Time O were eligible to
enter the current study. All students who consumed alcohol at
least once every 6 months were included in the current study.
Thiswas deemed important because (1) if found to be effective,
the intervention would be made available to al students, and,
therefore, an evaluation of the effect on those consuming below
hazardous or harmful levels is required as it is possible such
information could have an adverse impact, and (2) previous
research has shown that misperceptions of social normsare not
only the domain of those engaging in risky behavior, and,
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therefore, to correct misperceptions across the population,
feedback was necessary for al students.

Eligible students were stratified by educational institution,
gender, age group (above or below 21 at entry to undergraduate
degree program), graduate student status, and self-reported
weekly consumption of alcohol (within or above sensible
drinking guidelines).

Resear ch Design

The study was an RCT with 3 arms: 1 control arm (assessment
only) and 2 intervention arms (immediate and delayed access).
Participants were stratified by educational institution, gender,
age group, year of study, and self-reported weekly consumption
of alcohol and randomly assigned to either the control or to the
immediate or delayed intervention arms. Participants were not
blind to their allocation.

After allocation to study arm, participants were emailed further
information about the study along with an electronic link to the
initial Time 1 (week 1) assessment. All contact with participants
was viaemail. The Time 1 email contained an embedded link
to either the control assessment electronic survey (completed
by thosein the control arm and in the delayed intervention arm)
or to the intervention website (for those in the immediate
intervention arm). Both websites contained identical project
information and assessments (question presentation was the
same between the two websites). Before completing their
assessment parti ci pants were provided with a study briefing and
provided informed consent online. Participants were advised
that their having completed the earlier registration assessment
did not mean they had to consent to taking part inthetrial. Once
participants in the intervention arm had completed their
assessment, they received brief personalized feedback and social
norms information via the website. Participants who did not
complete the Time 1 assessment during week 1 were sent weekly
reminders for up to 3 weeks (or until they had completed the
assessment).

Participants in the immediate and delayed intervention arms
had accessto the intervention during weeks 1 through 7 or weeks
8 through 15, respectively. Regardless of which arm they were
allocated to, participants were assessed at 5 time points.

Following the initial assessment at Time 1, additional
assessmentswere completed at week 8 (Time 2), week 16 (Time
3), and week 24 (Time 4) (see Figure 1). The follow-up
assessments (at Times 2 through 4) for intervention participants
were also collected viathe control assessment electronic survey.
Those in the delayed intervention arm completed their Time 2
assessment via the intervention website and received
personalized feedback once their assessment was compl eted.
Delayed intervention participants follow-up assessments (at
Time 3 and Time 4) were completed viathe control assessment
electronic survey. On completion of each Time 1 through Time
4 assessment, participantswere entered into aprize draw towin
a£25 Amazon voucher (ie, 4 draws per educational institution).

The study was approved by the Leeds East National Health
Service (NHS) Research Ethics Committee and, where required
by education institutional procedures, also by the relevant
university ethics committee.
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Sample Size

From previous work we ascertained that the average natural
logarithm of the number of units of alcohol consumed over the
last week plus 1 for students is approximately 1.3 with a
standard deviation of 0.58 and, hence, a variance of 0.34. A
change in natural logarithm of the number of units consumed
over the last week plus 1 over the intervention period will
therefore have a variance of less than 0.68 (ie, 2 times 0.34).

We have taken it to be equal to 0.49 (ie, 0.7).

The difference in the change in the natural logarithm of the
number of units consumed over the last week plus 1 between
two treatment arms might be tested with a t test where the
relevant standard deviation is 1.3. A suitable difference in
changeinthe natural logarithm of the number of units consumed
over the last week plus 1 was taken as 0.5, so that we sought a
standardized difference of 0.5. For asignificance level of alpha
equal to .05 and a power of 1 minus beta equal to .8, asample
size of 107 participants per treatment arm was required. Given
the lower power of this test compared with the analysis we
proposed, this set an upper limit to the sample size as 107
participants per treatment arm or 321 participants completing
thetrial. To allow for attrition we aimed to recruit at least 500
participantsin total.

Assessments

Participants were asked to complete a range of assessments
detailing their a cohol consumption, level of acohol dependence,
readiness to change, psychological well-being and risk-taking
behavior. Only those assessments of relevance to the reported
analyses are described here.

Participants completed a 7-day retrospective drinking diary for
the previous week at each of the 5 assessments at Time O
through Time 4. To facilitate accuracy, participants were
provided with a list of a variety of types of drinks (eg,175
millilitersred wine, 1 pint of ordinary strength lager) and asked
to indicate how many of each they had consumed each day for
the last 7 days. The number of drinks was then converted to
standard UK units of alcohol (1 unit = 8 grams of pure ethanol)
using published UK government guidelines. This retrospective
drinking diary method has been previously used within astudent
population [16], and the approach has been recommended as a
measurefor groupsthat drink regularly [17]. The main outcome
measure was total units consumed over the last week. A
secondary outcome measure wasthe number of units consumed
per average drinking occasion.

Participants completed the AUDIT at Times O through 4.
AUDIT is a 10-item measure investigating the quantity and
frequency of acohol consumption, problemsrelated to use, and
dependence symptoms. Items are scored on a scale of 0 to 4,
and a cutoff score of 8 is recommended for the identification
of possible hazardous or harmful drinking [18,19]. The
cross-national validation study of the AUDIT found high levels
of sensitivity (.92) and specificity (.94) [20], and the measure
has been widely used.

Readinessto change drinking behavior was measured (at Times
1 through 4) using a 3-question algorithm developed by Epler
et al [21]. The questions investigate level of changein drinking
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(“Hasthe amount you drink changed in the past three months?’),
propensity toward changing drinking behavior (“Are you
interested in drinking less?’), and whether the perceived
drinking level is too high (“Do you drink more than you
should?’) The agorithm categorizes drinkers into a
precontemplation group, a contemplation group, or an action

group.
Intervention

Participants in the immediate and delayed intervention arms
gained access to Unitcheck (www.unitcheck.co.uk). Unitcheck
provides personalized feedback on alcohol consumption and
socia norms information. This feedback was available every
time participants visited the website and completed the online
survey. The onlinefeedback, delivered after students completed
the retrospective drinking diary alongside a number of other
questions outlined below, consisted of 3 main sections: (1)
feedback on level of acohol consumption, (2) social norms
information, and (3) generic information.

Feedback on Level of Alcohol Consumption

Participants were presented with statements indicating the
number of alcohol units they consumed per week and the
associated level of health risk. Statements were standardized
for each risk level and gave advice about whether personal
alcohol consumption should be reduced or maintained within
the current sensible levels [22]. The number of alcohol-free
days was indicated alongside information stating that it is
advisableto have at least 2 per week. In addition, students who
consumed at least twice the daily units recommended by the
UK government (ie, females who consumed 6 or more units
[48 grams pure ethanol] or maleswho consumed 8 or more units
[64 grams pure ethanol]) were advised on the number of binge
episodes during the week, and it was suggested that they may
want to reduce the amount they consumed per occasion.

Social Norms I nfor mation

Personalized statements were presented that summarized the
percentage of university students who report drinking less
alcohal than they consume. This was calculated relative to the
risk level generated in section 1 of the feedback. The frequency
of students within each risk level was established from data
collected aspart of an earlier university survey [23] and checked
against the levels of consumption reported within the current
sample. Information was al so provided about the negative effects
of alcohal intake reported by students who consume alcohol
within the samerisk category.

Generic Information

Generic information provided standard advice on calculating
units and the general health risks of high levels of consumption
and outlined sensible drinking guidelines publicized in the
United Kingdom. Tips for sensible drinking and the contact
details of both local and national support services were aso
presented.

http://www.jmir.org/2010/5/e59/
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Data Analysis

The effect of treatment arm and time on units consumed the
previous week and average units consumed per drinking
occasion wereinvestigated using repeated measures multivariate
analysis of covariance (general linear model) (MANCOVA).
Withinthisanalysis, the dependent variable was units consumed,
the independent variable was treatment arm, and the covariate
was the natural logarithm of the number of units consumed the
previous week at registration. All analyses were carried out on
the basis of condition allocation with the last known value
brought forward. Due to the data being positively skewed, the
natural logarithm of 1 plus the number of units consumed was
used for all analyses. The number of units presented within the
text and tables is the number of original scale units. These
analyses were undertaken using SPSS, version 15 (SPSS Inc,
Chicago, IL, USA).

Previous research has suggested differential attrition according
to treatment arm and some trials have observed relatively high
rates of attrition. Thesetria characteristicsrender the traditional
repeated measures MANCOVA problematic, specifically liable
to dropout bias. Therefore, an additional analysis of the primary
outcome data (ie, units consumed the previous week) was
planned that could accommodate these characteristics [24],
namely, modeling the data using alongitudinal regression with
time points clustered within students. That is, regression of the
natural logarithm of the number of units plus 1 regressed upon
occasion, male gender, age, and the other covariates considered.
Measurements were clustered within individuals, making this
a multilevel model. The model was fitted on a log scale, and
thiswasinverted to present on the original scale of units. It was
also possiblethat any observed effect of intervention could have
been artificially produced by differential dropout, for example,
heavier drinkers may have been less likely to complete
assessments. To investigate this, alogistic regression wasfitted
to predict which studentswould not complete the study. Included
intheregression analysiswere age, educational ingtitution, units
consumed the previousweek at Time 0, sex, condition arm, and
readiness to change. To clarify the position with respect to
previous alcohol consumption, a box plot was generated to
compare noncompleters with assessment completers. This
analysis was undertaken with Stata, version 11.0 (StataCorp,
College Station, TX, USA).

Results

A total of 2306 students registered interest in being involvedin
the project. Of these, 2005 eligible students were randomized
toastudy arm and invited to take part (see Figure 1 for exclusion
criteria). Of these, 54% (1112/2005) of students provided
informed consent to be involved in the trial, a valid username,
and completed the Time 1 assessment. Of the 1112 students
who completed the Time 1 assessment, 690 (62%) provided
Time 2 data at week 8, 463 (42%) at Time 3 at week 16, and
374 (34%) provided Time 4 data at week 24 (see Figure 1).
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Figure 1. Participants flow through the trial
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Of the 1112 students enrolled in the study, 816 (73%) were
female. Participants' age ranged from 18 to 67 years (mean
21.45 yrs, SD 5.19). The magjority of participants (95%) were
undergraduate students, and 92% were predominately
white/white British, based on self-reported choice from among
several categories of ethnicity. Participants came from arange
of subject areas, the largest of which were: medicine and health
(319/1112 or 29%), sciences (175/1112 or 16%), arts (155/1112
or 14%), and social sciences (140/1112 or 13%). In al, 4
universities (3 English and 1 Scottish) took part in the study.
The 4 universities were heterogeneous in terms of student
populations (ie, the number of students potentially being invited
to participate varied by educational institution: university A,
approximately 15,000; university B, approximately 26,000;
university C, approximately 5500; and university D,
approximately 5000). The majority of participating students
came from university A (591/1112 or 53%), followed by

http://www.jmir.org/2010/5/e59/

university B (344/1112 or 31%), university C (106/1112 or
10%), and university D (71/1112 or 6%).

Of the 1112 students enrolled in the study, 57% (637) scored 8
or more on the AUDIT and, therefore, their drinking could be
considered potentialy hazardous or harmful. At registration,
the mean number of units of alcohol consumed over the previous
week was 23.2 (SD 25.5). The mgority of participants
(829/1112 or 75%) reported consuming alcohol at least once a
week. A further 15% (169/1112) reported fortnightly
consumption with 10% (114/1112) consuming either once a
month (n=80) or once every 6 months (n=34). Regarding
readiness to change, at Time 1, a quarter of participants
(276/1112 or 25%) were in the precontempl ation phase, almost
one-third (319/1112 or 29%) were in the contemplation phase,
and approximately one-fifth (246/1112 or 22%) were in the
action phase. The remaining participants had either missing
data(196/1112 or 18%) or had at that time identified themselves
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as nondrinkers (75/1112 or 7%). The demographics of

Bewick et al

participants by treatment arm are provided in Table 1.

Table 1. Demographics of participants at baseline by treatment arm allocation

Treatment arm

Assessment only Delayed access Immediate access Total
n =354 n=424 n=334 n=1112
Female, n (%) 265 (75%) 304 (72%) 247 (74%) 816 (73%)
Age, mean (SD) 21.3(4.6) 21.6 (5.8) 21.4 (5.1) 215(5.2)
Undergraduate, n (%) 336 (95%) 411 (97%) 313 (94%) 1060 (95%)
White/white British, n (%) 329 (93%) 388 (92%) 301 (90%) 1018 (92%)
Subject area
Medicine and health, n (%) 106 (30%) 115 (27%) 98 (29%) 319 (29%)
Arts, n (%) 44 (13%) 66 (16%) 45 (14%) 155 (14%)
Socia sciences, n (%) 46 (13%) 50 (12%) 44 (13%) 140 (13%)
Educational institution
A, n (%) 177 (50%) 228 (54%) 186 (56%) 591 (53%)
B, n (%) 118 (33%) 125 (30%) 101 (30%) 344 (31%)
C,n (%) 36 (10%) 42 (10%) 28 (8%) 106 (10%)
D, n (%) 23 (7%) 29 (7%) 19 (6%) 74 (6%)

Alcohol consumed over thelast week and per average occasion
is shown in Table 2. Repeated measures MANCOVA revealed
amain effect of time on units consumed over the previous week
(F33324 = 6.42, P < .01). Pairwise comparisons showed a
significant decrease between Time 1 and all other time points
(ie, Time 2 to Time 4) but no significant differences between
Time 2, Time 3, or Time 4. There was however no significant
time by treatment arm interaction (Fg 33,4 = 1.30, P = .24).

Repeated measures MANCOVA revealed no main effect of
time on average units consumed per drinking occasion over the
previousweek (Fj 3304 = 0.53, P = .67). There was asignificant

time by treatment arm interaction (Fg 33,4 = 2.85 P < .001).
Further analysis revealed a significant time by consumption
effect for the control arm (F3 050 = 12.08, P < .01) with
significant reductions between Time 1 and Time 2 (P < .01)
and between Time 1 and Time 3 and between Time 1 and Time
4 (P < .01). There was aso a significant time effect for the
delayed intervention arm (Fz 1060 = 11.46, P < .01) with
significant reductions between Time 1 and Time 2, Time 1 and
Time 3, and Time 1 and Time 4 (P < .01). No significant time
effect was observed in the immediate intervention arm (F3 gog
=0.53, P = .66).

Table 2. Mean (SD) reported units consumed in the previous week by treatment arm and average per occasion over time

TimeO Timel Time2 Time3 Time4
n Mean (SD) Mean (SD) Mean (SD) Mean (SD) Mean (SD)

Units consumed over the previous week

Control 354 23.5(24.0) 17.5(27.4) 13.6 (19.8) 14.6 (19.6) 15.0 (20.7)

Delayed intervention 424 235(26.1) 14.7 (18.8) 13.4(18.6) 12.8(17.9) 11.9(17.4)

Intervention 334 22.6 (26.4) 15.2 (20.0) 14.5(20.2) 14.2 (21.1) 13.9(21.7)

TOTAL 1112 23.2(25.5) 15.8 (22.3) 13.8(19.5) 13.8(19.5) 13.5(19.8)
Aver age units consumed per drinking occasion over the last week

Control 354 14.3 (11.2) 11.0(8.8) 9.5(8.5) 9.7 (11.0) 9.3(11.1)

Delayed intervention 424 14.2(12.9) 10.2 (8.6) 9.3(9.0) 8.8(8.3) 8.9(9.0)

Intervention 334 13.7 (12.3) 8.9(8.3) 9.1(10.8) 9.3(11.1) 9.0(11.2)

TOTAL 1112 141 (12.2) 10.1 (8.6) 9.3(9.4) 9.2 (10.1) 9.1 (10.3)

Included in the longitudinal regression model were monitoring
status (ie, if participants completed any assessment Time 1
through Time 4), sex, and treatment arm (dichotomized to

http://www.jmir.org/2010/5/e59/
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treatment/no treatment), and time since treatment (irrespective
of time of initial access to the intervention). Readiness to
change, if accessto the intervention wasimmediate or delayed,
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and level of consumption at Time O were all excluded from the
final model as they did not add significantly to the prediction.
The longitudinal regression model showed a significant effect
of assessment (without intervention) on change across time,
showing that participants who completed at least two
assessments reduced their drinking (Table 3). The model aso
predicted an additional effect of being assigned to 1 of the 2
intervention arms, an effect that increased acrosstime.

The model predicted that at week 24 without any assessment
completion (ie. completing only Time O assessment), females
drank 11.5 units per week while males drank 16.0 units. Ascan
be seen in Table 3, when students completed at least 2 of the 5
assessments, predicted consumption decreased to 6.1 units for
females and 8.4 units for males. When assigned to an

Bewick et al

intervention arm, there was an additional effect that increased
across time with the model predicting that at week 24 females
in the intervention arm had reduced their previous week unit
consumption to 3.7 and males in the intervention arm had
reduced their previousweek consumption to 5.2 units per week.
Despitethe variation inindividua drinking patternsacrosstime,
the data included enough observations to see an effect of the
intervention. Table 4 provides details of the regression
coefficients fitted in the longitudinal model. In addition, an
intercept term of 2.44 corresponded to the outcome, log (1 +
units consumed), for afemale participant at baseline. The model
yielded an overall R2 value of 0.06 and an interclass correlation
coefficient of 0.14, indicating that therewas significant variation
between participants and over time.

Table 3. Prediction of units consumed over the last week at each time point (longitudinal regression model)

Units Consumed in the Previous Week

Females Males
Without monitoring (ie, Time 0 assessment only) 115 16.0
With assessment completion but no intervention (ie, completed at least 2 of the 5 assessments) 6.1 84
Assigned to an intervention arm, consumption at week 8 post intervention delivery 55 7.6
Assigned to an intervention arm, consumption at week 16 post intervention delivery 51 7.1
Assigned to an intervention arm, consumption at week 24 post intervention delivery 3.7 5.2

Table 4. Table of coefficients for longitudinal regression model: log (1+units consumed over the last week) regressed on monitoring status, male sex,
and duration since treatment (irrespective of when intervention was first delivered) by restricted maximum likelihood

Covariate Coefficient 95% Confidence Inter- P Vaue
val

Monitored (ie, completed at least 2 of the 5 assessments) -0.64 (-0.74t0-0.54) <.001
Male 0.33 (0.22-0.43) <001
Number of weeks after intervention

8 weeks -0.12 (-0.29 to 0.04) 0.14

16 weeks -0.17 (-0.36 10 0.03) 0.09

24 weeks -0.54 (-0.83t0-0.26) .001

Regarding the possible effects of differential assessment
completion, 26% (293/1112) of participants completed all 5
assessmentswith the remaining 74% (819/1112) of participants
being classified as nonassessment completers (ie, completing
between 2 and 4 assessments). Regression analysis showed that
age, education institution, previous week unit consumption at
Time 0, and readiness to change were unrelated to completion.
The box plot summarizing units consumed over the previous
week at Time O supported the regression analysis (Figure 2).
Thedifferencein the average number of a cohol units consumed
in the previous week between those that completed all
assessments and participants that did not is less than 0.4 units

http://www.jmir.org/2010/5/e59/

(with those who completed all assessments drinking slightly
less). Being male or being assigned to the intervention increased
the odds of not completing all assessments. Males had double
the odds of not completing (odds ratio [OR] 2.10, 95%
confidenceinterval [CI] 1.48-2.97) and those in theintervention
had approximately triple the odds of not completing (immediate
intervention arm OR 2.52, 95% Cl 1.80-3.53; delayed
intervention arm OR 3.47, 95% CI 2.49-4.85). The completion
odds ratio was further supported by chi-square analysis that
showed asignificant association between the treatment arm and

completion of all assessments (c® = 67.4, P < .001; see Table
5).
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Figure 2. Average number of units of alcohol consumed over the previous week (expressed as the natural logarithm of the number of units plus 1) at

baseline (Time 0) by assessment completion status

No

25

15

log (1+T0 units/week)

n_

Yes

Graphs by Completed all assessments

Table5. Completion status by treatment arm

Treatment Arm
Completed All Assessments  Assessment Delayed Immediate Total

Only Access Access n (%)

n (%) n (%) n (%)
Yes 150 (42%) 73 (17%) 74 (22%) 297 (27%)
No 204 (58%) 351(83%) 260 (78%) 815 (73%)
Totals 354 (100%) 424 (100%) 334 (100%) 1112 (100%)

Discussion Comparison With Prior Work

Principal Results

This study suggests that delivering an electronic brief
intervention to students can be effective in reducing acohol
consumption. The results showed a significant effect of time
and/or assessment completion. In addition, theintervention had
an independent effect on reducing the number of units of acohol
consumed weekly. Neither educational institution nor time of
academic year had an impact on intervention effectiveness. To
the authors' knowledge, these results are the first evaluation of
an electronic Web-based feedback and social norms acohol
intervention to include students from multiple universitiesfrom
outside of North America.

http://www.jmir.org/2010/5/e59/

The current results are in line with previous research on
€l ectronic Web-based interventionsthat have reported significant
decreases in total consumption per week [25-28]. In some of
these studies, this decrease remained significant at the 3-month
follow-up [25,26]. Unlike our earlier study [16], the current
study found a significant reduction in units consumed per week
where previously we found only an impact on units consumed
per occasion. Within the current study, the regression analysis
showed that mal es entered the study with a higher total number
of units consumed over the last week. This finding is in
agreement with other literature, which suggests that males
consume more a cohol than females[23]. Being maleincreased
the odds of not completing all assessments. Given that males
have a tendency to consume higher levels of alcohol compared
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with females, further work is needed to understand how best to
keep mal e participants engaged.

According to our analysis, assessment alone had a significant
effect on drinking. It is, therefore, possible that completing an
assessment led participants to monitor and reflect on their own
behavior leading to adecrease in consumption. Such adecrease
in consumption by assessed participants is apparent in the
literature [29,30]. Our results suggest that this monitoring effect
did not increase alongside the number of assessments, but that
the completion of 2 or more assessments predicted a similar
level of reduction.

Reactivity to assessment has been documented in the literature
within randomized controlled trials [31-33] and within studies
designed specifically to investigate reactivity [34,35]. It is
possible that the reactivity effect is dueto areporting bias (eg,
socia desirability may mean that participants, consciously or
subconsciously, report a change in behavior without any actual
behavior change). Given that thisisalimitation of al self-report
data, the utility of such an argument isunclear. One aternative
isto suggest that monitoring alone can lead to behavior change
and, therefore, given that monitoring islikely to be carried out
only in the context of potential treatment, monitoring can be
viewed as one of the active componentsin brief interventions.
It has previously been suggested that comparing intervention
armsto assessment only may lead to the underestimation of the
impact of brief interventions—especially given that individuals
who are not seeking treatment are unlikely to havetheir behavior
monitored outside of arandomized controlled trial [32]. Within
the current study, being assigned to an intervention arm further
increased the reduction in weekly consumption. This suggests
that while monitoring alone appears to be effective in reducing
consumption, this reduction can be further enhanced by the
delivery of abrief personalized Web-based intervention.

The high proportion of students identified as drinking at
potentially hazardous or harmful levels suggests that students
engaging in unhealthy drinking behavior are interested in
engaging with Web-based resources, and this is a strength of
the current study. The ability to include such students is
admirable given some studies have reported engaging a greater
proportion of low-level consumers (eg, [36]). Thisisreinforced
by the finding that assessment completion was not predicted by
level of alcohol consumption, especially as previous research
hasreported higher level s of attrition among heavier consumers
of alcohol [16,37]. In addition, it is noteworthy that 75%
(563/1112) of participants included in the trial who were
assigned to receive the intervention engaged with the Unitcheck
website on at least 1 occasion. It is aso encouraging that the
time of academic year made no difference to outcome.
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Limitations

This study is the first outside of North America to engage
students from multiple educational institutions and to include
medium-term follow-up. A number of limitations need to be
considered, however, when interpreting the results. First,
although 75% of intervention participants accessed the
intervention, the percentage that engaged with follow-up
assessments was considerably lower, with only 26% (293/1112)
completing al 5 assessments. Second, while participants from
4 educational institutions were involved, the relatively low
number from some educationa institutions highlights the
difficulties in multisite interventions. In particular, it draws
attention to the need to understand further how to engage
students from universities that have not traditionally delivered
health information to their students and who are perhaps not as
receptiveto receiving brief interventions viathis medium. Third,
while there was a 4-month follow-up period, these results say
little about the longer term impact of the intervention. The
long-term impact of electronic brief interventions is still
uncertain. Nor isit understood how, if at all, repeated accessto
such interventions s likely to support behavior change. Thisis
of particular importance to Web-based interventions that can
be arepeated source of feedback to students at atime that they
choose. Itisapotential strength of e-interventionsthat students
could be encouraged to repeatedly access feedback while
incurring minimal additional costs. Fifth, the longitudinal
regression analysis cannot determine if it is monitoring or
willingness to be monitored that accounts for the reduction in
consumption. The analysis attempted to account for this;
however, we cannot rule out that willingness to be monitored
(rather than engaging in the monitoring process itself) is an
alternative explanation.

Conclusions

This RCT confirms that Web-based interventions for alcohol
can be effective in student samples. That the effect does not
appear to vary across educational institutions is encouraging.
It ishypothesized that differencesin levelsof recruitment across
educational ingtitutions are likely to be related to use of the
Internet to deliver health information to students. Further work
is needed, however, to understand how contextual factors can
best be optimized in order to engage students. Within this study,
much of the observed effect was apparently due to
self-monitoring, but there was an additional effect of the
intervention. Research is needed to understand how the
individual elements of the personalized feedback interact with
this self-monitoring effect in order to enhance the effectiveness
of Web-based interventions.

Wewould like to thank the participants, student union executive members, and university staff who gavetheir timeto beinvolved
in this project. We would also like to thank Elspeth Twigg for her contribution to the project as the independent researcher
responsiblefor the stratification and randomization of the baseline data. We &l so give thanksto Professor Ken Roberts and Robert
Lowe for their input as research grant coapplicants. This project was funded by the Alcohol Education Research Council.

http://www.jmir.org/2010/5/e59/

JMed Internet Res 2010 | val. 12 | iss. 5 [€59 | p.73
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH Bewick et a

Conflictsof Interest

In the past, authors Bewick, Barkham, Hill, Gill, and O'May have received funding from the European Research Advisory Board.
Author Bewick, as a keynote speaker, has received reimbursement of travel expenses from Anheuser-Busch. Authors Gill and
O'May have previously received funding from the Portman Group.

References

1.

2.

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

Gill JS. Reported levels of alcohol consumption and binge drinking within the UK undergraduate student popul ation over
the last 25 years. Alcohol Alcohol 2002;37(2):109-120 [FREE Full text] [Medline: 11912065]

Schulenberg JE, Maggs JL. A developmental perspective on alcohol use and heavy drinking during adolescence and the
transition to young adulthood. J Stud Alcohol Suppl 2002 Mar(14):54-70. [Medline: 12022730]

Royal College of Psychiatrists. 2003. The mental health of studentsin higher education URL: http://www.rcpsych.ac.uk/
files/pdfversion/cr112.pdf [accessed 2010-10-19] [WebCite Cache ID 5taipjdmO]

Andersson A, Wiréhn AB, Olvander C, Ekman DS, Bendtsen P. Alcohol use among university studentsin Sweden measured
by an electronic screening instrument. BMC Public Health 2009;9:229 [FREE Full text] [doi: 10.1186/1471-2458-9-229)]
[Medline: 19594906]

White HR, Morgan TJ, Pugh LA, Celinska K, Labouvie EW, Pandina RJ. Evaluating two brief substance-use interventions
for mandated college students. J Stud Alcohol 2006 Mar;67(2):309-317. [Medline: 16562414]

Delk EW, Meilman PW. Alcohol use among college students in Scotland compared with norms from the United States. J
Am Coll Health 1996 May;44(6):274-281. [Medline: 8735165]

Orford J, Waller S, Peto J. Drinking behavior and attitudes and their correlates among university studentsin England. I.
Principal componentsin the drinking domain. I1. Personality and social influence. I11. Sex differences. Q J Stud Alcohol
1974 Dec;35(4 Pt A):1316-1374. [Medline: 4445468]

Wechsler H, Davenport A, Dowdall G, Moeykens B, Castillo S. Health and behavioral consequences of binge drinking in
college. A national survey of students at 140 campuses. JAMA 1994 Dec 7;272(21):1672-1677. [Medline: 7966895]
Wechsler H, Lee JE, Kuo M, Seibring M, Nelson TF, Lee H. Trendsin college binge drinking during a period of increased
prevention efforts. Findings from 4 Harvard School of Public Health College Alcohol Study surveys: 1993-2001. JAm
Coll Health 2002 Mar;50(5):203-217. [Medline: 11990979]

Koski-Jinne A, Cunningham J. Interest in different forms of self-help in a general population sample of drinkers. Addict
Behav 2001;26(1):91-99. [Medline: 11196295]

Bewick BM, Trudler K, Barkham M, Hill AJ, Cahill J, Mulhern B. The effectiveness of web-based interventions designed
to decrease alcohol consumption--asystematic review. Prev Med 2008 Jul;47(1):17-26. [doi: 10.1016/].ypmed.2008.01.005]
[Medline: 18302970]

Cunningham JA, Khadjesari Z, Bewick BM, Riper H. Internet-based interventions for problem drinkers: From efficacy
trials to implementation. Drug Alcohol Rev Forthcoming.

Elliott JC, Carey KB, Bolles JR. Computer-based interventions for college drinking: a qualitative review. Addict Behav
2008 Aug;33(8):994-1005. [doi: 10.1016/j.addbeh.2008.03.006] [Medline: 18538484]

MoreiraMT, Smith LA, Foxcroft D. Social norms interventions to reduce alcohol misuse in university or college students.
Cochrane Database Syst Rev 2009(3):CD006748. [doi: 10.1002/14651858.CD006748.pub?2] [Medline: 19588402]

Riper H, van Straten A, Keuken M, Smit F, Schippers G, Cuijpers P. Curbing problem drinking with personalized-feedback
interventions: a meta-analysis. Am J Prev Med 2009 Mar;36(3):247-255. [doi: 10.1016/j.amepre.2008.10.016] [Medline:
19215850]

Bewick BM, Trudler K, Mulhern B, Barkham M, Hill AJ. The feasibility and effectiveness of aweb-based personalised
feedback and social norms alcohol intervention in UK university students: a randomised control trial. Addict Behav 2008
Sep;33(9):1192-1198. [doi: 10.1016/].addbeh.2008.05.002] [Medline: 18554819]

Dawson DA. Methodological issues in measuring alcohol use. Alcohol Res Health 2003;27(1):18-29 [EREE Full text]
[Medline: 15301397]

Babor TF, Higgins-Biddle JC, Saunders JB, Monteiro MG. World Health Organization. AUDIT. The Alcohol Use Disorders
Identification Test: Guidelinesfor Usein Primary Care URL: http://whglibdoc.who.int/hg/2001/who_msd msb 01.6a.pdf
[accessed 2010-09-26] [WebCite Cache ID 5t2P4fGyf]

Saunders J, Aasland OG, Babor T, de la Fuente JR, Grant M. Development of the Alcohol Use Disorders Identification
Test (AUDIT): WHO Collaborative Project on Early Detection of Personswith Harmful Alcohol Consumption--11. Addiction
1993 Jun;88(6):791-804. [Medline: 8329970]

Saunders JB, Aasland OG, Amundsen A, Grant M. Alcohol consumption and related problems among primary health care
patients: WHO collaborative project on early detection of persons with harmful alcohol consumption--1. Addiction 1993
Mar;88(3):349-362. [Medline: 8461852]

Epler AJ, Kivlahan DR, Bush KR, Dobie DJ, Bradley KA. A brief readiness to change drinking algorithm: concurrent
validity in female VA primary care patients. Addict Behav 2005 Feb;30(2):389-395. [doi: 10.1016/j.addbeh.2004.05.015]
[Medline: 15621412]

http://www.jmir.org/2010/5/€59/ JMed Internet Res 2010 | val. 12 | iss. 5 [e59 | p.74

(page number not for citation purposes)


http://alcalc.oxfordjournals.org/cgi/pmidlookup?view=long&pmid=11912065
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=11912065&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=12022730&dopt=Abstract
http://www.rcpsych.ac.uk/files/pdfversion/cr112.pdf
http://www.rcpsych.ac.uk/files/pdfversion/cr112.pdf
http://www.webcitation.org/5taipjdmO
http://www.biomedcentral.com/1471-2458/9/229
http://dx.doi.org/10.1186/1471-2458-9-229
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=19594906&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=16562414&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=8735165&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=4445468&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=7966895&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=11990979&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=11196295&dopt=Abstract
http://dx.doi.org/10.1016/j.ypmed.2008.01.005
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=18302970&dopt=Abstract
http://dx.doi.org/10.1016/j.addbeh.2008.03.006
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=18538484&dopt=Abstract
http://dx.doi.org/10.1002/14651858.CD006748.pub2
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=19588402&dopt=Abstract
http://dx.doi.org/10.1016/j.amepre.2008.10.016
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=19215850&dopt=Abstract
http://dx.doi.org/10.1016/j.addbeh.2008.05.002
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=18554819&dopt=Abstract
http://pubs.niaaa.nih.gov/publications/arh27-1/18-29.pdf
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15301397&dopt=Abstract
http://whqlibdoc.who.int/hq/2001/who_msd_msb_01.6a.pdf
http://www.webcitation.org/5t2P4fGyf
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=8329970&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=8461852&dopt=Abstract
http://dx.doi.org/10.1016/j.addbeh.2004.05.015
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15621412&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JOURNAL OF MEDICAL INTERNET RESEARCH Bewick et a

22.

23.

24,
25.

26.

27.

28.

29.

30.

31.

32.

33.

35.

36.

37.

Cabinet Office. Prime Minister's Strategy Unit. 2004. Alcohol Harm Reduction Strategy for England URL: http://www.
cabinetoffice.gov.uk/medial/cabinetoffice/strategy/assets/caboff ce%20al cohol har.pdf [accessed 2010-09-19] [WebCite
Cache ID 5srxuiE5€]

Bewick BM, Mulhern B, Barkham M, Trudler K, Hill AJ, StilesWB. Changesin undergraduate student alcohol consumption
as they progress through university. BMC Public Health 2008;8:163 [FREE Full text] [doi: 10.1186/1471-2458-8-163]
[Medline: 18489734]

Laird NM, Ware JH. Random-effects modelsfor longitudinal data. Biometrics 1982 Dec;38(4):963-974. [Medline: 7168798]
Cunningham JA, HumphreysK, Koski-Jannes A, Cordingley J. Internet and paper self-help materialsfor problem drinking:
is there an additive effect? Addict Behav 2005 Sep;30(8):1517-1523. [doi: 10.1016/j.addbeh.2005.03.003] [Medline:
15893433]

Kypri K, Langley JD, Saunders JB, Cashell-Smith ML, Herbison P. Randomized controlled trial of web-based alcohol
screening and brief intervention in primary care. Arch Intern Med 2008 Mar 10;168(5):530-536 [FREE Full text] [doi:
10.1001/archinternmed.2007.109] [Medline: 18332300]

Walters ST, Vader AM, Harris R, Jouriles EN. Reactivity to alcohol assessment measures. an experimental test. Addiction
2009 Aug;104(8):1305-1310. [doi: 10.1111/j.1360-0443.2009.02632.x] [Medline: 19624323]

Saitz R, Palfai TR, Freedner N, Winter MR, Macdonald A, Lu J, et al. Screening and brief intervention online for college
students: the ihealth study. Alcohol Alcohol 2007;42(1):28-36 [FREE Full text] [doi: 10.1093/alcalc/agl092] [Medline:
17130139]

Kypri K, Saunders JB, Williams SM, McGee RO, Langley JD, Cashell-Smith ML, et al. Web-based screening and brief
intervention for hazardous drinking: a double-blind randomized controlled trial. Addiction 2004 Nov;99(11):1410-1417.
[doi: 10.1111/j.1360-0443.2004.00847.x] [Medline: 15500594]

Chiauzzi E, Green TG, Lord S, Thum C, Goldstein M. My student body: ahigh-risk drinking prevention web sitefor college
students. J Am Coll Health 2005;53(6):263-274. [Medline: 15900990]

WHO Brief Intervention Study Group. A cross-national trial of brief interventionswith heavy drinkers.. Am JPublic Health
1996 Jul;86(7):948-955 [FREE Full text] [Medline: 8669518]

Fleming MF, Barry KL, Manwell LB, Johnson K, London R. Brief physician advice for problem alcohol drinkers. A
randomized controlled trial in community-based primary care practices. JAMA 1997 Apr 2;277(13):1039-1045. [Medline:
9091691]

Bien TH, Miller WR, Tonigan SJ. Brief interventions for alcohol problems: areview. Addiction 1993 Mar;88(3):315-335.
[Medline: 8461850]

Kypri K, Langley JD, Saunders JB, Cashell-Smith ML. Assessment may conceal therapeutic benefit: findings from a
randomized controlled trial for hazardous drinking. Addiction 2007 Jan;102(1):62-70. [doi:
10.1111/j.1360-0443.2006.01632.x] [Medline: 17207124]

McCambridge J, Day M. Randomized controlled tria of the effects of completing the Alcohol Use Disorders I dentification
Test questionnaire on self-reported hazardous drinking. Addiction 2008 Feb;103(2):241-248. [doi:
10.1111/j.1360-0443.2007.02080.x] [Medline: 18199302]

Kypri K, McAnally HM. Randomized controlled trial of aweb-based primary care intervention for multiple health risk
behaviors. Prev Med 2005;41(3-4):761-766. [doi: 10.1016/j.ypmed.2005.07.010] [Medline: 16120456]

Edwards AGK, Rallnick S. Outcome studies of brief alcohol intervention in general practice: the problem of lost subjects.
Addiction 1997 Dec;92(12):1699-1704. [Medline: 9581002]

Abbreviations

AUDIT: Alcohol Use Disorders Identification Test
NHS: National Health Service
RCT: randomized controlled trial

Edited by G Andersson; submitted 08.01.10; peer-reviewed by A Berman, M Blankers; commentsto author 16.02.10; accepted 09.06.10;
published 19.12.10.

Please cite as:

Bewick BM, West R, Gill J, O'May F, Mulhern B, Barkham M, Hill AJ

Providing Web-Based Feedback and Social Norms Information to Reduce Student Alcohol Intake: A Multisite Investigation
J Med Internet Res 2010;12(5): €59

URL: http://www.jmir.org/2010/5/€59/

doi:10.2196/jmir.1461
PMID:21169171

http://www.jmir.org/2010/5/e59/ JMed Internet Res 2010 | val. 12 |iss. 5 €59 | p.75

RenderX

(page number not for citation purposes)


http://www.cabinetoffice.gov.uk/media/cabinetoffice/strategy/assets/caboffce%20alcoholhar.pdf
http://www.cabinetoffice.gov.uk/media/cabinetoffice/strategy/assets/caboffce%20alcoholhar.pdf
http://www.webcitation.org/5srxuiE5e
http://www.webcitation.org/5srxuiE5e
http://www.biomedcentral.com/1471-2458/8/163
http://dx.doi.org/10.1186/1471-2458-8-163
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=18489734&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=7168798&dopt=Abstract
http://dx.doi.org/10.1016/j.addbeh.2005.03.003
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15893433&dopt=Abstract
http://archinte.ama-assn.org/cgi/pmidlookup?view=long&pmid=18332300
http://dx.doi.org/10.1001/archinternmed.2007.109
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=18332300&dopt=Abstract
http://dx.doi.org/10.1111/j.1360-0443.2009.02632.x
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=19624323&dopt=Abstract
http://alcalc.oxfordjournals.org/cgi/pmidlookup?view=long&pmid=17130139
http://dx.doi.org/10.1093/alcalc/agl092
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=17130139&dopt=Abstract
http://dx.doi.org/10.1111/j.1360-0443.2004.00847.x
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15500594&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15900990&dopt=Abstract
http://www.ajph.org/cgi/pmidlookup?view=long&pmid=8669518
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=8669518&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=9091691&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=8461850&dopt=Abstract
http://dx.doi.org/10.1111/j.1360-0443.2006.01632.x
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=17207124&dopt=Abstract
http://dx.doi.org/10.1111/j.1360-0443.2007.02080.x
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=18199302&dopt=Abstract
http://dx.doi.org/10.1016/j.ypmed.2005.07.010
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=16120456&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=9581002&dopt=Abstract
http://www.jmir.org/2010/5/e59/
http://dx.doi.org/10.2196/jmir.1461
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21169171&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JOURNAL OF MEDICAL INTERNET RESEARCH Bewick et a

©Bridgette M Bewick, Robert West, Jan Gill, Fiona O'May, Brendan Mulhern, Michagl Barkham, Andrew J Hill. Originally
published in the Journal of Medical Internet Research (http://www.jmir.org), 19.12.2010 Thisisan open-access article distributed
under the terms of the Creative Commons Attribution License (http://creativecommons.org/licenses/by/2.0/), which permits
unrestricted use, distribution, and reproduction in any medium, provided the original work, first published in the Journal of
Medical Internet Research, is properly cited. The complete bibliographic information, a link to the origina publication on
http://ww.jmir.org/, as well as this copyright and license information must be included.

http://www.jmir.org/2010/5/e59/ JMed Internet Res 2010 | val. 12 |iss. 5 €59 | p.76

(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH Spijkerman et &

Original Paper

Effectiveness of a Web-Based Brief Alcohol Intervention and
Added Value of Normative Feedback in Reducing Underage
Drinking: A Randomized Controlled Trial

Renske Spijkerman®, PhD; Marion AE Roek*, MSc; Ad Vermulst', PhD; Lex Lemmers?, PhD; Annemarie Huiberts?,
PhD; Rutger CME Engels', PhD

IBenhavioural Science Intitute, Department of Developmental Psychopathology, Radboud University, Nijmegen, Netherlands
2Trimbos Institute, Utrecht, Netherlands

Corresponding Author:
Renske Spijkerman, PhD
Behavioural Science Institute
Department of Developmental Psychopathol ogy
Radboud University

PO. Box 9104

Montessorilaan 3

Nijmegen, 6500 HE
Netherlands

Phone: 31 243615767

Fax: 31 243612776

Email: r.spijkerman@pwo.ru.nl

Abstract

Background: Currentinsightsindicate that Web-based delivery may enhance the implementation of brief alcohol interventions.
Previous research showed that electronically delivered brief alcohol interventions decreased acohol use in college students and
adult problem drinkers. To date, no study hasinvestigated the effectiveness of Web-based brief alcohol interventionsin reducing
alcohol use in younger populations.

Objective:  The present study tested 2 main hypotheses, that is, whether an online multicomponent brief alcohol intervention
was effective in reducing alcohol use among 15- to 20-year-old binge drinkers and whether inclusion of normative feedback
would increase the effectiveness of thisintervention. In additional analyses, we examined possible moderation effects of participant’s
sex, which we had not a priori hypothesized.

Method: A total of 575 online panel members (aged 15 to 20 years) who were screened as binge drinkers were randomly
assigned to (1) a Web-based brief alcohol intervention without normative feedback, (2) a Web-based brief alcohol intervention
with normative feedback, or (3) acontrol group (no intervention). Alcohol use and moderate drinking were assessed at baseline,
1 month, and 3 months after the intervention. Separate anal yses were conducted for participantsin the origina sample (n = 575)
and those who completed both posttests (n = 278). Missing values in the original sample were imputed by using the multiple
imputation procedure of PASW Statistics 18.

Results: Main effects of the intervention were found only in the multiple imputed dataset for the original sample suggesting
that the intervention without normative feedback reduced weekly drinking in the total group both 1 and 3 months after the
intervention (n =575, at the 1-month follow-up, beta=-.24, P = .05; at the 3-month follow-up, beta=-.25, P = .04). Furthermore,
the intervention with normative feedback reduced weekly drinking only at 1 month after the intervention (n=575, beta=-.24, P
= .008). There was also amarginally significant trend of the intervention without normative feedback on responsible drinking at
the 3-month follow-up (n =575, beta = .40, P =.07) implying a small increase in moderate drinking at the 3-month follow-up.
Additional analyses on both datasets testing our post hoc hypothesis about a possible differential intervention effect for males
and females revealed that this was the case for the impact of the intervention without normative feedback on weekly drinking
and moderate drinking at the 1-month follow-up (weekly drinking for n = 278, beta=-.80, P = .01, and for n = 575, beta = -.69,
P = .009; moderate drinking for n = 278, odds ratio [OR] = 3.76, confidence interval [Cl] 1.05 - 13.49, P = .04, and for n = 575,
OR =3.00, Cl =0.89 - 10.12, P = .08) and at the 3-month follow-up (weekly drinking for n = 278, beta=-.58, P = .05, and for
n =575, beta=-.75, P = .004; moderate drinking for n =278, OR = 4.34, Cl = 1.18 - 15.95, P = .04, and for n =575, OR = 3.65,
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Cl =1.44 - 9.25, P = .006). Furthermore, both datasets showed an interaction effect between the intervention with normative
feedback and participant’s sex on weekly acohol use at the 1-month follow-up (for n = 278, beta=-.74, P =.02, and for n = 575,
beta=-.64, P =.01) and for moderate drinking at the 3-month follow-up (for n= 278, OR = 3.10, Cl =0.81 - 11.85, P = .07, and
for n=575, OR =3.00, Cl =1.23 - 7.27, P = .01). Post hoc probing indicated that males who received the intervention showed
lessweekly drinking and were morelikely to drink moderately at 1 month and at 3 monthsfollowing theintervention. For females,
the interventions yielded no effects: the intervention without normative feedback even showed a small unfavorable effect at the

1-month follow-up.
Conclusion:

The present study demonstrated that exposure to a Web-based brief alcohol intervention generated a decrease in

weekly drinking among 15- to 20-year-old binge drinkers but did not encourage moderate drinking in the total sample. Additional
analyses revealed that intervention effects were most prominent in males resulting in less weekly alcohol use and higher levels
of moderate drinking among 15- to 20-year-old males over a period of 1 to 3 months.

Trial Registration:
http://www.webcitation.org/5usl Ca3Tx)

(J Med Internet Res 2010;12(5):€65) doi:10.2196/jmir.1465

ISRCTN50512934; http://www.controlled-trials.com/I SRCTN50512934/ (Archived by WebCite at

KEYWORDS

Web-based brief acohol intervention; adolescents; normative feedback; moderate drinking; acohol use

Introduction

Numerous studies have indicated that early drinking onset and
excessive alcohol use can have detrimental consequences for
adolescents' current and future health status [1-4]. Compared
with adults, adolescents appear more susceptible to the harmful
effects of alcohol due to biological, psychological, and social
developmental changesthat typically occur during the adol escent
life stage [5,6]. In addition, findings suggest that alcohol
consumption can harm the devel oping adolescent brain, which
eventually could lead to deficits in neurocognitive functioning
[7,8]. The accumulating insights into alcohol-related health
hazards for adolescents have caused great concern among
national and international health authorities and have resulted
in plans for action to reduce underage and hazardous drinking
among youth [9,10]. Recent evidence suggests that these
intensified alcohol prevention activities seem to pay off by
showing a steady decline in alcohol consumption levels among
adolescentsin the United States[11] and also in the Netherlands
[12]. However, despite these recently reported decreases in
alcohol prevalence rates, the proportion of early and heavy
drinking adolescents is still considerably high. For example,
data from the European School Survey Project on Alcohol and
Other Drugs (ESPAD) conducted in 2007 suggest that 43% of
15- to 16-year-old European students engaged in heavy episodic
drinking during the past 30 days, and at least 50% of students
reported having tried al cohol before the age of 13 [13]. Recent
data on alcohol prevalence rates among US youth aged 12 to
20 yearsindicated that about 17.4% engaged in binge drinking
in the past month and 5.5% were heavy drinkers[14].

Moreover, several meta-analyses of the efficacy of alcohol
prevention programs indicate that the effects of current alcohol
preventive approaches are fairly small [15-17]. To enhance the
efficacy of alcohol prevention programs, new and advanced
strategies are warranted. A promising endeavor may be the
application of electronic media to deliver alcohol preventive
materials. Thisdelivery mode presents an opportunity to widely
disseminate interventions in an easy and cost-effective way
[18,19]. Moreover, sincethe majority of adolescentsin Western

http://www.jmir.org/2010/5/e65/

countries have access to the Internet [20] and make frequent
use of Internet technologies [21,22], Web-based interventions
may be particularly suitable to target adolescent audiences.

Over the past years, Web-based delivery modes have
successfully been applied to administer brief alcohol
interventions[23-28]. Thesetypes of interventions can generally
be described as short-term preventive consultations to detect
problematic acohol use in an early stage and to motivate
nontreatment-seeking heavy drinkers to change their behavior
or seek trestment. A core element of brief alcohol interventions
is the presentation of discrepancies between what the client
reports and what the client wants or what would be beneficia
for him or her. The purpose isto increase motivation to change
or modify his or her behavior. Therefore, most brief acohol
interventions consist of a screening procedure followed by
personalized feedback that participants receive based on their
answers to the screener questions. According to the literature,
thistailored approach might be more effective than the delivery
of a more general prevention message due to the fact that the
receiver of the intervention is more likely to identify with
personally relevant information and pay more attention to
person-related information than to general information [29].

Initially, brief alcohol interventions were delivered in health
care settings during face-to-face contact with a health
professional [30]. More recently, other modes of delivery have
been employed such as postal mail methods[31] and electronic
methods via computer programs [32] as well as the Internet
[23]. The latter Web-based approach may be more beneficia
than the more traditional delivery methods because it allows
easy access to large audiences and gives participants the
opportunity to accesstheintervention at their own convenience,
which may enhance participants feelings of privacy and
anonymity. Furthermore, the inclusion of tailored information
can be accomplished in an easier and more cost-effective way
[19].

Previous trials suggest that Web-based brief alcohol
interventions can reduce drinking in nonclinical adult
populations, that is, problem drinkers [23], drinkers in the
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workplace [33], and heavy drinking [25,28,34] or mandated
college students [24]. Asindicated by these previous findings,
Web-based brief alcohol interventions were effective in the
short-term and midterm by reducing adults' and young adults
drinking rates at approximately 1 to 12 months after the
intervention. Besides the preventive impact on adult and young
adult drinkers, Web-based interventions may also hold potential
for alcohol prevention among adolescents. Further insight into
this topic is of great importance since early intervention in
adolescents’ drinking careers might reducetherisk of escalation
to more problematic drinking patterns. A short, personalized,
Web-based intervention may specifically appeal to adolescent
drinkers and may, therefore, effectively motivate them to modify
their alcohol consumption. In spite of the potential benefits of
Web-based brief acohol interventions to target adolescent
drinkers, previous studies have not addressed this topic to this
date.

To our knowledge, the present study is the first to test the
short-term effectiveness of a Web-based brief acohol
intervention among a sample of adolescents and young adults
aged 15 to 20 years. Our objective was to additionally test the
contribution of normative feedback to the effectiveness of this
Web-based brief alcohol intervention. Normative feedback
involves the presentation of comparative information about
personal drinking levels and drinking levels of a relevant
comparison group, such as same-aged peers. This prevention
strategy was developed in response to a comprehensive body
of literature showing that college students tend to overestimate
their peers drinking levels[35]. According to the social norms
approach, correction of these overstated perceptions about peers
alcohol consumption levelswill have an impact on youngsters
alcohol use [36]. Although the effectiveness of providing
normative feedback on peer alcohol use has been demonstrated
in research on college samples [37], it is not clear whether this
strategy would reduce alcohol use in adolescents. Moreover, it
is possible that normative feedback might generate stronger
effects in males than in females [36] due to the degree of
specificity of the provided normative feedback [38] or due to
differencesin the flexibility of normative perceptions between
girls and boys [39]. Therefore, a Web-based brief alcohol
intervention could have adifferential effect on drinking patterns
in females and males in this age group. Notably, current
interventions show some diversity in the type of normative
information that is presented, which may affect the effectiveness
of this component [36]. These differences exist mainly in the
choice of reference group, which can vary in degree of
specificity, that is, peers in general versus first year graduate
students or same-sex peers. There is some evidence suggesting
that preval enceinformation about specific reference groups has
a stronger impact on college students' normative perceptions
and personal drinking behavior than does more general
prevalence information [36]. In keeping with these preliminary
findings, we aimed to test theimpact of age- and gender-specific
normative feedback on acohol consumption levels in 15- to
20-year-old youths. In sum, the objective of the present study
wasto test the following research questions: (1) IsaWeb-based
brief alcohal intervention effective in reducing weekly drinking
and encouraging moderate alcohol use in 15- to 20-year old
youths? (2) Does inclusion of normative feedback contribute
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to the effectiveness of thisWeb-based brief alcohol intervention?
(3) Does the impact of a Web-based brief alcohol intervention
differ between males and femalesin this age group?

Methods

Study Design

The present study was a 3-arm randomized controlled trial in
which participants screened as binge drinkers received 1 of 2
Web-based brief alcohol interventions or were assigned to the
control group.

Participants and Procedure

Volunteer members of an online access panel between 15 and
20 years of age were invited to complete an online survey on
lifestyle and health behavior. We informed all participants that
the assignment would occur by chance and that some
participants did not need to evaluate an intervention but just
had to answer some questions.

This online panel was set up and maintained by Flycatcher, a
full service research agency affiliated with Maastricht
University, the Netherlands. This agency is registered by the
Dutch Data Protection Authority (number 1007001) and follows
the European Society for Opinion and Marketing Research
(ESOMAR) privacy policy stated by the European branch
organization of research agencies. The research agency uses a
double “opt in” procedure, which means that potential
participants first indicate on a website that they would like to
become apanel member by providing their email address. These
potential panel membersreceive an email with information and
alink to confirm or reject their membership. This double opt
in procedure is regarded as a form of informed consent.
Registered panel members can receiveinvitations by email with
study information and a possibility to reject or confirm study
participation. According to the Dutch and European research
guidelines, at age 15 adolescents may be included in research
if they grant their personal informed consent; parental consent
isnot required for this age group.

A total sample of 1012 participants was included and received
an online questionnaire at baseline that contained items on
demographic characteristics and acohol use. Of these
adolescents, 575 fulfilled the following inclusion criteria: 15to
16 year old youths engaging in binge drinking at least once a
month, or 17 to 20 year old youths engaging in binge drinking
at least once a week. For females, binge drinking was defined
as drinking more than 4 acoholic consumptions per occasion
and for males, morethan 6 [12]. All included participants were
randomly assigned to 1 of the following conditions: (1)
Web-based brief alcohol intervention without normative
feedback, (2) Web-based brief alcohol intervention with
normative feedback, or (3) a control group. At 1 month after
baseline, all participants received a short questionnaire with
guestions similar to those on the pretest. In addition, the 2
experimental groups received an email with a link to their
assigned Web-based brief alcohol intervention. To assess the
effectiveness of the 2 interventions, we conducted 2 posttests
at 1 month and 3 months after the delivery of the interventions.
At these posttests, both intervention groups and the control
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group received online questionnaires with questions about
alcohol use. After each measurement or intervention, participants
were sent 1 reminder after 4 days informing them that they had
1 week to complete the intervention or questionnaire. After
completion, participants received vouchers to buy gifts, books,
or movietickets. No ethical approval was sought for this study.

Randomization

Anindependent research agency assigned participants randomly
to the conditions. The randomization was generated using a
randomization function in Excel. Recruitment was stratified by
sex, age, and educational level to obtain equal groups.

Intervention

Description of the Web-based | nterventions

The Web-based brief alcohol interventions consisted of 2 parts:
(1) a questionnaire including items addressing participants
drinking patterns, drinking motives, and health risk status and
(2) personalized feedback based on participants answersto the
earlier posed questions on the questionnaire including advice
about moderate drinking. The advice for young adults aged 18
to 20 yearswasin linewith the guidelines of the Dutch National
Health Council recommending that men should not drink more
than 2 drinks of alcohol per day and women, 1 drink of alcohol
per day [40]. Adolescents under the age of 16 years received
adviceto abstain from alcohol. Adolescentsaged 16to 17 years
were advised to abstain from al cohol, and if they drank alcohoal,
they were advised to drink moderately (not more than 1 or 2
drinks per occasion). The time to complete the intervention,
which included filling out the screener questions and reading
the personalized feedback, was estimated at 15 minutes.

Topics of the I nterventions

The feedback was tailored to participant’s age (under 16, 16 to
17 years of age, and 18 years of age and older) and gender and
organized along 4 topics for the intervention without normative
feedback group, and 5 topicsfor theintervention with normative
feedback group. These topics are described below.

Personal Drinking Behavior and Related Health Risks

Participants received a summary of the quantity and frequency
of their drinking behavior. If participants’ alcohol use exceeded
moderate drinking limits, they received information about how
this could affect their health.

Drinking M otives and Suggestionsto Reduce Alcohol Use

Drinking motives and suggestions to reduce alcohol use were
instigated by risk-conducive motives, such asdrinking to forget
problems or to conform to peer pressure [41,42]

Risk of Developing Problematic Alcohol Use or Alcohol
Dependence

Participants who showed increased risk dueto specific physical
reactions in response to acohol [43], symptoms of physical
dependence, or problematic alcohol use [44] were informed
about their risk status and received suggestions to moderate
their drinking and directions to seek further help.
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Per sonal Perceptions About Own Alcohol Use and Related
Risks

A summary of participants’ objective personal health risks was
presented and set against their self-reported persona risk
perceptions and mativation to engage in moderate drinking

Nor mative Feedback

The version of the drink test with normative feedback
additionally provided an overview of how much participants
thought their age mateswould drink, how much their age mates
actually drank, and how much the participants drank themsel ves.
This information was presented in a bar chart showing each
participant’s own weekly acohol use, the actual prevalence
rates of Dutch adolescents weekly alcohol use matched
according to the participant’s sex and age, and the prevalence
rates of Dutch adolescents’ weekly alcohol use as estimated by
participants. The data on peers actual alcohol consumption
levelswere retrieved from alcohol prevalence estimates among
same-age groups found in a nationally representative sampl e of
high school students (included in feedback for adol escents aged
15t0 17 years) and the general population (included in feedback
for young adults aged 18to 20 years) [12,45]. Only participants
who over estimated their peers acohol consumption received
preval ence rates pertaining to their peers' actual alcohol use. If
estimations were correct or lower than the actual prevalence
rates, participants were informed that they had provided the
correct estimation.

Outcome M easures

Weekly alcohol consumption was assessed using the Dutch
version of the Alcohol Weekly Recall [46]. Participants were
asked to indicate retrospectively for the past 7 days, how many
standard units they had consumed. For example: “ Yesterday it
was ... (fill out the name of the day) and | consumed ... standard
units” To ensure standardized responses, we provided for
various beverages an overview of standard units.

The measure for moderate drinking was based on the item for
weekly alcohol consumption, which was recoded as 0 = “no
moderate drinking” and 1 = “moderate drinking.” Participants
aged 15to 17 yearswere labeled as“moderate drinkers’ if they
consumed no acohol in the past week. Males aged 18 to 20
yearswere regarded asmoderate drinkersif they consumed less
than 14 acoholic drinks in the past week, and same-aged
females were regarded as moderate drinkers if they consumed
less than 7 acohalic drinks in the past week.

Strategy of Analyses

Possible differences between the 3 conditions at baseline were
tested using chi-sgquare tests for sex, educational level, and
moderate drinking and analyses of variance (ANOVA) for age
and number of drinks a week, where 1 standard drink is
equivalent to 10 grams of pure acohol. The number of drinks
per week (mean 14.91, SD 13.23) had a skewed distribution
and a high level of kurtosis (skewness 1.86, kurtosis 6.40). We
applied a log transformation on the number of drinks plus 1.
Themean (SD) of thetransformed variablewas2.37 (SD) 1.01,
skewness became -0.78, and kurtosis was reduced to 0.14.
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The randomized sample consisted of 575 respondents. However,
297 participantsdid not respond during the intervention period,
which resulted in a sample of 278 participants who adhered to
the intervention. We compared this sample with the dropout
group with respect to sex, age, educational level, and alcohol
useinthe past week by conducting alogistic regression analysis
and including group membership (0 = completers and 1 =
dropouts) asthe dependent variable. No differenceswerefound
for sex (odds ratio [OR] = 0.91, P = .58, 95% confidence
interval [CI] 0.63 - 1.29) or weekly alcohol use (OR =1.10, P
= .28, 95% CI 0.92 - 1.31). However, the samples differed on
age (OR =0.89, P = .05, 95% Cl 0.79 - 0.99) and educational
level (OR .66, P = .001, 95% CI 0.53 - 0.82) caused by ahigher
dropout rate among the younger participants and those with
lower education levels.

The effects of the brief alcohol interventions (with or without
normative feedback) on (the log transformation of) weekly
alcohol consumption weretested with linear regression analyses.
The intervention effects on moderate drinking were tested with
logistic regression analyses. Theintervention without normative
feedback was represented by adummy variablewith 0 = control
group and intervention group with normative feedback and 1 =
group without normative feedback. The intervention with
normative feedback was represented by adummy variable with
0 = control group and intervention group without normative
feedback and 1 = group with normative feedback. We also
examined whether the intervention effects differed according
to participant’s sex by including interaction terms of sex with
both dummy variables (females = 0 and males=1). Participant’'s
age and educational level were included as covariates in all
analyses. For the interpretation of interaction effects we used
the SPSS macro MODPROBE [47]. This procedure allows the
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probing of interaction effects while controlling for other
covariates and providesthe coefficients of the conditional effects
for each level of the moderator. Unfortunately, it was not
possibleto apply thisanalytic strategy to multipleimputed data.
Therefore, we only conducted post hoc analyses for the
completers-only sample.

To compare the control group with each of the 2 experimental
groups, intentionto treat (ITT) analysisis an adequate strategy
for randomized controlled trials and is interpreted as including
all respondents belonging to the original randomized groups
[48]. In our case, we had high levels of dropout. Of the 575
randomized respondents, only 278 respondents compl eted both
posttests (at the 1-month and 3-month follow-ups). Thesefigures
suggest a dropout rate of 51.6%, in terms of not filling in
guestionnaires. In our ITT anaysis, we used the multiple
imputation procedure of PASW Statistics 18 to deal with these
missing val ues. We applied this procedure to the baseline sample
of participantsthat fulfilled the criteriafor inclusion in our study
(n=575). In addition, we analyzed the datafor participantswho
completed both posttests at 1 month and 3 months, that is, the
278 participants in the completers-only group.

Results

Participants Flow

The flow of the participants through the tria is illustrated in
Figure 1. Of the 1012 participants who completed the baseline,
575 participants fulfilled the inclusion criteria and were
randomly assigned to 1 of 3 conditions. Of these potential
participants, only 320 responded. At follow-up, 1 and 3 months
after the intervention period, 278 completed both posttest
measurements.
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Table 1. Differencesin demographic characteristics and alcohol consumption patterns among participants at baseline (n = 575)

Varigble NNE? NEP Control Group Test Result P
(n=192) (n=193) (n=190)
Sex X% 157 46
Males, n (%) 74 (38.5) 82 (42.5) 69 (36.3)
Females, n (%) 118 (61.5) 111 (57.5) 121 (63.7)
Mean age (SD) inyears  18.16 (1.55) 18.05 (1.54) 18.11 (1.59) F2570=0.26 77
Educational level X%, =195 .75
Low, n (%) 54 (28.1) 47 (24.4) 49 (25.8)
Medium, n (%) 72 (37.5) 71(36.8) 66 (34.7)
High, n (%) 66 (34.4) 75(38.8) 75 (38.5)
N drinksof alcohol in ~ 14.2 (12.2) 15.1 (13.4) 14.8 (13.7) Fa572=0.23 .80
past week, mean (SD)
Moderatedrinking, n (%) 106 (55.2) 96 (49.7) 97 (51.1) X22 =125 .53

@ NNF= Intervention without normative feedback
b NF = Intervention with normative feedback

Sample Characteristics

Participants’ demographic and clinical characteristics assessed
at baseline are summarized in Table 1. No differences were
found between the 3 conditions, indicating that the
randomization was successful. Of the 575 participants, 225
(39.1%) were male. Mean age (SD) of the participantswas 18.1
years (1.56). Most of the participants had intermediate or high
education levels (150 or 26.1% had low levels, 209 or 36.3%,
intermediate, and 216 or 37.6%, high) and almost all (553 or
96.3%) were born in the Netherlands. The majority of
participants (496 or 86.2%) were students, 6.1% (35) had ajob
and 7.7% (44) combined their study with ajob.

Weekly Alcohol Consumption

At baseline, participants (n = 575) had consumed on average
14.7 drinks of alcohol in the past week (11.5 for females, 19.7
for males). Participants weekly drinking rates at the 2 posttests
(n=278) were 11.9 drinks (8.6 for females, 17.0 for males) at
the 1-month follow-up and 13.1 (9.6 for females, 18.5 for males)
at the 3-month follow-up.

We conducted linear regression analyses to test whether the
Web-based brief alcohol interventions reduced participants
weekly alcohol consumption at 1 and 3 months after the
intervention. In these analyses, we additionally tested possible
moderation effects of participant’'s sex by including the
interactions between intervention and sex in the third step.
Results of the third step of the equations are presented in Table
2. We controlled for demographic characteristics, that is, sex,
age, and education level by including these variablesin step 1
of the equations. When inspecting results of the first step, we
found that only age was related to participants’ weekly alcohol
use, suggesting that the older the participants, the higher their
weekly drinking levels.

To determine whether the interventions had an overall effect
on participants’ weekly drinking rates, weinspected the findings
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of the second step (not presented in Tables). Our data for the
completers-only sample (n = 278) did not show any main effects.
However, the multiple imputed dataset (n = 575) indicated that
both interventions reduced weekly drinking at the 1-month
follow-up (intervention without normative feedback, beta =
-.24, P = .05; intervention with normative feedback, beta=-.34,
P = .008) and the intervention without normative feedback
reduced weekly drinking at the 3-month follow-up (beta=-.25,
P =.04).

According to further analyses presented in Table 2, results of
the third step showed significant interaction effects between
sex and the Web-based brief alcohol intervention without
normative feedback on participants’ weekly alcohol use at the
1-month follow-up (completers only, beta = -.80, P = .01,
multiple imputed, beta = -.69, P = .009) and at the 3-month
follow-up (completers only, beta = -.58, P = .05; multiple
imputed, beta=-.75, P = .004). These findings suggest that the
impact of the Web-based brief acohol intervention without
normative feedback on weekly alcohol use at the 1- and 3-
month follow-up differed between males and females. For the
further interpretation of these interactions, we used the SPSS
Macro MODPROBE and cal cul ated the coefficients of thefocal
predictor (Web-based brief alcohol intervention without
normative feedback) at both levels of the moderator
(participant’s sex). These post hoc analyses suggested that males
who received the intervention without normative feedback were
more likely to reduce their weekly alcohol use at the 1-month
(beta=-.43, P = .08) and 3-month follow-up (beta=-.45, P =
.049). In contrast, femaleswho received theintervention without
normative feedback were more likely to increase their weekly
alcohol use at the 1-month follow-up (beta = .37, P = .06). If
we express these estimates in number of drinks, results would
imply that theintervention without normative feedback reduced
the weekly drinking rate at the 1-month follow-up in males by
5 drinks of alcohol (from 12.8 to 7.8 drinks) and increased the
weekly drinking rate in females by 1.6 drinks (from 3.8 t0 5.4
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drinks). The estimated effect of the intervention without
normative feedback on males weekly a cohol use at the 3-month
follow-up amounted to areduction of 5.3 drinks (from 13.5 to
8.2 drinks).

Regarding the intervention with normative feedback, our results
showed interaction effects with participant’s sex on weekly
alcohol use at the 1-month follow-up for the completers-only
group (beta = -.74, P = .02) and at both time points for the
multiple imputed sample (at 1 month, beta=-.64, P = .01, and

Spijkerman et al

at 3 months, beta = -.65, P = .01) suggesting that the impact of
the intervention differed between males and females. Post hoc
analyses showed that males who received the intervention with
normative feedback were more likely to reduce their weekly
alcohol use at 1 month (completersonly [n = 278], beta=-.49,
P = .03). This implies that the intervention with normative
feedback reduced weekly alcohol use in males by 5.6 drinks
(from 13.5t0 7.9). Unfortunately, it was not possible to test the
interaction effect on weekly drinking at the 3-month follow-up
in the multiple imputed sample.

Table 2. Multiple regression analyses predicting weekly alcohol consumption at the 1-month follow-up and the 3-month follow-up

Weekly Alcohol Consumption at the 1-Month Follow-up

Weekly Alcohol Consumption at the 3-Month Follow-up

Completers Only Multiple Imputed Completers Only Multiple Imputed

n=278 n=575 n=278 n=575

Beta SE P Beta SE P Beta SE P Beta SE P
Sex (males) 116 21 <.001 080 .18 <.001 101 .20 <.001 086 .11 <.001
Age 0.15 .04 <.001 0.13 .03 <.001 0.21 .04 <.001 0.15 .03 <.001
Education 007 .08 37 023 .07 <.001 029 .08 <.001 032 .06 <.001
NNF2 0.37 .20 .06 0.01 .16 .95 0.13 18 49 0.02 .16 .89
NEP 0.25 .20 21 -0.09 .16 .56 0.18 19 .34 0.03 .16 .83

Interaction NNF  -0.80 .31 .01 -0.69 .26

by sex

InteractionNFby -0.74 .31 .02
sex

.009

-064 26 .01

-058 .30 .05 -0.75 .26 .004

-034 29 25 -065 25 .01

@ NNF= I ntervention without normative feedback
b NF = Intervention with normative feedback

Moderate Drinking

Tables 3 and 4 present findings about the effect of the
Web-based brief alcohol interventions on participants’ levels
of moderate drinking at the 1- and 3-month follow-up. In our
analyses, we controlled for participant’s sex, age (continuous
variable), and education level (continuous variable). Although
the Tables only present the coefficients of the third step, we
also inspected the main effects of participants’ demographic
characteristics and of the intervention in the earlier 2 steps.
Results indicated that older participants were more likely to
show moderate drinking at the 1-month follow-up and the
3-month follow-up. In addition, our data showed a borderline
significant effect of sex on moderate drinking at the 3-month
follow-up, suggesting that females were more likely to engage
in moderate drinking than males.

Further, analyses based on the multipleimputed sample (n=575)
indicated a borderline significant main effect of the Web-based
brief acohol intervention without normative feedback on
responsible drinking at the 3-month follow-up suggesting that
participants who received the Web-based brief alcohol
intervention were sightly more likely to engage in responsible
drinking 3 months after the intervention (beta = .40, P = .07).

Our findings further showed a significant interaction between
sex and Web-based brief alcohol intervention without normative

http://www.jmir.org/2010/5/e65/

feedback at the 1-month follow-up for the completers-only
group and a borderline significant interaction for the multiple
imputed sample (completers only, OR = 3.76, P = .04, 95% ClI
1.05 - 13.49; multiple imputed sample[n = 575], OR = 3.00, P
= .08, 95% CI .89- 10.12). At the 3-month follow-up, wefound
significant interactions between the Web-based brief alcohol
intervention without normative feedback and participant’s sex
for both samples (completers only, OR = 4.34, P = .04, 95%
Cl 1.18- 15.95; multipleimputed sample, OR = 3.65, P = .006,
95% Cl 1.44 - 9.25).

Post hoc probing of these interactions for the completers-only
group demonstrated that males who received the intervention
without normative feedback were more likely to engage in
moderate drinking but only at the 3-months follow-up (beta =
1.21, P = .02). In contrast, data for females showed that those
who received theintervention without normative feedback were
less likely to engage in moderate drinking at the 1-month
follow-up (beta = -.82, P = .046). Post hoc analyses further
demonstrated that males who received the intervention with
normative feedback were slightly more likely to engage in
moderate drinking at the 1-month follow-up (beta = .83, P =
.09). At the 3-month follow-up, the effect of the intervention
with normative feedback on responsible drinking differed for
males and femal es, but closer inspection showed that there were
no significant changes in the likelihood to engage in moderate
drinking in males or females.
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Table 3. Logistic regression analyses predicting moderate drinking at the 1-month follow-up (intention to treat analysis)
Moderate Drinking at the 1-Month Follow-up
Completers Only Multiple Imputed
n=278 n=>575
OR 95% Cl P OR 95% Cl P
Sex (males) 0.52 (0.22-1.21) 13 0.61 (0.27 - 1.38) 23
Age 1.40 (1.17 - 1.67) <.001 1.37 (1.16 - 1.62) <.001
Education 0.95 (0.68- 1.32) 75 0.97 (0.70- 1.32) 83
NNE 2 0.44 (0.19- 0.99) .05 0.53 (0.25-1.14) A1
NEP 0.74 (0.33-1.62) 45 0.96 (0.46-1.99) 92
Interaction NNF by sex ~ 3.76 (1.05 - 13.49) 04 3.00 (0.89 - 10.12) .08
Interaction NF by sex 312 (0.90 - 10.76) .07 222 (0.69-7.14) .18
@NNF = Intervention without normative feedback
b NF = Intervention with normative feedback
Table 4. Logistic regression anayses predicting moderate drinking at the 3-month follow-up (intention to treat analysis)
Moderate Drinking at the 3-Month Follow-up
Completers Only Multiple Imputed
n=278 n=575
OR 95% ClI P OR 95% ClI P
Sex (males) 0.35 (0.14 - 0.89) .03 0.40 (0.21-0.75) .004
Age 116 (0.97 - 1.38) .09 1.00 (0.89- 1.13) 96
Education 0.56 (0.40-0.79) .001 0.55 (0.43-0.69) <.001
NNE 2 0.77 (0.35- 1.68) .05 0.91 (0.52 - 1.61) 75
NED 0.55 (0.24 - 1.26) 45 0.77 (0.44 - 1.37) 38
Interaction NNF by sex ~ 4.34 (1.18 - 15.95) .04 3.65 (1.44 - 9.25) .006
Interaction NF by sex 3.10 (0.81- 11.85) .07 3.00 (1.23-7.27) 01

2 NNF= Intervention without normative feedback
b NF = Intervention with normative feedback

Discussion

Principal Results and Comparison With Prior
Research

The purpose of the present study was to test the effectiveness
of a Web-based brief alcohol intervention in reducing weekly
alcohol use and promoting moderate drinking among 15- to
20-year-old drinkers and to determine whether inclusion of
normative feedback would increase its effectiveness. The study
findings showed some main intervention effects, but these were
primarily found for weekly drinking and only in the multiple
imputed data of the original sample. Moreover, at the 3-months
follow-up, the inclusion of normative feedback did not
contribute to the effectiveness of the brief alcohol intervention
since only the intervention without normative feedback resulted
in a decrease in participants weekly drinking rates, 3 months
after exposure to the intervention.

Additional analysesfor both datasets suggested that the impact
of the Web-based brief alcohol interventions differed for males

http://www.jmir.org/2010/5/e65/

and females. According to findings from both datasets, males
who received the Web-based brief alcohol intervention showed
lower levelsof weekly acohol use and were morelikely to have
engaged in moderate drinking at the 1- and 3-month follow-up.
The estimated effect of the intervention without normative
feedback on males weekly drinking rates amounted to a
reduction of 5 drinks of alcohol at the 1-month follow-up and
5.2 drinks a the 3-month follow-up. For females, the
intervention did not yield any effects, except that we found a
small unfavorable effect of the intervention without normative
feedback 1 month after the intervention. More specifically,
females who received the intervention without normative
feedback were less likely to engage in moderate drinking and
showed an estimated increase in weekly drinking of 1.6 drinks
of alcohol at the 1-month follow-up. In addition, our data
indicated that the brief alcohol intervention with normative
feedback increased responsible drinking in male drinkers but
only at the 1-month and not at the 3-month follow-up. The
estimated effect of the Web-based brief alcohol intervention
with normative feedback on males weekly drinking levels at

JMed Internet Res 2010 | vol. 12 | iss. 5 |e65 | p.85
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

the 1-month-follow up amounted to a reduction of 5.6 drinks
of alcohol.

Our finding that a Web-based brief alcohol intervention
increased moderate drinking in males aged 15 to 20 years is
encouraging for the further implementation of brief alcohol
interventions among late adolescents. However, it should be
noted that we used a short follow-up of 3 months. Moreover, it
is striking that our intervention reduced alcohol use
predominantly in malesand hardly in females. Thelatter finding
contradicts outcomes from previous research showing either an
overall effect of brief alcohol interventions [49,50] or an even
stronger effect in women [37,51]. As shown by areview of the
impact of alcohol abuse interventions on drinking in college
samples, interventions were more effective in reducing
alcohol-related problemsif the sample contained more women
[50]. However, the evidence for greater effectiveness of brief
alcohal interventionsin females compared to males stemsfrom
research on brief interventions that were delivered face-to-face
or by postal mail, whereas our intervention was Web-based. A
recent study demonstrated that female college studentsreceiving
aface-to-faceintervention showed greater reductionsin alcohol
use than femal e students who received a computer intervention
[52]. These findings suggest that female drinkers are less
responsive to computer-tailored brief alcohol interventions.
However, this explanation does not account for the contrasting
evidence between the present study and earlier research showing
the effectiveness of Web-based brief alcohol interventionsin a
total sample of both malesand females[28]. Sinceitisnot clear
whether the sex-specific effect of our intervention was due to
our younger sample or other factors, we recommend further
research on thisissue.

Surprisingly in our study, males who were exposed to the brief
alcohoal intervention with normative feedback showed decreases
inweekly drinking but no increasesin moderate drinking levels
at the 3-month follow-up. In contrast, males who received the
brief alcohol intervention without normative feedback showed
decreased weekly drinking 1 month and 3 months &fter the
intervention and higher levels of moderate drinking 3 months
after the intervention. Thus, our data suggest that the inclusion
of normative feedback does not contribute to the effectiveness
of the tested brief alcohol intervention in adolescent male
drinkers in the long term. This finding is not in line with
previous research demonstrating the effectiveness of normative
feedback, particularly for males [53]. Logically, the lower
impact of the brief alcohol intervention with normative feedback
cannot be explained by the fact that we used age-specific and
sex-specific normative feedback, since previousfindings suggest
that information about specific reference groupswould increase
and not decrease the effectiveness of normative feedback.
However, a possible explanation might be that we tested a
younger sample than has been examined in previous research.
To date, the effectiveness of normative feedback in reducing
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alcohol use in adolescent drinkers has not been addressed in
previous research. It might be the case that the presentation of
normative comparison information has fewer long-lasting effects
in adolescent drinkers compared with college students. To gain
further insight into this matter, more research is needed on the
effectiveness of normative feedback in adolescent samples.

Limitations

Several limitations need to be considered when discussing the
implications of our study. First, it isimportant to note that our
findings are based on a convenience samplewith someinevitable
dropout, particularly among the younger and less highly
educated participants. Also, sincewe used aconvenience sample
of online panel memberswho were binge drinkers, it isnot clear
whether our findingswould generalizeto more clinical samples.
Importantly, 51.6% of the panel members who agreed to
participate in the research did not respond after being allocated
to the intervention or control condition. Unfortunately, we do
not have any information about what caused this high dropout
rate. It is possible that a substantial portion of the recruited
participantswere not interested in theintervention. Thisislikely
since participants were not selected on the basis of their own
treatment motivations but were included if they met criteriafor
binge drinking. These high dropout rates suggest that a
considerable part of the adolescent population might not use or
benefit from Web-based brief alcohol interventions. Thisisan
important issue for the further implementation of Web-based
brief alcohal interventions and should be further investigated
in future research. Second, we used self-reported data to assess
participants’ alcohol consumption levels. This type of
measurement may show response bias dueto social desirability
concerns and memory effects. However, a number of studies
confirmed the validity of self-reports of alcohol use [54-57]
suggesting that self-reports can be used to assess drinking
behavior. Still, to further improve the assessment of participants
drinking levels future studies could, for instance, include other
types of measurements such as Ecologica Momentary
Assessment (EMA) or direct observations. Finally, the utility
of thetested intervention should be further examined by testing
its effectiveness in the longer term after repeated exposure and
among light drinkers.

Conclusion

Present findings suggest that a Web-based brief alcohol
intervention can be effective in reducing weekly alcohol use
and encouraging moderate drinking in 15- to 20-year-old males
over aperiod of 1to 3 months. Inclusion of normative feedback
does not seem to enhance the effectiveness of the intervention
in encouraging moderate drinking 3 months following the
intervention. Moreover, the interventions do not seem effective
in females in this age group, and the intervention without
normative feedback even showed small unfavorable effects at
the 1-month follow-up.
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Abstract

Background: Treatmentsand organizational changes supported by eHealth are beginning to play animportant roleinimproving
disease treatment outcome and providing cost-efficient care management. “Improvehealth.eu” isanovel eHealth serviceto support
the treatment of patients with depressive disorder. It offers active patient engagement and collaborative care management by
combining Web- and mobile-based information and communication technology systems and access to care managers.

Objectives. Our objective was to assess the feasibility of anovel eHealth service.

Methods:  The intervention—the “Improvehealth.eu” service—was explored in the course of a pilot study comparing two
groups of patientsreceiving treatment as usual and treatment as usual with eHealth intervention. We compared patients’ medication
adherence and outcome measures between both groups and additionally explored usage and overall perceptions of theintervention
in intervention group.

Results: Theintervention was successfully implemented in apilot with 46 patients, of whom 40 were female. Of the 46 patients,
25 received treatment as usual, and 21 received the intervention in addition to treatment as usual. A total of 55% (12/25) of
patientsin the former group and 45% (10/21) in the latter group finished the 6-month pilot. Available case analysis indicated an
improvement of adherence in the intervention group (odds ratio [OR] = 10.0, P = .03). Intention-to-treat analysis indicated an
improvement of outcomein theintervention group (ORsranging from 0.35 to 18; P valuesranging from .003 to .20), but confidence
intervals were large due to small sample sizes. Average duration of use of the intervention was 107 days. The intervention was
well received by 81% (17/21) of patients who reported feeling actively engaged, in control of their disease, and that they had
accessto ahighlevel of information. Inall, 33% (7/21) of the patients al so described drawbacks of theintervention, mostly related
to usability issues.
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Conclusions: Theresultsof thispilot study indicate that the intervention was well accepted and hel ped the patientsin the course
of treatment. The results al so suggest the potential of the intervention to improve both medication adherence and outcome measures
of treatment, including reduction of depression severity and patients becoming “healthy.”

(J Med Internet Res 2010;12(5):€63) doi:10.2196/jmir.1510

KEYWORDS

Depression; patient care management; information systems; Internet; treatment outcome; medication adherence; pilot study;

feasibility study; collaborative care

Introduction

Methods

Depressive disorders are the second |eading cause of disability
worldwide with prevalence ranging from 16% to 18% during
the entire life span [1]. The majority of people with depression
aretreated in primary health care [2,3]. It has been shown that
treatment of depression in the primary care setting is far from
optimal [4-6].

To improve the outcome of depression treatment, we need to
improve patient adherence to therapy [ 7-9] and the care process
itself using, for example, collaborative care, which is
characterized by enhanced collaboration between the patient
and health care professionalsinvolved in the treatment process
[10-12]. Glied has shown that particularly in collaborative care
it appears possible to sustain net benefits using less costly
interventions[10]. The question we asked was: Can we develop
eHealth interventions to treat depression in which the net
benefits are sustained while further reducing resource utilization
and cost?

New eHealth tools and interventions promise to provide care
process support (hel ping patients and health care professionals
to comply with the defined care process with less effort) and to
actively engage the patients, thus reducing resource usage
[13,14]. Online self-treatment interventions have already proven
their clinical value [15], and literature also describes eHealth
solutions to support collaborative care in depression treatment
[16] including eHealth solutionsthat have already demonstrated
significant improvement of outcomes[17,18].

An eHealth system for active patient engagement and care
management, called RecoveryRoad, has been described by
Robertson [19]. Its features included secure e-consultations,
progress-monitoring questionnaires, psycho-education, and
evidence-based therapy. It also offered access to patients’ data,
automated reminders for patients, and support for case
management. In reports of preliminary findings, Robertson
described high adherence to the system (53% to 84%) and
self-reported medication adherence (over 90%) with a large
effect size (Cohen's d = 1.0) on average depression severity
decline[19].

In this paper, we report the results of a pilot study to assessthe
feasibility of anovel eHealth intervention to support treatment
of patients with depression.

http://www.jmir.org/2010/5/e63/

Improvehealth.eu I ntervention

The intervention, “Improvehealth.eu” service [20], consisted
of (1) aWeb-based information and communi cation technol ogy
system, referred to as “the ICT system,” designed to support
collaborative care management and active patient engagement,
and (2) online and phone-based care management performed
by trained psychologists.

The intervention was administered via the Internet (accessible
using personal computers and smart phones) and mobile phones.
The ICT system, available 24/7, aimed to (1) actively engage
the patients in the process of care; (2) increase the availability
of information to al involved hedth care professionals
(psychologists/care  managers, genera physicians, and
psychiatrists); (3) automatically detect patient issues like poor
or missing treatment response, unwanted side effects, emergence
of suicidality, and nonadherence to medication regimens; and
(4) provide timely response by care managers [21]. Care
managers were available by telephone during service hours (3
hours per day on workdays), and their email response time was
not longer than 2 working days. Upon starting the intervention,
patients were informed that in case of imminent suicidality
outside the intervention’s service hours they were to contact
existing urgent psychiatric care providers. Care managers
reported all patient-related activities in the ICT system, and
physicians were asked to do the same.

Patients were actively engaged by submitting self-reporting
guestionnaires on symptoms and drug therapy side effects at
least once per week in the acute phase (lasting from week 0 to
week 9 after the start of therapy) and at least once per monthin
the continuation phase (lasting from week 10 to week 23).
Submitted questionnaires provided real-time evaluation data
for the ICT system and care managers.

The ICT system defined and assigned the tasks in the care
process automatically for each patient. Some administrative and
clinical tasks with well-defined trigger rules were performed
by the ICT system in an automated way using rule sets and an
evauation matrix [21,22]. These tasks included (1) sending
reminder text messages to patients and/or care managers if
patients forgot to submit questionnaires on due dates, (2)
quantitatively analyzing submitted questionnaires, and (3)
creating questionnaire-related tasks for care managers (ie, to
call apatient who had discontinued treatment).

TheICT system could only be accessed using secure hypertext
transfer protocol (HTTPS) and digital certificates. All datawere
stored on the University of Primorska server in an encrypted
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file system. Access of health care professionalsto datawas only
granted on patient consent.

Generic functionalities available to al users (patients, care
managers, and care providers) included a personal calendar; an
internal messaging system (a system of mailboxes); aforum as
well as questions and answers; persona profile settings;
information on depressive disorder, treatment, and emergency
facilities; and the ICT system instructions.

Meglicet d

Additional functionalities of the ICT system were available to
patients, care managers, and care providers. These are shown
in Table 1. A schematic description of functionalities available
to patientsisgivenin Figure 1 (not al are shown). In addition,
a screenshot of “Improvehealth.eu” in which a patient is
submitting a questionnaire is depicted in Figure 2.

Table 1. Additional functionalities of the ICT system available to patients, care providers, and care managers

Additional Functionalities Descriptions

For patients

Online self-assessment questionnaires (on
depression symptoms, treatment side ef-
fects, suicidality, and medication adher-
ence)

were chosen

- composed of 46 questions over 2 pages with fixed question order
- utilized adaptive questioning, that is, additional in-depth questions that appeared when certain answers

- acompleteness check upon each page submission

-noreview steps, that is, users could review the submitted questionnaire after submission in their record

history but could not change it

- available by using alink on the homepage
-information from all completely submitted questionnaires used in the analyses

Automated personalized interpretations

- provided to the user by the ICT system instantly after the online questionnaire submission

-included atailored reinforcement message

- provided analysis of deviations such as lack of symptom improvement or emergence of side effects

Access to a psychol ogist/care manager

- available over internal messaging and phone during predefined hours

- no psychotherapy offered gpart from unstructured conversations (in contrast to RecoveryRoad [19])

Automated text message reminders

- sent to patients’ mobile phones in case of overdue tasks such as booking an appointment with their

physicians or submitting a questionnaire

Anindividual patient record
physicians sorted by time
-internal to the ICT system

-included submitted questionnaires and reports of patient-professional interaction by care managersand

- by clicking on aparticular entry, the entry would expand to show all stored information

For care managersand care providers

Dashboard

- provided a patient list with status indicators (symptoms, suicidality, medication adherence, etc)

-included task lists for at-a-glance overview

Semi-automated care management

- triggered by an automated analysis of each self-assessment questionnaire upon which specific tasks

were automatically assigned to care managers by the ICT system

Activity formsfor reporting of performed - supported monitoring of timely execution

tasks

An e-learning module:
medical education points

- different forms for different professionals

- provided the latest treatment guidelines and arelated online test for physicians to earn continuing

http://www.jmir.org/2010/5/e63/
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Figurel. Simplified patient view of theintervention in which arrows describe the direction of information flow, boxesrepresent ICT system functionalities,
and icons above arrows denote available channels (personal computer, mobile phone)
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Figure2. Screenshot of “Improvehealth.eu” in which apatient is submitting a questionnaire (the red semibracketsindicate particular modules, explained

in boxes on theright hand side)
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Study Design

The pilot study to explorethefeasibility of theintervention was
approved by the Slovene National Medical Ethics Committee.
Inclusion criteriawere: adiagnosis of depression (ICD10 group
F32) or mixed anxiety and depression disorder (ICD10 code
F41.2) for thefirst time or after aremission of at least 6 months;
introduction of antidepressant treatment in the last 10 days,
regular use of Internet and maobile phone; 14 or more points on
Beck Depression Inventory-11 (BDI-11) questionnaire [23,24].

The control group received treatment asusual, that is, physician
visits and antidepressant treatment. The intervention group
received the intervention “Improvehealth.eu” service as an
addition to treatment as usual. Systematic alternating order
(unweighted even-odd distribution) without blinding was used
to assign patients to the control group or to the intervention
group [25].

After giving informed consent, the patients filled in 2 paper
guestionnaires, one at the beginning of the pilot (referred to as
Time 0) and the other after 24 weeks, that is, at the end of the
pilot (referred to as Time 1). The Time 0 assessment consisted
of aquestionnaire assessing demographics and BDI-11 [23,24].
The Time 1 assessment consisted of a repeated BDI-II
assessment and a 26-question questionnaire exploring the
duration of antidepressant therapy, side effects, adherence,
patients perceived quality of care, and, for the intervention
group only, the overall perception of the intervention.

Patients wererecruited and enrolled by 7 physiciansupon initial
assessment. The observation period for each individual patient
was 6 months. Primary outcome measures were patients

http://www.jmir.org/2010/5/e63/
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medication adherence and clinical outcome measures (reduction
in depression severity according to BDI-lII and reaching
“healthy” criteria, described below). User acceptance and usage
patterns were explored as secondary outcome measures. No
incentives were offered to patients for finishing the pilot.

Demographics and Pilot Participation

Demographics included age, gender, marital status, education,
and employment. Attrition rate was measured as the share of
patients responding to the Time 1 questionnaire.

Medication Adherence, BDI-I1 I mprovement, and
Outcome Measures

For self-assessment of medication adherenceat Time 1, we used
aquestionnaire combining 3 previously reported measures: (1)
regularity of administration over the defined medication period,
(2) taking the medication at the same time of the day, and (3)
regular use of correct dosage [26-28]. “Adherent” was defined
as adherent to 2 or 3 of these criteria

To assess reduction in depression severity, we calculated the
difference between patient-reported Beck Depression
Inventory-11 (BDI-I1) scores at Time 0 and Time 1 [23,24]. To
assess clinically important change (the patient becoming
“healthy”), we used a combination of BDI-II score of less than
14 pointsat Time 1 and at least 8 pointsimprovement in BDI-I1
score from Time O to Time 1 as suggested in previous research
(rounded from 14.29 and 8.46, respectively) [29-31].

Usage Patterns

Additional datawere acquired from the database to explore the
duration and frequency of intervention usage and workload on
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care managers, including time between registration and last
submitted questionnaire, number of submitted questionnaires,
and number of tasks performed by care managers.

Patient Feedback

For qualitative assessment, the patient questionnaires at Time
1 included open-ended questions on overall satisfaction with
the intervention. They aso included 12 Likert-type items
(statements) on patient perception of care quality, accessto care,
and access to information.

User Experience With the ICT System

Initial usability testing of the ICT system was performed before
the pilot by 6 healthy individuals and 1 usability expert. Users
had to perform taskslikeregistering, filling in the questionnaire
etc. Usability issues regarding the ICT system arising during
the pilot were reported and listed as such.

Statistical Analysis

Choice of tests was dependant on variable type. Two-sided
significance testing was used in all cases. To compare
demographic characteristics of the two groups we used the
Fisher exact test, the Mann-Whitney test, and the chi-square
test. For adherence, Mantel-Haenszel odds ratio estimate was
used. For BDI-II improvements, we performed available case
analysis using paired and unpaired t tests and Cohen’s d for
effect size. For outcome measures, we used the Fisher Exact
test and odds ratio estimates.

We employed a simple sensitivity analysis to assess variability
due to dropouts missing dataz available case and
intention-to-treat analyses were performed, the latter using
simple imputation scenarios [32]. These scenarios were: (1)
“healthy” (ie, an assumed BDI-Il score of less than 14 and
symptom reduction of at |east 8) early quittersin theintervention
group were aso healthy at Time 1, and the average frequency
of healthy dropoutsin the control group was the same asin the
intervention group; (2) all drop-outs in either group were not

http://www.jmir.org/2010/5/e63/
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healthy; or (3) all dropouts in both groups were healthy. These
3 scenariosimputed the same risksin both groups, pulling effect
estimates towards the null hypothesis [32], thus avoiding the
overestimation of intervention effect. We also added a
pessimistic scenario (4) in which all missing patients in the
intervention group were imputed as “not healthy,” whereas in
the control group they were imputed as “ healthy.”

Usage patterns were assessed using Kaplan-Meyer analysis.
The 2 scenarios used were (1) treating all patients as eventsand
(2) treating “ healthy” quitters (patients quitting with last reported
BDI-II values reaching “healthy” criteria) as censored events.
Care manager usage patterns were listed depending on
classification of tasks.

For patient feedback, the qualitative answers were categorized
and compared with the aims of the intervention, whereas
Likert-type items were analyzed using the Mann-Whitney test.

Results

Demographicsand Pilot Participation

There were no significant differences between the intervention
and control groups at the beginning of pilot (Time O in Table
2) and after 6 months (Time 1) for age, gender, marital status,
education, and employment. Of the 46 patients, 25 (54%) were
allocated to control group and 21 (46%) to intervention group.
The response rate at 6 months (Time 1) was slightly higher in
the intervention group (12 out of 21, 57%) versus the control
group (10 out of 25, 40%), but the difference was not statistically

significant (x?, = 1.34, P = .38).

Intheintervention group, the reasons patients gave for dropping
out were dissatisfaction with the intervention (1 patient) and
early significant clinical improvement (8 patients). For those
who said they dropped out because they were much improved,
itisunknown whether they werestill healthy at Time 1. Reasons
for high attrition at Time 1 in the control group were not known.
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Table 2. Group characteristicsat Time 0
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Intervention Control P value?
n=21 n=25
Age, median (mean + SD) 36 (35.71 + 12.11) 37(40.04 + 17.07) P
Female gender, n (%) 18 (86%) 22 (88%) 99°
BDI-Il symptom severity

Mild, n (%) 2 (10%) 4 (16%)

Moderate, n (%) 8 (38%) 9 (36%)

Severe, n (%) 11 (52%) 12 (48%) 81
Married or partnered, n (%) 15 (71%) 17 (68%) 99°
University degree, n (%) 8 (38%) 7 (28%) 53¢
Currently employed, n (%) 15 (71%) 12 (48%) 14¢

@ Comparison of the intervention group and the control group
bm ann-Whitney test

€ Fisher exact test

d Chi-square test

Medication Adherence, BDI-II Improvement, and
Outcome M easures

In the control group, 3 out of 9 (33%) patients were adherent
to antidepressants compared with 10 out of 12 patients (83%)
in the intervention group ()(21 =5.45, P =.03, odds ratio [OR]
= 10.0, 95% confidence interval [CI] = 1.28-78.1).

Table 3. Between-group comparison of BDI-11 for available cases

Both groups demonstrated significant within-group reduction
of mean BDI-II score from Time O to Time 1 (control group:
pairedty = 3.95, P =.003, Cohen’sd = 1.23; intervention group:
pairedt,; = 7.23, P <.001, Cohen'sd = 2.57), with intervention
group seeming to indicate agreater effect size, which isfurther
supported by the between-group comparison shown in Table 3.

Intervention Control Difference Two-sample tyg; Effect Size:
Mean (SD) Mean (SD) Pvaue Cohen’sd (95% Cl)
n=12 n=10

BDI-II at Time 0 2950 (8.15) 28.70 (8.34) -0.80 0.23,P=.82

BDI-Il at Time 1 9.83(8.05) 17.80 (7.91) 7.97 2.33;P=.03 1.00 (0.09-1.88)

In outcome sensitivity analysis (Table 4), available case analysis
and the 3 intention-to-treat (ITT) scenarios with equal risk
imputation [32] resulted in oddsratiosin favour of intervention,
seeming to indicate an improvement of outcome in the

http://www.jmir.org/2010/5/e63/
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intervention group. The last, pessimistic scenario was
insignificantly in favour of the control group. Confidence
intervalswere wide due to small sample sizes and high dropout

ratios.
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Table 4. Outcome measures. available cases and intention-to-treat (ITT) analysis scenarios

Intervention Control X?1, P Value Odds Ratio (95% ClI)
Healthy at Time 0, n (%) 0/21 (0%) 0/25 (0%)
Healthy at Time 1, n/available cases (%)  9/12 (75%) 1/10 (10%) 9.3, P=.004 27 (2.3-310)
I ntention-to-treat scenarios
Healthy a Time 1, n (%): ITT 12 17/21 (81%) 15/25 (60%) 24,P=.20 2.8(0.73-11)
Healthy a Time 1, n (%): ITT 2° 18/21 (86%) 17125 (68%) 20,P=.19 2.8(0.64-12)
Healthy at Time 1 (%): ITT 3° 9/21 (43%) 1/25 (4%) 10.1, P=.003 18 (2.0-159)
Healthy at Time 1 (%): ITT 49 9/21 (43%) 13/25 (68%) 29,P=.14 0.35(0.12-1.2)

Arealisticin that “healthy” early quittersin the intervention group were healthy at Time 1, and the average frequency of healthy dropoutsin the control

group was the same as in the intervention group
ball miss ng patients from either group are assumed “ healthy”
€ all missing patients from either group are assumed “ not healthy”

d pessimistic in that all missing in the intervention group assumed “not healthy” and all missing in control group assumed “healthy”

Usage Patterns

In Figure 3, the Kaplan-Meyer plot depicts the chance of a
patient reaching a certain duration of intervention usage. Shown
are 2 scenarios: (1) al patients and (2) only patients in need of
further intervention where only nonhealthy patientsat any given
time were taken into account (by treating healthy quitters as
censored events). The mean duration of intervention usage by
all patientswas 107 days (95% Cl 90-125 days); for patientsin

http://www.jmir.org/2010/5/e63/

need of further intervention the mean duration was 150 days
(95% CI 131-170 days).

The patients submitted a total of 431 questionnaires online of
which 198 (46%) were complete. The average number of
complete questionnaires per patient was 9.9 (SD 3.35, range
3-14). The remaining 229 submitted questionnaires were only
partially completed and were treated as unsuccessful
submissions. The patients were required to fill in the missing
answers and resubmit the questionnaires.
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Figure 3. Kaplan-Meier survival analysis for use of intervention (dotted vertical line denotes Time 1 at beginning of the 24th week)
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Of the 21 patients in the intervention group, 6 (29%) required
guided registration over the phone by the care manager. Care

Table 5. Care manager tasks

managers submitted 46 task-resolution reports related to 16 of
the 21 patients (76%) (see Table 5).

Reason Number of Tasks % of Tasks Patients Involved, n (%)
(n=21)3

Questionnaire overdue: phone patient 15 33% 9 (43%)

Reported side effects of medication: phone patient 6 13% 2 (10%)

Reported suicidality: phone patient 3 7% 2 (10%)

Confirm change of therapy: contact physician 2 4% 2 (10%)

Missing symptoms improvement: phone patient 5 11% 5 (24%)

Due date of control visit: phone patient 9 20% 6 (29%)

Exit/dropout: phone patient 6 13% 3 (14%)

Total 46 100% 162 (76%)°

@The number of total patientsinvolved in task resolution (16) is less than the number of patients in the intervention group (21) as for some patients no

tasks were assigned to the care manager.

b As some patients required that care managers undertake tasks for more than one reason, the sum of total patients involved is less than the sum of

involved patients by reasons.

In addition, care managers reported that 33 assigned tasks were
not resolved because the patient did not answer the phone or
reply to an email. Of these, 88% (29/33) were requested for
patients who dropped out. The average number of tasks
performed was 2.2 per patient and 2.9 per patient actually

http://www.jmir.org/2010/5/e63/
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requiring that the case manager undertake atask. In addition, 1
of the 7 physicians involved in the pilot reported patient visits
in the ICT system, and none of the 7 physicians performed the
e-learning test.
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Patient Feedback

No significant differences were detected between the control
group and the intervention group in perception of care quality
or accessibility to care and information. Qualitative feedback

Meglicet d

regarding the intervention provided by patients from the
intervention group is shown in Tables 6. Of the 21 patients, 17
(81%) gave positive feedback whereas 7 (33%) gave negative
feedback.

Table 6. Positive feedback provided by patients in the intervention group: categories and examples

Category of Intervention Benefit

Number of Replies (n=17) Example

Increased control of their disease and improved overview 6 (35%)

Provided an incentive 3 (18%)
Useful information, increased knowledge 2 (12%)
Available and responsive 2 (12%)
Treatment barrier reduction 2 (12%)
Overall usefulness 2 (12%)

| could monitor my progression.
It was reminding me of regular antidepressant intake.
Improved knowledge of depression and how to fight it.

Quick coordination, quick advice, quick transfer of infor-
mation.

Much easier to communicate over the internet than live.

| liked everything.

Table 7. Negative feedback provided by patients in the intervention group: categories and examples

Example

Category of Intervention Drawback ~ Number of Replies (n=7)
Annoying 2 (29%)
Repetitive 2 (29%)
Computer literacy required 2 (29%)
Lack of content 1(13%)

Annoying text messages
Same questionnaire repeating all the time
Some computer literacy is needed; digital certificate installation difficulty

Empty forum, empty question and answer

User Experience With the ICT System

Some areas for improvement were identified during the pilot.
The following 4 required increased resource utilization and
called for a future modification of work processes: (1) Digital
certificates (electronic documents required by the ICT system
from each user for authentication) required time and were
somewhat difficult for both patients and care managers to
manage. Further simplifications of certificate handling are
necessary and human resources are required to help patients
register. In the future, we anticipate that digital certificate
“literacy” among userswill reduce theimportance of thisissue.
(2) A significant proportion of the care manager workload was
due to dropouts not responding to calls and emails. More
efficient strategiesfor interaction with these patients are needed.
(3) Physician usage of the ICT system was poor, requiring
specific motivational strategies (ie, a reimbursement scheme).
(4) Frequently asked questions were available but not used, as
the protocol that required the care manager to post these was
not strictly enforced.

An additional 4 areas were identified that require changes in
the ICT system functionality: (1) The feedback provided when
apatient does not compl ete aquestionnaire needsto beimproved
(ie, that directs users to missing answers). (2) Automated text
messages were seen as a disturbance for aminority of patients
who experienced fast clinical improvement and wished to finish
the intervention early. The solution is for the care manager to
have the ability to deactivate these messages for individual
patients. (3) The knowledge base of the ICT system needs to
be upgraded to increase the pool of available interpretations
when questionnaires are submitted. The reason for this is to
reduce repetitive answers that are possibly perceived as

http://www.jmir.org/2010/5/e63/

impersonal by patients. (4) Because the forum was poorly used
and theclinical value of forumsisunclear [33,34], consideration
should be given to discontinuing of this function.

Discussion

The main findings were that (1) user feedback confirmed the
ICT system’salignment with theinitial objectives (active patient
engagement and improved care management) and (2) theresults
of the pilot indicate the intervention's likely influence on
improvement of medication adherence and the outcome
measures, namely the reduction of depression severity and
patients becoming “healthy.”

Overall usability was good, with some feature enhancements
necessary to further improve it. Patient feedback about the
benefits of the ICT system wasin line with the intervention goal
and itsdesign. Theintervention seemed to support collaborative
care [16,35] and active engagement [36] if usability issues are
addressed properly in future [37].

We noticed that medication adherence for treatment as usual
was low (33%) and comparable to values reported previously
(21%) [38]. The intervention group had a significantly higher
adherence rate (83%), likely due to the intervention.

The effect size of improvementsin scores on the BDI-II in the
intervention group compared with the control group wasin line
with the results of the study by Robertson et a [19] (in both
cases Cohen's d = 1). This seems to indicate an effect of the
intervention on treatment success and is further supported by
improved outcome measures for intervention group. No
significant changes in treatment quality perception were
observed.
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Limitations

Even though we employed tests that gave the highest statistical
power for a given variable type (parametric where applicable,
nonparametric otherwise), small sample sizesin most analyses
and the additionally high dropout ratio for intention-to-treat
analyses resulted in wide confidence intervals. The fixed
alocation sequence with even-odd randomization and no
blinding [25] likely contributed to bias, and other contributing
factors such as depression severity and comorbiditieswere also
not taken into account. We suggest larger sample sizesand more
robust methodology (with improved dropout prevention, full

Meglicet d

Conclusions

This pilot study has shown that the intervention—a novel
eHealth service offering collaborative care management and
active patient engagement—was well received by potential
users, seeming to indicate increased patient engagement and
feelings of control over treatment progress. The pilot also seems
to indicate a likely positive effect of this type of intervention
on medication adherence and outcome measures in depression
treatment, possibly further improving outcome in addition to
interventions offering online cognitive behaviora therapy
[39-41].

randomization, and use of advanced imputation techniques) for
further research of the topic.
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Abstract

Background: Children of parents with mental illness (COPMI) are at greater risk of developing menta disorders themselves.
Sinceimpaired parenting skills appear to beacrucia factor, we devel oped afacilitated 8-session preventative group course called
KopOpOuders (Chin Up, Parents) delivered viathe Internet to Dutch parents with psychiatric problems. The goal wasto promote
children’s well-being by strengthening children’s protective factors via their parents. To reach parents at an early stage of their
parenting difficulties, the course is easily accessible online. The course is delivered in a secure chat room, and participation is
anonymous.

Objective: This paper reports on (1) the design and method of this online group course and (2) the results of a pilot study that
assessed parenting skills, parental sense of competence, child well-being, and course satisfaction.

Method: The pilot study had a pre/post design. Parenting skills were assessed using Laxness and Overreactivity subscales of
the Parenting Scale (PS). Sense of parenting competence was measured with the Ouderlijke Opvattingen over Opvoeding (OOO)
guestionnaire, a Dutch scale assessing parental perceptions of parenting using the Feelings of Incompetence and Feelings of
Competence subscales. Child well-being was assessed with the total problem score, Emotional Problems, and Hyperactivity
subscales of the Strengths and Difficulties Questionnaire (SDQ). Paired samplest tests were performed, and Cohen’s d was used
to determine effect sizes. Intention-to-treat analyses and analyses of completers only were both performed. Course satisfaction
was eval uated using custom-designed questionnaires.

Results: The sample comprised 48 parents with mental illness. The response rate was 100% (48/48) at pretest and 58% (28/48)
at posttest. Significant improvements were found on PS Laxness and Overreactivity subscales (P < .01) and on the OOO Feelings
of Incompetence and Competence subscales (P < .01) in analysis of completers only as well as by intention-to-treat analysis.
Effects were moderate on the PS (d = .52 and d = .48) and were large and moderate on the OOO (d = 0.61 and d = 0.46). At
pretest, 75% and 64% of PS scores were in the clinical range, which declined to 43% and 39% at posttest. No significant changes
were found for child well-being. Scoresfor approximately two thirds of children were not in the clinical range at both pretest and
posttest. The mean course satisfaction scorewas 7.8 on a 10-point scale. Of all participants, 20% (10/48) followed all the sessions.

Conclusion: This online group course on parenting skills is innovative in the field of e-support and among interventions for
mentally ill parents. The pilot results are promising, showing moderate to large effects for parenting skills and parental sense of
competence. Test scores at baseline indicating parenting problemswerelargely in theclinical range, and baseline scoresindicating
problems among the children were in the nonclinical range, suggesting that parents were reached at an early stage. Course
satisfaction was high. Future research should focus on cost effectiveness and course adherence.

(J Med Internet Res 2010;12(5):€50) doi:10.2196/jmir.1394
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Introduction

Parenting is a complex socia skill, and it can be heavily
undermined by mental illness [1]. Parental mental illnessis a
widespread phenomenon. Onein four to five adults experience
mental health problems at some stage of their lives [2,3], and
a considerable proportion of them are bringing up children at
thetime. Every year in the Netherlands, 864,000 parents suffer
psychopathol ogy according to Diagnostic and Statistical Manual
of Mental Disorders (DSM) criteria, and together they have 1.6
million children under 22 yearsof age[4,5]. Children of parents
with mental illness are themselves at risk of developing mental
disorders such as depression, anxiety, and alcohol or drug
dependence [5]. They are more likely than other children to
have poorer communication skills and relationship or intimacy
problems [6-11]. The risks are substantial: children who have
aparent with psychiatric problems are 1.5 times more likely to
develop a mental disorder at some point in their lives than
children without such parents (50% versus 30%), and as many
as 66% develop disorders if both parents are mentally ill [4,5].
Degpite this risk, a considerable number of children do not
develop disorders, indicating that parental psychopathology
alone does not explain the problem. The precise mechanisms
through which children devel op mental health problemsare till
unknown, but a combination of genetic, biological, social, and
psychological risk and protective factors is generally assumed
to be the cause [12].

Risk Factors

The presence of risk factorsin children of parents with mental
illness is associated with an increased probability of onset of
major health problems as well as greater severity or longer
duration of these problems [13]. Knowledge of risk factorsis
crucia to illness prevention programs, as some factors can be
aleviated or eliminated. Well-known risk factors that cannot
beinfluenced directly by preventiveintervention arethe child’s
age at the onset of a parental disorder [13], genetic factors
[14,15], and the severity and duration of parental illness[16].
Yet the medical literature has also drawn attention to several
types of risk factors that can be mitigated by preventive
intervention. These are described below.

Dysfunctional Parent-Child Interaction

Parentswith mental illnessinteract differently with their children
than other parents. The parenting styles of motherswith unipolar
depression, for instance, may be characterized by aflatter affect
and less physical contact, lower levels of expressed approval
or spontaneity, and more frequent anger [9,17,18]. Anxious
parents exhibit high levels of control, disapproval, and
overprotection towards  their children [14,19].
Alcohol-dependent parents often show neglect and unpredictable
behaviors[6,20]. A further danger istheincreased risk of child
abuse by parents with mental illness [20,21]. Parents may put
age-inappropriate responsibilities on children, resulting in
“parentification” of the child [22-24]. In addition to behaviors
and symptoms stemming from their mental illness, parentsalso
experience feelings of shame and fears of losing custody of their
children; these may aso negatively affect parent-child
interaction and may inhibit parents from seeking help [25,26].
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Conflicts Between Parents

In addition to the parents’ individual problems, there may be
problem-related conflicts between parents, for instance conflicts
about an alcohoalic parent’sdrinking. Parental stressand conflicts
show associations with undue pressure and disapproval exerted
on children[27]. Conflicts and stress can have anegative impact
on the children [11].

Partnersand Lone Parents

A mental disorder in one parent can put growing pressure on
the well partner. If the partner can meet the challenge, the
consequencesfor thefamily and the children may remain limited
[28]. Growing up in a single-parent family is in itself a
considerable risk factor to children for developing mental
disorders, and the combination with parental mental health
problems adds extraweight [29].

Protective Factors

From the point of view of mental illness prevention, protective
factorsare at least asimportant asrisk factors. Protective factors
are conditions that improve an individual’'s resistance to risk
factorsand illness; they have been defined as*those factorsthat
modify, ameliorate, or ater a person’s response to some
environmental hazard that predisposes to a maladaptive
outcome” [13]. Although the evidence base on protective factors
istill limited [6], the following factors have been identified in
the literature:

« |If aparent and child have a good relationship despite the
parental disorder, the child's prognosis is significantly
improved [23,24].

«  Strong support of the child by the unaffected parent may
compensate for adeficit in support from the affected parent.
In broader terms, agood relationship with at |east one parent
is a strong protective factor: a child can then cope with
considerable difficulties without necessarily developing
psychopathol ogy. Social support from the unaffected parent,
asibling, or asupport network or trusted person outside the
family can help protect the child. Emotional and practical
support are both important [23,30-32].

+ Redligtic self-appraisal on the child's part is crucia
[30,33,34].

« A clear understanding of the parent’s problems can be very
helpful [4,23].

Parenting Support Programs

According to a study by Goodman and Brumley [35] that
compared depressed (n = 25), schizophrenic (n =53), and well
mothers (n = 23), parenting style is a decisive factor for
children’soutcomes. The study showed that effects of amother’s
illness on a child are mediated mainly through the quality of
parenting as she practices it. Affectional involvement and
parental responsiveness are particularly important for a child’'s
social functioning.

Parenting style can beimproved by parenting support programs.
Many studies have shown that preventive parenting support has
positive effects on parents skills and sense of parental
competence as well as on child well-being [36-41]. A
well-known parenting programisthe Triple P Positive Parenting
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Program. Level 4 of this program is indicated if the child has
multiple behavior problems in a variety of settings and there
areclear deficitsin parenting skills. A meta-analysis examining
the effects of level 4 of Triple P showed a moderate effect on
the Parenting Scale (overall effect size d = 0.51) and a large
effect on the Parenting Sense of Competence Scale (overall
effect size d = 0.67). These are validated scales measuring
dysfunctional discipline styles and parents view of their
competence as parents. [40]. In addition, moderate positive
effects were found on the Behavior Problem scale as measured
by the Eyberg Child Behavior Inventory (overall effect size d
=0.42) [41].

Parenting Support Programsfor ParentsWith Mental
IlIness

Evidence-based parenting programs for parents with mental
disorders are less common [12,42]. Also, the parental role
remains an underexposed issue in the field of mental health
treatment [43] even though it constitutes a fundamental part of
aparent’sidentity. There are indications that parents' recovery
from mental ilIness can be facilitated by astrengthening of their
parental role [44].

According toareview by Fraser and colleagues[12], one of the
few well studied, effective programs for parents with mental
iliness is the Preventive Family Intervention (FPI) from the
United States [45], an intensive program that includes home
visits to parents with mood disorders and their families. It is
designed to improve communication about the disorder and its
consequences for the children as well as to strengthen the
children’s resilience. A study [45] of 36 families that had a
nondepressed child between the ages of 8 and 15 and a parent
who had experienced affective disorder were randomly assigned
to either the FPI intervention or a lecture discussion group.
Children in the FPI group reported significantly greater
understanding of parental affective disorder. Furthermore,
children and parents had significantly better adaptive functioning
in terms of changes in illness-related behaviors and attitudes
(eg, increased communication with and understanding of the
children). This intervention has also been implemented in the
Netherlands.

Less intensive parenting support programs that are easily
accessible and can reach parents at an early stage of parenting
problems and children’s problems are not yet available for
parents with mental illness. The preventative intervention
KopOpOuders (Chin Up, Parents), an online group course, is
intended to fill this gap. The advantages of an online group
intervention for this target group are that it is anonymous
(important because participants may feel shame or may fear
losing custody of their children), requires no traveling time or
babysitter, and enables contact with other parents in similar
situations. KopOpOuders may also reach parents who are not
in touch with mental health services.
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The KopOpOuders intervention is an innovative intervention
in several ways. Online group courses are gtill rarein the entire
field of e-support. Only two online studies have been reported
worldwide [46,47]. These have involved chat room courses for
adolescents with internalizing problems, and they have been
associated with favorabl e effects using a pretest-posttest design.
In one of the few studies of online parenting support, Taylor
and colleagues [48] reported that a computer-based course
combined with home visits and telephone coaching was
associated with positive outcomes. Of atotal of 128 goals set
by 90 participants, 100% progress was made on 68 goals.
Adherenceto the program, which has been flagged asapotentia
disadvantage of e-interventions[46,47,49], was acceptable, with
two thirds of participants completing al program elements.
Finally, in the field of interventions for mentally ill parents,
KopOpOuders is innovative because it is based on systematic
evidence of risk and protective factors and parenting support
theories.

Objective

This paper describes the design and method of the online group
course KopOpOQuders and reports on the results of apilot study
that assessed parenting skills, parental sense of competence,
child well-being, and course satisfaction.

Methods

The Parenting Support Course KopOpQOuders.nl

The purpose of the KopOpOudersintervention for parentswith
mental illness is to enhance their children’s psychosocial
well-being and to protect the children from devel oping mental
health problems by improving their parents skills. We based
KopOpOuders on recognized theories relevant to parenting
support—social  learning theory [50], the theory of
developmental psychopathology [51], and the contextual theory
[52]—and we linked course components to the identified risk
and protective factors. Thisis consistent with Fraser's[12] call
to develop theory-based interventions for this target group. As
our central focus was on the risk and protective factors for
children that can be influenced by giving parenting support to
their parents, we chose the following focal points for the
preventative intervention [4,22-24,34]:

« strengthening parent-child interaction

«  supporting the unaffected parent

« ensuring asupport network or trusted person for each child
« reinforcing children’s coping and social skills

- explaining the parental mental illnessto the children.

Textbox 1 shows how we operationally defined these focal
points.
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Textbox 1. Objectives of the online KopOpOuders course and their operational definitions

(1) Good parent-child interaction

«  Parent feelsless guilt and shame about the mental illness and about the consegquences for the home situation.

o Parent knows what effects their own mental illness could have on the children.

«  Parent knows which protective factors exist for the child and is able to strengthen these.

«  Parent can articulate their own limitations and needs with respect to their parental role and can discuss these with a partner or trusted person.

«  Parent learns general parenting skills (eg, setting limits, dealing with conflicts), puts these into practice, and has arealistic idea of “good-enough

parenting.”

(2) Support from the well parent

o Well parent feels less guilt and shame about the problems in the family.
o Well parent knows how to keep functioning well and cope with the situation.
o Well parent knows partner’s limitations and needs with respect to the parental role and can discuss these with the partner.

o  Well parent is able to support the partner in actively improving the partner’s parental role.

(3) Support network or trusted person

o  Parent knows his or her own support network and enlists its help when needed.

o Parent allows children to seek support from others.

«  Parent has“emergency plan” in case of relapse.

o Parentisfamiliar with services available to self, partner, and children and knows how to seek help there if needed.

(4) Children’s coping skills and social competence

«  Parent knows the children’s age-specific development tasks and gives them sufficient room to perform them.

o Parent allows children to seek support from others.

«  Parent informs children in age-appropriate ways about the mental illness and absolves them of responsibility.

«  Parent gives children room to express their feelings.

o Parentisfamiliar with available services for children and knows how to seek help from them if necessary.

(5) Children’s under standing of themselves and of the parental problems
«  Parent informs children in age-appropriate ways about the mental illness and absolves them of responsibility.

The KopOpOuders courseis based on three mutually supportive
principles. Firgt, it facilitates the parents’ learning potential by
highlighting and addressing their shame and guilt about their
illness. Second, it teaches some general principles of parenting
aswell as more specific skills needed in the unique situation in
which the parents and children find themselves. Third, the
participants practice and consolidate this knowledge. Chat
sessions, videos, and home exercises are provided to support
participants as they put into practice parenting skills such as
talking to children about psychological or addiction problems,
listening to children, and setting limits. Consolidating the
knowledgeisfacilitated by having participantsrecord what they
learn in a“plan of action” and fill in a“parenting atmosphere
meter” every day.

Theonline course consisted of eight 90-minute weekly sessions
in a secured chat room facilitated by one or two trained health
promoation workersfrom four Dutch mental health organizations.
(If the facilitator was highly experienced, one was sufficient.)
Each course group had a maximum of six participants with
mental illness. Between sessions, parents did homework and
practiced parenting skills in structured home exercises.

http://www.jmir.org/2010/5/e50/

Participants were encouraged to invite their partnersto read the
session transcripts on the screen and to help carry out the
homework exercises. The course focal points listed in Textbox
1 were addressed systematically in the eight sessions. Session
topics were as follows: (1) getting acquainted and discussing
the family dituations; (2) “good-enough parenting”; (3)
communicating with your child; (4) child development and
“parentification”; (5) giving attention to your child; (6) setting
limits and dealing with conflicts; (7) social network and
emergency plan; (8) preserving your gains and farewell.

The chat room in which the course was delivered was part of
the public website www.kopopouders.nl, which provided written
information and videos about mental illness and parenting, a
user forum, and an email service through which users could get
individual support from a health promotion professional. The
secured chat room screen had two parts: the left part was for
chatting, and in the right part, the facilitator could post short
videos to enhance recognition or other information such asthe
session agenda or an outline or diagram. The chat room screen
included emoticons that participants could use to add afeeling
to amessage. To sign up for the course, participants completed

JMed Internet Res 2010 | vol. 12 | iss. 5 [€50 | p.107
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

online questionnaires. When accepted, participants received a
log-in code. Registration was anonymous, but participantswere
asked to supply a mobile phone number to which an automatic
text reminder could be sent half an hour before each weekly

session.

Sample

From March 3, 2008, through May 13, 2009, 94 parents with
mental illness, 88% of them femae, enrolled in the
KopOpOuders program. The parent's average age was 37 years
with arange of 25 to 52 years (SD 6.8), and their children’s
average age was 7.7 years, with a range of 1 to 21 years (SD
4.8). Accepted for the intervention were 85 parents with mental
iliness; 6 others did not respond further after completing the
initial questionnaires, and 3 were excluded because of the
longtime placement of the child out of the home, there were no
parental psychological problems, or the children were over 21
years of age. Of those parents accepted, 26 withdrew before the
course started citing reasons that included an unstable home
situation (divorce, relocation, starting arehabilitation, training,
or reintegration program), postponement of participation, or no
reason. Ultimately, 59 parents with mental illness began the
intervention, 48 of whom gave informed consent to take part
in the pilot study. The reasonsthat 11 parents failed to provide
consent are unknown, but these parentswere all female, 8 (73%)
lived in single-parent families, 11 (73%) had intermediate or
lower vocational education, and most reported that they
experienced a mood disorder or a borderline personality
disorder.

In the informed consent group (n = 48), 41 (85%) participants
were female with a mean age of 37 years (SD 6.8); the mean
age of their children was 6.7 years (SD 5.3). The following
mental health problems were reported: depression or bipolar
disorder (41%), personality disorder (38%), post-traumatic stress
disorder (19%), attention-deficit/hyperactivity disorder (8%),
anxiety disorders (6%), psychosis (6%), eating disorders (4%),
alcohol addiction (4%), and autism (2%). Comorbidity was
reported by 33% (16/48). Of the 48 participants, 28 (58%) lived
intwo-parent families or stepfamilies, 40 (83%) had one or two
children, 27 (56%) were married, 43 (90%) were of Dutch
ethnicity (the others were Belgian, Turkish, and Danish), 20
(42%) had intermediate and 13 (27%) higher vocational
education, 25 (52%) had jobs or attended reintegration programs,
and 45 (93%) had received professional psychological help from
amental health service. The partners of the mentally ill parents
were not involved in the study.

Recruitment and Screening

Parents with mental health problems were recruited via the
website, www.kopopouders.nl, or through recruitment materials
distributed by four implementing mental health agencies, both
internally, and to other mental health servicesin their regions.
These included general practitioners, social services, and
homecare services in four rura and urban regions in the
Netherlands. Parents applied for the course via the website by
compl eting questionnaires about their childrearing situation and
the nature of the problems. Parents accepted for the course were
also asked for their consent to take part in the study. Exclusion
criteriafor course acceptance were long-term placement of the
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children out of the home, severe personality or behavioral
problems of children, the presence of acute crisis situations,
and insufficient proficiency in Dutch.

Measures and Design

At the start of the course (at pretest), parents completed
guestionnaires on parenting practices, child behavior, and
sociodemographic background. The course comprised eight
1.5-hour sessions. At the end of the eighth session (posttest),
participants completed questionnaires on course satisfaction,
parenting practices, and child behavior.

Parenting Skills

To assess parenting practices, we used 12 questions from the
Laxness and Overreactivity subscales of the Dutch version of
the Parenting Scale (PS) [53-55]. These scales measure the
parenting style during the last two months on a 7-point scale.
Subscale L axness measures the degree in which parents apply
a permissive parenting style. An example of the questions in
the subscale Laxness is: “When | say my child can't do
something...l let my child do it anyway.” The response choices
range from O, “never or rarely” to 7, “I stick to what | said”
The subscale Overreactivity measures the degree of authoritarian
parenting style and a parent's appropriate reaction to child
behavior. An exampleis: “When my child misbehaves, | spank,
dlap, grab, or hit my child.” The response choices range from
0, “never or rarely” to 7, “most of the time” Both subscales
consist of 6 items. The corresponding scores sum up to a total
subscale score with arange of 6 to 42. A low score means use
of effective parenting skills, and a high score indicates a
dysfunctional parenting style. Both subscales, Laxness and
Overreactivity, tested as reliable with Cronbach al pha (Laxness
.79; Overreactivity .88). Theorigina Parenting Scalein English
included an additional subscale, Verbosity, intended to measure
the degree of verbalization of parenting reactions. The internal
consistency of this subscal e has been found to be unsatisfactory
[56-59]. Therefore, this subscale was not included in the study.
Without including a score for the subscale Verbosity, the total
problem score in the short Dutch PS is not reliable [54,55].
Therefore, the total scorewas not included in the analyses. The
parenting scale has cutoff scores that can be used for aclinical
assessment of dysfunctional parenting. For Laxness, theclinical
cutoff scoreis 2.8 and higher, and for Overreactivity the cutoff
score is 3.0 and higher [54,55]. The percentage of parents with
scores within the clinical range of the questionnaireis reported
in the “Results” section.

Parental Competence

Sense of parental competence was measured with aDutch scale
assessing parental perceptions of parenting: the Ouderlijke
Opvattingen over Opvoeding questionnaire (OOO0). The OO0
has 11 questionsthat can be divided into two subscales: Feelings
of Incompetence (6 items) and Feelings of Competence (5
items). Answers are rated on a 6-point scale with categories
ranging from 1, “compl etely disagree” to 6, “completely agree”
The 6-item Incompetence scale of the OOQ is a subscale taken
from the Nijmegen Parenting Stress Index, short version [60].
The scores for this subscale range from 6 to 36; the higher the
score, the more incompetent a parent feels. An example is:
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“Parenting my child is more difficult than | thought it would
be” The 5-item Competence scale of the OOO is taken from
the Parenting Self-Agency Measure [61]. The scoresrangefrom
6 to 30; the higher the score, the more competent a parent feels.
An example is: “I feel confident in my role as parent.” Both
OO0 subscales were reliable (Incompetence, alpha = .79;
Competence, alpha = .74). There are no clinical cutoff scores
available for this questionnaire.

Child Behavior

The officia Dutch 25-item Strengths and Difficulties
Questionnaire (SDQ) [62-65] was used to assess child behavior.
It has 5 subscales and atotal of 25 items each of which can be
rated O, “not rue,” 1, “partly true,” or 3, “true.” Subscales are
Emotional Problems Scale, Behavior Problems, Hyperactivity,
Peer Problems, and aPro Socia Behavior scale. Range of scores
per subscaleare 0to 10, and the range of thetotal problem score
is0to 40 (Pro Social scaleisnot included inthe Total Problem
score.) A higher scoreindicates more problem behaviors except
for subscale Pro Social Behavior where a higher score means
less problem behavior. Thefirst subscal e measuresthe emotiona
problems of the child. An example item from this subscale s,
“My child often complains of headaches, stomach aches.” The
clinical cutoff scoreis 5, meaning that scores above 5 indicate
clinical problems, in this case abnormal emotiona problems,
which may be an indication for professional intervention. The
second subscale measures the conduct problems of the child.
An exampleitem of thissubscaleis, “My child often has temper
tantrumsor hot tempers.” Theclinical cutoff scorefor thisscale
is 4. The third subscale measures hyperactivity. An example
item of thissubscaleis, “My child isrestless, overactive, cannot
stay still for long.” The clinical cutoff score for thisscaleis 7.
Thefourth subscale measures peer problems. An exampleitem
of thissubscaleis, “My child has at least one good friend.” The
clinical cutoff scoreis7. Thefinal subscale measures pro social
behavior. An example item of this subscale is, “My child is
considerate of other people'sfeelings.” Theclinical cutoff score
is 4, and in the case of this subscale, scores of 4 and below
indicate that there are abnormal social behavior problems that
may be an indication for professional intervention. Finaly, the
total problem score has a clinical cutoff score of 14, meaning
that scores above 14 indicate abnormal emotional and behavior
problems [66]. Two of the subscales, Emotional Problems and
Hyperactivity, and the total problem score were reliable in the
present study. Cronbach alphas for these scales were .86, .72,
and .79, respectively. Cronbach aphas for the subscales
Behavioral Problems, Peer Problems, and Pro Social Behavior
were .33, .43, and .55, respectively, were considered not reliabl e,
and were omitted from further analysis. The SDQ has Dutch
clinical cutoff scores presented above, and the percentage of
scoreswithin the clinical range of the questionnaire are reported
in the “Results” section.

Family Background

A sociodemographic questionnaire gathered background data
on the participants, such as family features, socioeconomic
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status, work status, number of children, problems within the
family, and the motives for taking the course. An exampleitem
was, “What describes your family best?’ The choiceswere: (1)
regular family, that is, both parents are biological or adoptive
parents; (2) stepfamily, that is, two parents one of whom is a
stepparent; (3) single-parent family; (4) other.

Course Satisfaction

Participants' overall satisfaction with the intervention was
measured at posttest on a 10-point scale using acustom-designed
eva uation questionnairein which 10 represented highly satisfied
and 1 represented highly dissatisfied. Satisfaction was aso
evaluated through questions on course techniques, organization,
and content. Exampleitemswere, “ Did you encounter technical
problems using the chat room?’ “How satisfied are you with
the content of session 1, session 2, and soon.” Itemswere rated
from 1 to 10.

Statistical Analyses

KopOpOudersisan innovative e-parenting support intervention
designed for a specific group of parents. Though negative results
were not expected, two-sided paired samples t tests were
conducted for conservative reasons. These results from a
completer analysisof completers(ie, participantswho completed
the course) are reported in Table 1. We also conducted analyses
based on theintention-to-treat-principle, using the conservative
“last observation carried forward” method in which missing
values at posttest were replaced by the value at pretest, in
addition to an analysis using regression imputation where all
missing values were imputed. The later was implemented in
Stata version 9.4 [67]. Effect sizes were calculated as Cohen's
d that is, mean at pretest minus mean at follow-up divided by
the standard deviation (SD) at pretest. Values of d lessthan 0.32
were interpreted as small effect sizes, values from 0.33 to 0.55
as moderate, and values from 0.56 to 1.20 as large [68,69].
Using the SD at pretest to divide the calculated difference
between the pre and post mean score is more conservative than
using the mean pre/post SD. Descriptive statistics were used to
determine how satisfied participants were with the content and
design of the course. Responses to open questions on the
evaluation forms were coded as quantitative data.

Results

Response Rate

The sample comprised 48 parents with menta illness who
consented to study participation and took part in one or more
course sessions. Response rate at pretest was 100% (48/48) and
at posttest 58% (28/48). A logistic regression analyses with
dropout at posttest as the dependent variable was executed.
Participants who completed the course did not significantly
differ from participants who dropped out of the study on any
of the measured variables.
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Table 1. Short-term intervention effects on parenting skills, sense of parenting competence as measured by Ouderlijke Opvattingen over Opvoeding
(parental beliefs about parenting-questionnaire) and child well-being as measured by the Strengths and Difficulties Questionnaire (n = 28)

At Pretest At Posttest t test
Test and Subscale Mean SD Scoresin the Mean SD Scoresinthe 't P Value d
Clinical Range Clinical Range
% %
Parenting skills
Laxness 341 1.08 5% 2.85 0.79 43% 2.902 .007 0.52
Overreactivity 371 156 64% 297 112 39% 4022 000 0.48
000
Feelings of incompetence  26.32 5.62 22.88 5.01 3132 .004 0.61
Feelings of competence 1857 4.66 20.70 3.69 2.812b .009 0.46
SDQ
Emotional problems 4.36 3.08 36% 3.75 261 32% 157 13
Hyperactivity 5.75 2.50 39% 5.01 297 25% 197 .06
Total problems 1511 6.20 36% 13.67 6.91 36% 1.88 .07

%P < .01

b The negative result is consistent with prediction and represents a positive change since parents feel more competent.

Effects on Parenting Behavior

Table 1 summarizesthe results of the completers-only analyses.
The parents laxness and overreactivity ratings decreased
significantly in the course of theintervention; effect sizeswere
moderate (d = 0.52 and d = 0.48). The Dutch Parenting Scale
definesclinical cutoff scores; the percentages of parents scoring
inthe clinical range declined from 75% to 43% for laxness and
from 64% to 39% for overreactivity. Feelings of parenting
incompetence also diminished significantly from pretest to
posttest, reflecting a large effect (d = 0.61). Feelings of
competence grew and showed amoderate effect size (d = 0.46).
The negative t test value is consistent with predictions of
increased competence of parents. No clinical range has been
defined for the OOO scale. Both intention-to-treat analyses
(with missing valuesimputed according to the“last observation

carried forward” and “regression imputation” methods)
confirmed the outcomes of the reported

completers-only-analyses.

Effectson Child Behavior

Results of the completers-only analyses are presented in Table
1. Parental reports indicated some trends in effects on their
children’s behavior. Hyperactivity and total problems declined
but not significantly (P < .10); effect sizeswere small (d=0.30
and d = 0.23). No significant effects were found for emotional
problems. The results from the intention-to-treat analyses were
consistent. Slightly over one-third of children had scored in the
clinical range on each SDQ subscale at pretest, and thisremained
unchanged at posttest except for a nonsignificant decrease on
the hyperactivity subscale.

Cour se Satisfaction

The course satisfaction questionnaire was completed by 27
parents at the end of the intervention. Their overall mean

http://www.jmir.org/2010/5/e50/

satisfaction rate was 7.8 on a 10-point scale. The highest-rated
course topic was “giving better attention to your child” (mean
score 8.0). Most parents indicated that the intervention had met
their expectationswell. The best-met expectation was“learning
to deal better with feelings of shame, guilt, and incompetence,”
which was cited by 100% (14/14), followed by “finding
sympathy and recognition by sharing experiences,” cited by
73% (11/15) of parents. Satisfaction with the course facilitators
was high: 78% (21/27) of parents found facilitators involved
and supportive. A large mgjority of parents, 74% (20/27),
considered the online intervention a better way to receive
professiona help than aface-to-faceintervention. Most parents,
70% (19/27), responded that they would definitely recommend
theintervention to other parents. Satisfaction was a so expressed
with the anonymity of the course, the opportunity to participate
without leaving home, and the fact that no child care was
needed. Most parents, 78% (21/27), were satisfied with the
duration of the sessions, and 89% (24/27) with the interval
between them; 52% (14/27), were satisfied with the number of
sessions, but 44% (12/27) would have preferred more ons.
The course homework, including the practicing of parenting
skills, was deemed fairly relevant to relevant by 100% (27/27)
of the parents. Points for improvement were also suggested,
with 41% (11/27) desiring more personal email contact with
facilitators and a few participants wanting telephone or
face-to-face contact. Some 30% (8/27) of parents expressed
dissatisfaction with the number of dropouts from the course;
others valued the greater personal attention in the smaller
stay-behind groups.

Course Adherence

Of the 59 parents who began the course, 42% (25/59) took part
in fewer than four sessions, and 57% (34/59) in four sessions
or more; 37% (22/59) attended seven or eight sessions, and 20%
(12/59) all eight sessions. The reasons reported for dropping
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out during the course were varied, but often involved unstable
home situations (eg, relational problemsand divorce, rel ocation,
or starting a reintegration program). As reported above,
completers did not significantly differ from participants who
dropped out of the study on any of the measured variables,
indicating that loss-to-follow up was random.

Discussion

Principal Results

At the onset of the study, many parents scored in the clinical
range on parenting skills, indicating that they were facing serious
childrearing problems. At the conclusion of the course, alarge
proportion of parents had moved out of the clinical range; the
percentages of parents in clinica ranges for laxness and
overreactivity at pretest (75% and 64%) had decreased by
posttest to 43% and 39%, respectively.

Parenting skills of laxness and overreactivity (d =0.52 and d =
0.48) decreased, parental sense of competence (d = 0.61)
increased, and feglings of incompetence (d = 0.46) decreased,
indicating that parentswerelesslikely to overreact or underreact
to child behavior, that parents were responding to behavior
appropriately on the basis of its severity, and that parents felt
more empowered in their parenting and thus less likely to
generate insecure attachment styles and poor outcomes for the
children [70]. The effect sizes on parenting skills and sense of
competence were comparable to those seen in studies of level
4 of the parenting program Triple P

In terms of children’'s problems, the pilot results showed a
decline, though not significant, on the SDQ scores. This
contrasts with a significant finding for behavior problemsfrom
the Triple P level 4 program, which showed significant,
moderate effects on the Eyberg Child Behavior Inventory
(overall effect size d = 0.42) [41]. The difference in outcome
may be explained by thefact that children’s problems at baseline
in the Triple P study were in the clinical range, while thosein
our study were largely in the nonclinical range.

The fact that baseline parenting problems were largely in the
clinical range and child problems in the nonclinical range
suggests that parents were reached at an early stage of their
parenting difficulties. The course satisfaction was high, with a
mean score of 7.8 (10-point scal€). The course adherence seemed
to beapoint for improvement and further research; 57% (34/59)
followed half of the sessions or more, and only 20% (12/59) of
the parents followed all the sessions. Finally, 93% (45/48) of
the participants had received professional psychologica help
from a mental health service. This indicates a limited
achievement of the aspiration to reach parents who had not been
in contact with amental health service. It isunknown, however,
when these contacts took place; if this was long before the
course attendance, the potentia benefit of this online
intervention might have been realized.

Limitations

The most significant limitation of the study was the lack of a
comparison group, making it impossible to conclude whether
the significantly improved parenting competence was
attributable to the course or to some other fact. The effect sizes
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from the trial may well have been inflated because they
congtituted the effects of spontaneous recovery and of
nonspecific effects. It is thus likely that effect sizes in a
well-controlled trial would be considerably smaller. A second
limitation of this pilot study was the relatively small size. This
precluded undertaking specific subanalyses, for example, to
predict outcomefrom parent and child factors. A third limitation
was the self-report nature of the quantitative parenting data.
However, in keeping with the digital and anonymous nature of
the intervention, independent observations were not feasible.
Data on child behavior were based on reports of the parents
rather than independent raters, and may have been biased. A
final limitation was the lack of data from the period following
the intervention so that it is not known whether the observed
improvements continued, strengthened, or diminished in the
longer term.

Implications for Future Research Directions

Future research on KopOpOuderswill involve acontrolled trial
for measuring the effects of the intervention, including
longer-term effects, on parenting and on child wellbeing.
Cost-effectiveness analyses will be undertaken. The costs of
the online course in terms of facilitator time are about the same
as costs for face-to-face courses, but these costs are lower
compared with costs of individual or family counselling. The
expected short-term and long-term savings of online parenting
coursesliein lower costs associated with work absenteeism and
eventual treatment or care for parents and children.

Because the sample included a group of parents with mixed
diagnoses, further analysis will examine diagnostic, symptom,
and other variablesthat predict outcome. Future research should
also target the role of the other partner or well partner and
measure well-being. Finally, another areato explore is how the
target group could be better reached.

Course adherence has been found to be associated with the
success of a range of mental health programs [71], yet little
research has been done to analyze adherence to these programs
or the factors that can improve adherence [49]. We monitored
course adherence in the present study, but little other material
on online parenting support is available for comparison. The
study of Taylor and colleagues [48] reported on a
computer-based parenting course combined with five home
visits and telephone coaching. The course adherence was as
follows: 66% (59/89) completed al of the program elements
and 76% (68/89) completed more than half of the program.
These results are more favourable than those of our study in
which 20% (12/59) of the parents followed all the sessions and
57% (34/59) followed half of the sessions or more. The higher
course adherence in the study by Taylor et a may be explained
by different factors. First of al, in the study by Taylor et a, the
participants were not anonymous and the program comprised
probably fewer elements than the KopOpQOuders intervention.
Also, the better mental condition of the parents may be an
explanatory factor. In our study, parents often cited their
unstable home situation, which usually appeared linked to their
mental illness, as a motive for stopping. Similarly, Dutch
experiences with face-to-face courses for mentaly ill parents
indicate that unstable situations at home often prompt
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participants to drop out. Another explanatory factor that may
have led to better course adherence in the study by Taylor et al
is the personal contact with a counselor through home visits
and telephone coaching. This corresponds to our satisfaction
survey in KopOpOuders, which reveal ed adesire by the parents
for more personal contacts with the facilitator via email, which
might have strengthened participants commitment to the course.
Future research should focus on factors that could improve
course adherence and on the impact of adherence on the
outcome.

Implications for Policy and Practice

In view of theincreasing numbers of children now in care[72],
early preventative interventions need to be provided to at-risk
groups in order to keep parenting problems from escalating.
KopOpOuders.nl should fit well into low-threshold illness
prevention programs. If the course is shown effective, itsreach
could be greatly extended by offering more courses and by
intensifying recruitment efforts. One prerequisitefor increasing
delivery capacity is a clear funding structure for COPMI
interventions as is now being developed in the Netherlands.
Recruitment might be improved by advertising on relevant
websites and in other media, as well as by embedding
interventionslike these in the continuum of youth services, thus
enabling an effective referral pathway to the intervention.

The anonymity of the course was valued by the parents. This
anonymity, however, does not fit with the established procedures
of many health insurance companies, which requirethat parents
areidentified. A new funding structure for online services that
preserve anonymity is proposed in the Netherlands. Thefunding
structurefor onlineinterventionsis now brought to the attention
of several stakeholders under the Dutch Ministry of Health. We
think the anonymity may be of great importance. Such

van der Zanden et al

anonymity may lower the barriers to seeking help and might
probably help to lower therisk of child abuse. According to the
Netherlands Mental Health Survey and Incidence Study of 7076
Dutch people [21], therisk of child abuseistwo to three times
higher for children of mentally ill parents asfor other children.
This includes all forms of abuse: physical, psychological, and
sexual abuse, and emotional neglect. Given the clear association
between child abuse and parental mental illness[20,21], and in
view of these parents’ feelings of shame and their fears of losing
custody of their children [25,26], the anonymity of online
parenting support might breaking down barriersto their seeking
help. On the other hand, what actions should course facilitators
takeif they suspect that child abuseis occurring? A protocol is
now being drawn up by the developers of KopOpOuders to
address this important issue; it will be submitted for approval
to the professional sectors involved and to the Netherlands
Health Care Inspectorate.

Conclusions

Our pilot study gives reason for cautious optimism about the
prevention of mental health problems in a large at-risk
group—children of parents with mental illness (COPMI). The
objectives of the online intervention, KopOpOuders, appear to
have been nearly achieved: reaching mentally ill parents at an
early stage of their parenting difficulties and enhancing their
children’s well-being by improving the parents' childrearing
competence.

Future research, with a randomized controlled design, should
examine the short- and long-term effectiveness of this
intervention on parenting, child well-being, and the well-being
of the parents. Future research should aso focus on
cost-effectiveness of the intervention and on course adherence
and the factors that can improve it.
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Abstract

Background: The benefits of self-monitoring on symptom severity, coping, and quality of life have been amply demonstrated.
However, paper and pencil self-monitoring can be cumbersome and subject to biases associated with retrospective recal, while
computer-based monitoring can be inconvenient in that it relies on users being at their computer at scheduled monitoring times.
Asaresult, nonadherence in self-monitoring is common. Mobile phones offer an alternative. Their take-up has reached saturation
point in most devel oped countries and isincreasing in devel oping countries; they are carried on the person, they are usually turned
on, and functionality is continually improving. Currently, however, public conceptions of mobile phones focus on their use as
tools for communication and social identity. Community attitudes toward using mobile phones for mental health monitoring and
self-management are not known.

Objective:  The objective was to explore community attitudes toward the appropriation of mobile phones for mental health
monitoring and management.

Methods: We held community consultationsin Australia consisting of an online survey (n = 525), focus group discussions (n
= 47), and interviews (n = 20).

Results: Respondents used their mobile phones daily and predominantly for communication purposes. Of those who completed
the online survey, the majority (399/525 or 76%) reported that they would be interested in using their mobile phone for mental
health monitoring and self-management if the service were free. Of the 455 participants who owned a mobile phone or PDA,
there were no significant differences between those who expressed interest in the use of mobile phonesfor this purpose and those
who did not by gender (x2;, = 0.98, P = .32, phi =.05), age group (X2, = 1.95, P = .75, phi = .06), employment status (x2,, =
2.74, P = .25, phi =.08) or marital status (x2,, = 4.62, P =.33, phi =.10). However, the presence of current symptoms of depression,

anxiety, or stress affected interest in such a program in that those with symptoms were more interested (le, = 16.67, P <.001,
phi =.19). Reasons given for interest in using a mobile phone program were that it would be convenient, counteract isolation,
and help identify triggersto mood states. Reasons given for lack of interest included not liking to use amobile phone or technol ogy,
concerns that it would be too intrusive or that privacy would be lacking, and not seeing the need. Design features considered to
be key by participants were enhanced privacy and security functionsincluding user name and password, ease of use, the provision
of reminders, and the availability of clear feedback.

Conclusions: Community attitudes toward the appropriation of mobile phones for the monitoring and self-management of
depression, anxiety, and stress appear to be positive aslong as privacy and security provisions are assured, the programisintuitive
and easy to use, and the feedback is clear.
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Introduction

Reducing the burden of mental disease requires a combination
of effective prevention, early intervention, treatment, and
self-management, and a critical aspect of these functionsisfor
individuals to monitor their mental health. Self-monitoring
brings about actual improvements in mood and behavior and
enhances individuals' compliance with treatments [1,2].

Historically, paper diaries have been the primary mode of
monitoring, but patients can find them cumbersome.
Noncompliance is also common, as demonstrated by Stone et
al [3] who compared patients' actual and reported compliance
with diary keeping. By embedding a photosensor into the binder
containing the paper diary formsthat detected light and recorded
when the binder was opened and closed, the researchers
ascertained that actual compliance was 11%, whereas
participant-reported compliance was 90%. In contrast,
compliance with an electronic diary was 94% [3]. However,
computer-based monitoring also hasinherent limitationsin that
it relies on users being at their computer at scheduled times,
which can be inconvenient, and, as aresult, nonadherence after
short periods of timeisalso common with thisdelivery channel.
Retrospective recall of symptoms, mood, or behavior can also
be unreliable [3]. To be maximally effective, individual
self-monitoring needs to take place regularly and in real time
to reduce recall bias and increase accuracy.

Mobile phones offer a solution. Their take-up has reached
saturation point in most developed countries and is increasing
in developing countries; they are carried on the person and they
areusualy turned on. A further advantage isthat mobile phones
allow the gathering of frequent instantaneous reports of mood
and behavior while people go about their everyday business.
Termed Ecological Momentary Assessment, or EMA, mobile
phone monitoring has been shown to more accurately represent
the true natural history of transitory states than dispersed
measurements and may decrease user burden [4]. With mobile
phones, users can be prompted to respond, and these
“just-in-time” prompts can be scheduled for key times. Maobile
phone monitoring is also potentially more convenient than
paper- or computer-based recording.

M obile phones have been used for monitoring within behavioral
health applications such as alcohol consumption [5] and
gambling [6]. They have also been used to deliver smple
interventions, for example, to manage migraines [7], enhance
physical activity [8], cease smoking [9], and control weight
[10]. However, the use of mobile phones in mental health
monitoring and management isin its infancy.

Furthermore, community attitudes toward the use of mobile
phones as a mental health tool are unknown. Until recently,
mobile phoneswere primarily viewed astools of communication
and socia identity, but increasingly they are evolving into a
personal multipurpose tool for their owners, with routine

http://www.jmir.org/2010/5/e64/

functions now including reminders for medical appointments,
timekeeping, and note taking. While preliminary research has
been undertaken exploring community attitudes toward the use
of mobile phonesfor health monitoring, such asfor asthma[11],
attitudesto the appropriation of mobile phonesfor mental health
monitoring and management have not yet been investigated.

Derived from the field of marketing, the term “appropriation”
refers to the processes that take place when new uses are
invented for existing technol ogies and when these uses devel op
into routine practices and spread within auser community [12].
The aim of this study was to investigate community attitudes
toward the appropriation of mobile phones for mental health
monitoring and management as groundwork for the devel opment
of a digital tool for self-monitoring and self-management of
depression, anxiety, and stress.

Methods

A mixed method approach was used consisting of an online
survey, focus group discussions, and interviews. The target
population was Australian adults over 18 years of age with or
without depression, anxiety, or stress. Participation was
voluntary and anonymousin all 3 study components.

Development and Administration of Study Tools

Questions for the online survey, focus group discussions, and
interviews were generated, reviewed, and amended by the
research group in consultation with the members of the
community program team at the Black Dog Institute, a mood
disorders unit in Australia. The final set of questions explored
the following issues:

« current usage of mobile phones

«  atitudes toward using a program on mobile phones or the
Internet for monitoring and managing depression, anxiety,
or stress

« possible ways in which participants might use such a
program

« any key features that such a program should have

« demographic information and mental health history of
participants

The survey was pilot tested using QuestionPro [13]. The
survey's usability and functionality were assessed and
improvements made prior to it being posted on the website of
the Black Dog I nstitute [ 14]. The website providesinformation
and tools about mood disorders for the public, health
professionals, and workplaces. A broad cross section of the
public uses the site, including those with mood disorders and
those without (eg family, carers, friends, students, and interested
individuals). The site is consistently in the top 5 Google ranks
for mood disordersin Australia

The survey was voluntary and was open to any site visitor.
Initial contact with potential participants was made on the
Internet. The survey consisted of 46 questions over 12 Web
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pages. Some pages had more items than others, although the
maximum number of items per page did not exceed 7. Forty-four
of the 46 items were mandatory, each was highlighted, and it
was nhot possible for respondents to proceed to the next page
until they had completed the mandatory items. Because there
was no back button, respondents were unable to review or
changetheir answers. To prevent multiple entries, a cookie was
placed on the participant’'s computer. There was no Internet
protocol (IP) check or log file analysis. As this was an open
survey, no log-in or registration was required. The data were
collected over a 3-month period from May to August 2009.

Focus group participants and interviewees were recruited
through community organizations, a variety of companies, and
the Black Dog I nstitute community programs. Similar questions
to those in the online survey were used in the focus group
discussions and the interviews to facilitate later triangulation
of results. To protect participants confidentiality within the
interviews and focus groups, demographic information and
mental health history were compl eted anonymously by a paper
and pencil questionnaire that participants sealed in an envelope
and gaveto the researcher. An experienced moderator conducted
each of thefocusgroupswith 1 or 2 observers present who took
notes. The onswere audio taped for later transcription and
analysis.

Informed Consent Process

Individuals who clicked on the link to the online survey were
provided with a statement about the study that included its
purpose, the length of time to complete the survey
(approximately 15 minutes), how the data were being stored
(initially on the secure QuestionPro server then in
password-protected files in the university’s secure server for 7
years), and the name of the chief investigator (author JP), before
being invited to give their informed consent online and to access
the survey. The survey was anonymous. However, those who
wished to enter adraw to win an iPod Nano for completing the
survey were invited to separately provide their name, phone
number, and email address. This information was stored in a
secure password-protected file on the QuestionPro server and
then transferred to the university’s secure server for long-term
storage.

The informed consent process for the focus group discussions
and interviews was similar. Individuals who expressed interest
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in being interviewed or participating in the focus group
discussions were provided with a written outline of the study
which included its purpose, the length of time the
interview/focus group would take (approximately one hour),
how the data were being stored (audiotaped for later
transcription and storagefor 7 yearsin password-protected files
in the university’s secure server) and the name of the chief
investigator (author JP). They were then invited to give their
informed consent to participate in theinterview or focus group.
No identifying information was collected.

The study was approved by the University of New South Wales
Human Research Ethics Committee.

Advertising and Recruitment

Theonline survey, focus group discussions, and interviewswere
advertised simultaneously through Facebook, the websites of
the University of New South Wales and Black Dog Institute,
and the intranets of a variety of companies and consumer
organizations. The advertisement for the online survey can be
found in Multimedia Appendix 1. The advertisements for the
interviews and focus groups had similar wording to the
advertisement in Multimedia Appendix 1 with the exception
that participantswere reimbursed A$50 for their time and travel
expenses instead of being given the opportunity to enter into
the draw for the iPod Nano.

Participants

From May to August 2009, 655 unique visitors accessed the
online survey of whom 48 were ineligible because they were
either under 18 years old (n=13) or did not live in Australia
(n=35). Of the 607 eligible respondents, 525 (86.5%) compl eted
the survey.

Inall, 6 focusgroup discussionsinvolving 47 participants (70%
female) were conducted from June to August 2009; 4 groups
were held in urban areas and 2 in rural towns in New South
Wales, Australia. Of the urban groups, 2 specifically targeted
young people aged 18 to 28 years. A further 20 people were
involved in the interviews, all of whom lived in Sydney,
Australia.

Table 1 provides demographic and mental health data for the
participants involved in the 3 related studies.
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Online Survey Focus Group Discussions  Interviews
(n=525) (n=47) (n=20)
% n % n % n
Gender
Female 67.6 355 70 33 60 12
Age category
18-24 16.6 87 53 25 25 5
25-34 318 167 13 6 20 4
35-49 38.1 200 21 10 45 9
50-59 10.3 54 6 3 5 1
60+ 32 17 6 3 5 1
Employment status
Employed full-time 43.6 229 149 7 50 10
Employed part-time 149 78 17 8 5 1
Self-employed 8.2 43 149 7 25 5
Full-time student 133 70 383 18 10 2
Unemployed 38 20 6.4 3 10 2
Retired 17 9 6.4 3 0 0
Home duties 6.7 35 21 1 0 0
Temporarily unable to work dueto illness or injury 6.1 32 0 0 0 0
Permanently unable to work due to illness or injury 17 9 0 0 0 0
Relationship status
Single 37.7 198 66 31 35 7
De facto relationship 16.6 87 6.4 3 15 3
Married 36 189 234 11 30 6
Divorced/separated 9.5 50 21 1 15 3
Widowed 0.2 1 21 1 5 1
English spoken at home
Yes 92 483 93.6 a4 75 16
Mental health
Current depression 60.2 316 234 11 30 6
Current anxiety 49.1 258 191 9 25 5
Current stress 51.8 272 19.1 9 45 9
Current treatment for depression 54.3 285 234 11 10 2
Current treatment for anxiety 30.5 160 10.6 5 20 4
Current treatment for stress 179 94 6.4 3 5 1
Lifetime depression 92 483 83 39 60 12
Lifetime anxiety 65 341 46.8 22 25 5
Lifetime stress e 408 66 31 55 11

Analysis

Datafrom each component of the study were analyzed separately
and then triangulated. Triangulation involves the exploration
of aresearch question by using multiple data gathering methods
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in order to get a better understanding of the subject matter, to
cross-check the research findings, and to increase their validity
[15]. Inour studies, we also used the information from the focus
group discussions and interviewsto shed light on and illustrate
the findings of the online survey. Descriptive analyses and tests
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of group differences within the survey data were conducted
using PASW Statistics Version 18 (SPSS Inc, Chicago, IL,
USA). Within theinterviews and focus group transcripts, salient
themes and principles were identified using the “thematic
analysis’ technique, a qualitative method for identifying,
analyzing, and reporting patterns of meaning within data [16].
Data are organized and described in rich detail within a
theoretical framework. In this study, an existentialist or realist
framework was used whereby the experiences, meanings, and
the reality of participants were identified and reported as
expressed, in contrast to other frameworks which focus on, for
example, the manner in which participants meanings are
“constructed” within the broader context of society [16].

Proudfoot et al

Results

Current Mobile Phone Behavior

The mgjority of survey respondents (455/525 or 86.7%) owned
a mobile phone or personal digital assistant (PDA) of whom
83.3% (379/455) reported using it at least daily. Making and
receiving callsand sending and receiving short message service
(SMS) messages were the predominant functions used (see
Figure 1). Other functions commonly used included the I nternet
(for downloading songs and videos, listening to music, accessing
email and Facebook, and listening to the radio: see Figure 2),
camera, alams, memos and reminders, caendar and
appointments, clock, games and calculator.

Figure 1. Most common uses of mobile phones by online survey respondents
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Figure2. Most common uses of the Internet on mobile phones
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Nearly half (255/525 or 48.6%) indicated that they did not use
their mobile phone to access the Internet. Reasonsincluded the
cost (150/525 or 28.5%), lack of need because they have Internet
access on a computer (169/525 or 32%), their mobile phoneis
not Internet-enabled (66/525 or 12.6%), they haven't had the
need (67/525 or 12.7%), or a variety of other reasons, such as
not knowing how to access the Internet via the mobile phone,
finding it too difficult or complicated, or because the phoneis
poor quality with asmall screen.

Focus group and interview findings converged with those of
the online survey, with the exception of accessing the Internet.
All focus group participants owned a mobile phone and the
majority (39/47 or 83%) said they used it every day,
predominantly for social reasons, but 72% (34/47) said they
also used their mobile phone for work. However, only 18/47
(38%) accessed the Internet on their mobile phone and thiswas
primarily for email, Facebook, Twitter, music, directions, games,
Google, and Internet browsing. Reasons participants gave for
not using the Internet on their mobile phone included the cost,
not knowing how to use it, having no need to use it, or the
Internet was not available on their mobile phone.

Responses from interviewees were similar. While all owned a
mobile phone or PDA, usage varied widely from afew timesa
week to more than 50 times a day. However, similar to the
survey respondents and the focus group participants, the mgjority
(29 of the 20 interviewees) reported using their phone at least
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once a day. The different uses to which their mobile phones
were put were aso similar: all participants reported making
phone calls, 18/20 (90%) used text messaging, and a minority
used their mobile phone for checking emails, taking photos,
and other functions such as a clock, a calculator, acalendar, or
an alarm or to set reminders. However, 13/20 (65%) did not use
the Internet on their phone, and a similar proportion reported
that they did not know how to download a program or
application on their phone. The reasons participants gave for
not using the Internet on their mobile phone were that they had
Internet access at home or work, the cost was too high, or their
phone didn’t allow Internet access.

Attitudes Toward Using a M abile Phone for Mood
Monitoring and Self-help

Interest in Using a Maobile Phone Program for
Monitoring and Self-management

Themajority (399/525 or 76%) of survey respondentsindicated
that they would be definitely be interested (245/525) or likely
(154/525) to be interested in using a program on their mobile
phone to monitor and manage their mood, anxiety, or health.
Among the 455 respondents who owned a mobile phone or
PDA, there were no significant differences between those who
were interested in using their mobile phones in this way and
those who were not by gender (x2;, = 0.98, P = .32, phi =.05),

age group (X24, = 1.95, P = .75, phi = .06), employment status

JMed Internet Res 2010 | vol. 12 | iss. 5 |e64 | p.122
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

(X2,, = 2.74, P = .25, phi =.08) or marital status (x24, = 4.62,
P = .33, phi = .10). However, the presence of symptoms of
depression, anxiety, or stress was associated with reported
increased interest in using such a program (x2,, = 16.67, P <
.001, phi = .19). Specifically, standardized residuals indicated
that among participantswho stated that they were not interested
in using the program, there were fewer with current mental
health symptoms than expected (and an overrepresentation of
participants with no symptoms;, P < .05 and P < .01,
respectively). Of the 9.9% (45/455) of respondentswho reported
current symptoms of depression, anxiety, or stress and were not
interested in the program, 68.9% (31/45) indicated that they did
not think using a mobile phone program to track moods could
help people to manage their depression, anxiety, or stress.

These results were supported by information from the focus
group discussions. The majority (33/47 or 70%) of focus group
participants also said they wereinterested in the notion of using
their mobile phone to track their mood, anxiety, or health.
Reasons given included speed, convenience, ease of access, the
importance of being able to monitor and reflect on mood
changes during the day, the opportunity to improve
self-awareness, self-management, and well-being, access to
support when it was not possible to get to a doctor, the view
that it would be less confronting than face-to-face consultation,
and the possibility of helping isolated people fed connected.
Comments included:

A mobile phone application would be a highly
convenient, portable, and discreet way of tackling
one's condition.

Everyone uses the Internet and mobile phones.

It could help those who areisolated and have mental
health issues.

You have your phone with you most of the time, so
you would be able to record moods more accurately.

Reasons given by those who were not interested in using their
mobile phoneto monitor their mental health included not liking
to use their phone or technology, concerns that it would be too
intrusive or privacy would belacking, and not seeing the benefit
of tracking mood and behavior. For example:

If the technology is too difficult, then it only adds to
the stress and a sense of failure.

It seems impersonal and too generalized to be able
to capture the emotions of each individual.

| can’t seethe connection between tracking mood and
lowering anxiety, stress, [or] depression.

Mode of Using the Program

Of the 399 survey respondents who indicated they were
interested in using a monitoring and management program
delivered via their mobile phone, 93.7% (374) indicated that
they would want ausername and password to log on. Thelength
of time per session for which they would be prepared to use
such a program ranged from 1 to 90 minutes (median = 5
minutes). The mean number of mood dimensions that
participants were interested in tracking at any one time was 5.6
(SD 3.2). Most of these respondents (329/399 or 82%) thought
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that they would use the program at least daily, some suggesting
multiple times per day (196/399 or 49.1%). However, there
were significant differences in the expected mode of use
according to whether respondents reported current symptoms
or not. The participants who were without current symptoms
(96 out of 399) indicated that they would use such a program
lessoften (x2,, =4.52, P =.03, phi = .11) and for shorter periods
(mean 7.28 minutes, SD 6.03) than the 303 respondents with
current symptoms (mean 10.7 minutes, SD 11.28; tyy = 3.82,

P <.001 [two-tailed]).

Information presented in the interviews illustrated the online
survey findings. For example, comments from the 13 (of 20)
intervieweeswho reported that a program to monitor depression,
anxiety, or stress would definitely be helpful included:

It istext savy and good for the younger generation.

Yes, it would be great, another avenue to use and to
help people feel that they are not alone.

It could be a great motivational tool for people to
look after themselves better.

Maybe [it would be good] if someone cannot afford
psychological treatments or for people who like to
keep their feelings to themsel ves.

In addition, 5 interviewees felt that such a program might be
helpful, but with caveats. For example, one asked, “|f someone
such asadoctor isaready hel ping to manage one'smoods, why
would you use the Internet?’ Another 2 interviewees thought
that face-to-face contact with a professional would be more
beneficial.

In response to the question of whether they would use the
program themselves if there were no cost, 17 answered
positively, and the mgjority said that they would use it at least
once a day.

| would be very interested [in using the program]|
becauseit’sa newtool and not intrusive, and it would
be handy.

I would be interested, not for my moods but for my
health.

Other reasons given included “my phoneis always with me”

Of the interviewees who reported that they would not use a
mobile phone mental health program, the reasons given included
that they use their mobile phone only for basic functions like
phone calls and they did not see how monitoring moods or
behavior would help them if they were depressed, stressed, or
anxious.

Key Functions and Features Required

In answer to questions about the key functions required in such
aprogram, 78.7% (314/399) of the survey respondentsinterested
in using the program said they would find it helpful to receive
SM S remindersto track their moods; 93% (371/399) nominated
that they would want to receive feedback about the information
they had entered into such aprogram; and 89% (355/399) were
interested in receiving self-help suggestions (Figure 3).
Comparison of respondentswith (303/399) and without (96/399)
current depression, anxiety, or stress showed that significantly
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more of those with symptoms indicated that they would find it
beneficial to receive SMS reminders to track their moods and
behaviors (x2,, = 9.98, P = .002, phi = .165). However, there
was no significant difference between those with and without

Figure 3. Preferred functionality of program: online survey respondents

Proudfoot et al

current symptomsin whether they saw feedback on monitoring
information as a requirement (x2;, = .01, P = .91, phi = -.02)
or whether they would want to receive self-help suggestions
(x24, = .51, P = .47, phi =-.04).
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Figure 4. Most preferred modes of feedback from program among online survey respondents
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Ascan beseenin Figure 4, choice of delivery channel to receive
the feedback and self-help suggestions was mixed: 44.4%
(177/399) opted for their mobile phone, 11.5% (46/399) chose
the Internet, and 40.1% (160/399) chose email. Figure 5
illustratesthat the preferred format for such feedback was graphs
(298/399 or 74.7%) rather than tables or scales. In answer to
the question of whether they would be moreinclined to use the
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program if it had games or fun activities, nearly two-thirds
(257/399 or 64.4%) of survey respondents interested in using
a mobile phone mental health program said no. However, a
similar proportion (250/399 or 62.7%) said they would want
the option of personalizing the program with colors, background,
logos, and so on.
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Figure5. Most preferred formats of feedback among online survey respondents
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Detailed discussion took place in the focus groups about what
constituted necessary features of a mobile phone mental health
program. Privacy was highlighted as an issue of significant
importance and the mgjority said that a securelog-in comprising
username and password should be a mandatory feature. The
need for the program to be simple to use and “foolproof” was
also emphasized. Usage should be quick (maximum 10 minutes)
and easy; one participant suggested that the benchmark for its
ease and privacy of use was whether it could be used on public
transport. SM S reminders were seen as hel pful aslong as users
had the option of varying their delivery so that they did not
become intrusive. Feedback was deemed to be very important,
and data presented in graphical form was the most popular
format suggested. Functionality allowing day-to-day and
week-to-week comparison was also seen as important.
Participants suggested that entering data on the mobile phone
and receiving it via computer would be an acceptable method
that would also resolve some issues of privacy. Allowing users
flexibility of choice regarding how much information is to be
fed back and over what time frame was also seen as key.

Interviewees reported similar attitudes. They highlighted the
importance of privacy and security of information, and the
majority said they would want a username and password to
access the program. A magjority also indicated that they would
want to receive short message service (SMS) remindersto track
their moods/behaviors. The minority who did not want reminders
indicated that they would find them annoying and bothersome.
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If given the choice, 86.2% (344/399) of survey respondents
interested in using a mobile phone mental health program
indicated that they would allow their doctor to access or receive
information about their moods and behavior from the program.
Interviewees were similarly minded, saying that “it would be
good to have a human on the end to make sense of the data |
enter,” and “yes, it would be a helpful, precise, and efficient
way of tracking what's happening” Of the 91 survey
respondents who were against the idea, the major reason given
was that it would constitute a breach of privacy for them, while
others explained that they don’'t have a doctor whom they see
regularly. There was an even split between those with current
symptoms (48/91 or 52.7%) and those without. Oneinterviewee
said he did not see the point because “if | am seeing a doctor
for my health or mental illness, | would aready be telling him
what is going on.”

Discussion

This study explored, for the first time, community attitudes
toward the appropriation of mobile phones for mental health
monitoring and self-help. Triangulation of results from the 3
study components suggests that, overal, participants were
positive about the idea of conceptualizing mobile phones as a
mental health tool but the acceptance was conditional upon a
number of key featuresbeing included. Theseincluded the need
for the program to be simple and straightforward to use and the
need for its security and privacy to be guaranteed, especially
for information sent to the mobile phone. A user name and

JMed Internet Res 2010 | vol. 12 | iss. 5 [e64 | p.126
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

password were considered to be mandatory. Text message
reminders were seen as helpful as long as they were not
intrusive, and feedback graphs were deemed to be important.

However, there were differences in expected mode of use
between participants with current depression, anxiety, or stress
and those without. Respondentswith current symptomsindicated
that they would be prepared to use a mobile phone program
more often and for longer periods, and they were also
significantly more likely to want to receive SM S reminders to
track their moods and behaviors. Nevertheless, both groups
indicated that they would want feedback on monitoring
information and to receive self-help suggestions from such a
mobile phone program.

Thus, while there appears to be a community willingness to
accept abroadening of the conceptualization of mobile phones
to embrace functions associated with improving mental health,
there are caveats to the appropriation of mobile phones for the
new functions. The implications for clinicians and eHealth
providers are clear. Most mental health programs, whether
delivered face-to-face, by telephone, book, or computer, rely
on their clients monitoring their symptoms or activities, either
as an integral component of the service or as a complement to
it. The information is useful for individuals to help them gain
control of their condition and for service providers to review
the effectiveness of their service. However, to successfully
facilitate self-monitoring and self-management via mobile
phones, clinicians and eHealth devel opers must place additional
importance on ensuring that the mobile phone programs are
secure, private, and easy to use.

A further implication arising from the data concerned the
apparent lack of understanding about the rationale for and
benefits of mood tracking among some respondents. Nearly
10% of the sample, the majority of who reported current
depression, anxiety, or stress, indicated that they did not see
how amabile phone program for monitoring moodswould help
people manage their depression, anxiety, and stress. It is not
known if they were expressing doubt about monitoring per se
or monitoring specifically on a mobile phone. If the former,
then considering that the recent National Survey of Mental
Health and Wellbeing in Australia[17] found that 65% of people
with mental health conditions do not access services, our results
suggest that a health promotion campaign outlining the benefits
of self-monitoring for mental health may be helpful.

Limitations

Having been recruited primarily through the websites of the
University of New South Wales and the Black Dog Institute,
the intranets of a variety of companies and consumer
organizations, and via Facebook, the convenience sample for
the online survey is likely to be unrepresentative of the broad
population. Visitors to the site were self-selected, and because
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Internet access is not equal among all socioeconomic and
demographic groups, biased estimates on variables related to
socioeconomic status may have resulted [18]. Nevertheless, we
felt it wasjustified to recruit from these online sources because
our research questions pertained to the use of electronic
technol ogies. Post hoc inspection of the survey sampleindicates
that ownership and usage of mobile phones was representative
of the Australian population. However, there was a stronger
representation of survey respondents with current or lifetime
depression, anxiety, or stress compared with the Australian
population. Another limitation was that our studies took place
only in Australiaand, although the prevalence of mental health
problems in Australia is similar to that in other developed
countries and mobile phone penetration is as high, the results
may not generalize to populationsin other devel oped countries.

The Future

In line with the results of our research, we are now devel oping
amobile phone monitoring and self-help program at the Black
Dog Institute. The “myCompass’ system will provide users
with atool to monitor and manage depression, anxiety, and/or
stress viathe Internet on their mobile phone or computer. With
the assistance of optional screening questions, users can receive
tail ored suggestions about mood and behavior dimensions they
might find helpful to monitor, or they can select from a menu
of monitoring dimensions themselves. They can also choose
the time of day they want to monitor and whether they would
liketo receiveregular SM'S or email messages to prompt them.
Both real time and retrospective assessment of moods, events,
and behavior will be available, and userswill be ableto receive
graphical feedback of their data with situational information if
desired. They may also chooseto receive brief self-management
modules (involving interactive cognitive-behavioral strategies),
motivational messages, stories, information, and tips to help
them to manage depression, anxiety, and stress. Alternatively,
the system will offer a selection of strategies derived from
algorithms based on user data. The program is designed as a
stand-alone tool for the public that is secure and easy to use.

Once the digital program is fully developed and pilot tested, a
large-scale randomized controlled tria is planned to measure
outcomes arising from use of the program.

Conclusion

Mobile phonesare theway of thefuture. Ownership hasreached
saturation point in most devel oped countries, and in developing
countriesit isincreasing exponentially. The simplification and
rapid development of digital technology together with the way
in which mobile phones are carried on the person and switched
on and positive community attitudes make the mobile phone a
useful vehicle for enhancing access to evidence-based
monitoring and self-help for people with mild to moderate
high-prevalence mental health conditions.
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Abstract

Background: Internet interventions for depression have shown less than optimal adherence. This study describes the feasibility
trial of amultimodal e-mental health intervention designed to enhance adherence and outcomes for depression. The intervention
required frequent brief log-ins for self-monitoring and feedback as well as email and brief telephone support guided by a
theory-driven manualized protocol.

Objective: The aobjective of thisfeasibility trial wasto examine if our Internet intervention plus manualized telephone support
program would result in increased adherence rates and improvement in depression outcomes.

Methods: Thiswasasingle arm feasibility trial of a 7-week intervention.

Results: Of the 21 patients enrolled, 2 (9.5%) dropped out of treatment. Patients logged in 23.2 + 12.2 times over the 7 weeks.
Significant reductions in depression were found on all measures, including the Patient Health Questionnaire depression scale
(PHQ-8) (Cohen'sd = 1.96, P < .001), the Hamilton Rating Scale for Depression (d = 1.34, P < .001), and diagnosis of major
depressive episode (P < .001).

Conclusions: The attrition rate was far lower than seen either in Internet studies or trials of face-to-face interventions, and
depression outcomes were substantial. These findings support the feasibility of providing amultimodal e-mental health treatment
to patients with depression. Although it is premature to make any firm conclusions based on these data, they do support the
initiation of a randomized controlled trial examining the independent and joint effects of Internet and telephone administered
treatments for depression.

(J Med Internet Res 2010;12(5):e48) doi:10.2196/jmir.1370

KEYWORDS
Depression; Internet; feasibility; telephone; telemedicine

Introduction

Epidemiological studies have shown that 6.7% to 10.1% of the
general population suffers from a depressive or mood disorder
in a12-month period [1,2]. Over the past 8 years, a number of
Internet interventions have been devel oped to treat depression
[3]; however, these interventions have often resulted in high
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rates of attrition [4]. (Note that in this paper, attrition and
adherence refer to dropping out or staying in treatment and not
tolossto follow-up for study assessments.) For example, studies
examining open access to stand-alone Internet treatments find
that fewer than 10% of patients return after afirst visit and as
few as 1% complete treatment [4]. Studies that use recruitment
and screening procedures consistent with face-to-facetrialsfind
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better adherencefor stand-alone sites, although the mean number
of log-ins remains in the 2 to 4 range for a 7- to 8-module
intervention [5,11]. Many studies have found that email support
can significantly improve adherence [3]. For example, a trial
comparing two different Internet treatments supported by
coaching emails reported that between 56% and 72% of
participants completed 4 sessions, although only approximately
38% completed the entire Internet treatment [6]. Adherence and
outcomes for Internet interventions are generally poorer for
depression compared with Internet interventionsfor other mental
health problems such as anxiety disorders[3,4]. Thisisperhaps
not surprising, given that depression reduces motivation for and
compliance with recommendationsfor traditional treatmentsas
well [7,8]. Thus, while adherence to Internet treatments is a
problem generally [9], it appears to be more common among
patients with depressive disorders.

This paper describes the results of a feasibility trial of a
multimodal e-mental health intervention, in which an Internet
treatment for depression was supported by brief weekly calls
from a “coach” These calls were designed to maximize
adherence to the Internet intervention for depression.

We used 3 basic frameworks in designing the e-mental health
and telephone intervention. First, we designed the structure of
the website based on the persuasive technologies framework
[10], which outlines the principles through which computer
technology can be used to persuade individuals to change their
behavior. The following principleswere used: (1) Simple, brief
tools that provide monitoring and feedback are most likely to
be useful. Indeed, length and complexity of Internet modules
have been suggested as one cause of dropout [11]. (2)
Technologies that can be inserted into daily routine are more
likely to be persuasive and to promote adherence. Accordingly,
most of the patient’s work on the website was designed to
require less than 3 to 5 minutes and involved self-monitoring
and feedback. The site and the coach suggested website visits
daily or every other day. (3) Tools should simplify tasks, in this
case those associated with behavioral activation and cognitive
restructuring. (4) Feedback should betailored to theindividual.
(5) Mediasuch asvideo can be effective at promoting vicarious
learning. (6) Users view interactive websites as social actors.
Thus, specific features that affect human relationships can also
improve acceptability of awebsite. Theseinclude attractiveness
of the site, “personality” of the site, (eg, whether information
isprovided in ahighly directive or more nondirective manner),
credibility, and reciprocity (eg, whether the site provides
something of value in return for asking the user to provide
information or engage in tasks).

Second, Internet interventions for depression show better
outcomes and adherence when accompanied by human support.
While the role of human support in promoting adherence has
been repeatedly confirmed [3,4], there is surprisingly little
theoretical or empirical explorationin psychology or psychiatry
into why or how human support improves adherence. We have
begun developing a framework for understanding how human
support increases adherence. This is based on a branch of
accountability theory, which describes specific mechanisms by
which adherence can be obtained [12]. Accountability refersto
the implicit or explicit expectation that an individual may be
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called upon to justify hisor her actions or inactions. Borrowing
from accountability theory, the following basic principleswould
likely be important in a protocol for maintaining adherence via
human support. Providers must: (1) be seen as trustworthy,
benevolent, and having the necessary expertise, (2) frame the
relationship as one containing reciprocity in which the patient
can expect to receive definable benefits from the coach, (3) be
specific about which outcomes are expected, (4) focus
expectations on processes rather than outcomes, (5) monitor
adherence and inquire when the patient is nonadherent, (6)
specify accountability processes at the beginning of treatment
with adequate justification and with patient agreement, and (7)
reward and encourage success in meeting goals. We therefore
developed an interface to allow a provider or coach to monitor
patient activity on the site. We also developed a coaching
protocol based upon these principles.

Third, different telecommunications technologies vary in their
potential to sustain adherence and outreach [13]. Internet
interventions on their own are associated with high attrition [3],
likely because these interventions rely principally on patient
initiative for engagements and have limited capacity for
outreach. The addition of email to theseinterventionsimproves
adherence and outcomes [3,4]. Telephone interventions are
associated with adherence rates of more than 92% [14].
Accordingly, we delivered the coaching protocol viatelephone
and email.

This paper reports on the adherence and depression outcomes
from the feasibility testing of amultimodal eHealth intervention
for depression. Our goal was to examine feasibility in terms of
recruitment, adherence, and depression outcomes. Secondary
outcomes included anxiety and positive affect. We aso
examined the relationship between adherence and depression
outcomes.

Methods

Participants

From December 11, 2008, through March 25, 2009, participants
were recruited through advertisements posted on a popular
online community, Craigslist.org, which features classified
advertising. Recruitment was conducted in Chicago, Illinois,
USA. Those who were interested in participating were directed
to the study Web page where they completed the Patient Health
Questionnaire depression scale (PHQ-8) [ 15]. Respondentswho
scored 10 or above on the PHQ-8 were invited for a telephone
screening interview. Thosewho wereinterested in participating
received a “verbal informed consent,” in which a research
assistant described the study over the telephone, as well as a
written consent, which was emailed and could be el ectronically
signed. This study was approved by the Northwestern University
Ingtitutional Review Board.

Theinclusion criteriawere: (1) ascore of 10 and above on the
PHQ-8, asthisisthe criterion recommended by the MacArthur
Depression Group for referral to psychotherapy or counseling
[16], (2) possession of an email account, (3) access to a
telephone, (4) access to a computer with broadband access to
the Internet, (5) ability to speak and read English, and (6) age
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18 years or older. Participants were excluded if they (1) had a
hearing or voice impairment that would prevent participation
in the coaching sessions and study assessments, (2) had visual
impairments that would prevent the use of the website and
completion of study assessment materials, (3) met screening
criteria for dementia, (4) had a severe psychiatric disorder,
including psychotic disorders, bipolar disorder, bulimia or
anorexia, or posttraumatic stress disorder (PTSD), (5) reported
severe suicidality (eg, plan and intent) or had ahistory of suicide
attempt in the past five years, (6) were currently or planning to
receive psychotherapy during the 7-week treatment, (7) had
initiated treatment with an antidepressant in the last four weeks,
or (8) planned to be out of town for 2 weeks or more during the
7-week treatment phase.

Study Design

Thiswas a single arm feasibility trial. Because this is the first
test of anovel intervention, asingle arm trial testing feasibility
rather than efficacy is an appropriate design [17]. Eligible
patientswere provided | og-in information for the moodM anager
website and were contacted by their assigned coach. Outcomes
were assessed at baseline, mid-treatment, and end of treatment
(week 7).

Intervention

The moodManager Website

The depression management skills training website, which we
called “moodManager,” was based on cognitive behavioral
principles [18,19] and consisted of six learning modules and
four tools. The learning modules were intended to teach basic
concepts of cognitive behavioral therapy and to participants
how to use the tools. Content included text, video, and audio
material. Modules were designed to require 15 to 20 minutes
to complete. Learning modules (and associated tools) included
thefollowing: (1) “ Getting Started,” which was an introduction
to the basic principles of cognitive behavioral therapy (CBT);
(2) “Monitoring Activities,” which described the relationship
between activities and mood and introduced the “Activity Diary”
tool, which allowed participantsto track and rate daily activities;
(3) “Scheduling Positive Activities,” which taught participants
to usethe“Activity Scheduler,” atool used to plan and schedule
positive activities; (4) “Identifying Thoughts,” which described
the effects of thoughts on mood and taught participants to use
the “Thought Diary” tool to monitor automatic thoughts; (5)
“Challenging Thoughts,” which expanded the Thought Diary
tool by teaching participants to develop alternative thoughts;
(6) “Maintaining Gains,” which summarized the skills learned
and encouraged participants to continue using the tools for
relapse prevention. Tools were designed to support
implementation of cognitive behavioral skills, to require only
afew minutes to complete, and were intended to be completed
every day or every other day. Toolswere partialy “ scaffolded”:
the Activity Monitoring tool wasincorporated into the Activity
Scheduling tool, and the Thought Diary tool was incorporated
into the Challenging Thoughts Diary tool. Participants were
required to complete atool three times before the next learning
module would open, to ensure that the concept was learned.
The moodManager site included mood rating and tracking
features for self-monitoring by patients.
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The moodManager site also contained a provider interface that
allowed the coach to observe the patient’s activity on the site,
including dates and times of site visits, content of patient’s
entries into tools (eg, activity diaries and thought records),
depression monitoring ratings, and alerts for suicidality.

The Coaching Protocol

Participants were assigned a coach who contacted them once
per week by telephone and once per week by email. Based on
principles of accountability theory [12], self-determination
theory [20,21], and motivational interviewing, we designed a
brief telephone coaching program that we called Telephone
Coaching to Support Adherence to Internet Interventions
(TeleCoach). In accordance with the theory and principles
described in the "Introduction” section above, TeleCoach
included the following elements. Coaches must (1) present
themselves as trustworthy, benevolent, and having the necessary
expertise in coaching an online intervention, (2) frame the
relationship as one containing reciprocity in which the patient
can expect to receive definable benefits from the coach, (3) be
specific about which outcomes are expected (eg, logging into
moodManager), (4) monitor adherence through the coach
interface and inquire when the patient is nonadherent, (5) specify
accountability processes at the beginning of treatment (eg, that
the coach can see when the patient uses the site) with adequate
justification and with patient agreement, and (6) reward and
encourage success in adherence.

TeleCoachincluded aninitial “ engagement session,” which was
intended to last approximately 30 minutes while subsegquent
conversationswith the coach wereintended to be 5 to 10 minutes
inlength. Participants were also permitted to email their coaches
with questions during the week. (A copy of the TeleCoach
protocol is available at http://www.
preventivemedi ci ne.northwestern.edu/researchproj ects'tel ecoach.
htm.)

Coaches

Thetwo coacheswere PhD-level licensed psychologists. While
the protocol isdesigned so asnot to require specialized training,
a higher level of expertise was required at this early
developmental stage to ensure patient safety. Coaches were
blind to outcome assessments but did have access to mood
tracking within the moodM anager site.

M easures

Adherence

Adherence was measured in two ways. Adherenceto the Internet
portion of theintervention was defined by the number of log-ins.
Adherence to the TeleCoach program was defined by whether
or not the coaching phone call was completed. Dropout from
the intervention was determined to have occurred at the last
point of contact with the website or coach, if it occurred more
than one week before the end of treatment period.

Study assessments were completed at baseline, week 4, and
week 8. Consistent with standard clinical trial methodology in
depression, assessments were performed both by clinical
interview administered via telephone and self-report
administered online. Thetelephoneinterviewswere administered
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by trained clinical evaluators who were blind to the coaching
component of the study, site usage, and other data collected by
moodManager, such as the depression ratings. Research
assistants received extensive training on assessment protocols.
All telephone eval uations were audiotaped and reliabilitieswere
periodically checked by having two or more clinical evaluators
rate the same tapes (see report of reliabilities below). To ensure
separation of the treatment and the evaluation, self-reported
outcomeswere administered via SurveyM onkey.com separately
from the moodM anager program. To minimizelossto follow-up,
participants were paid up to US $80 for completion of
assessments. Participants were clearly informed that payment
was not for use of the website to ensure that payments did not
influence treatment adherence.

Mini International Neuropsychiatric I nterview

TheMini International Neuropsychiatric Interview (MINI) [22]
is a structured interview to evaluate Diagnostic and Statistical
Manual of Mental Disorders, 4th edition (DSM-1V) Axis |
disorders, including Major Depressive Episode (MDE), aswell
asmost other mgjor diagnoses. Thefull MINI was administered
by telephone at screening, but only the MDE section was
administered at follow-up telephone evaluations.

Hamilton Rating Scale for Depression

The Hamilton Rating Scale for Depression (HRSD) was
administered at al time points to provide an abjective,
interview-based measure of depressive symptom severity
consistent with trials of face-to-face psychotherapy and
pharmacotherapy. A telephone administered version of the
17-item HRSD, developed for the Medical Outcomes Study
[23], was administered by a clinica evaluator. Clinical
evaluators average interrater reliability, using interclass
correlations, was .95 (range .81-.99).

Personal Health Questionnaire

The Personal Health Questionnaire (PHQ-9) [24] is a 9-item
self-report measure of depressive symptomsthat closely matches
the Diagnostic and Statistical Manual of Mental Disorders,
Fourth Edition (DSM-1V) criteria for MDE and was
administered online at all time points. To address concerns
raised by the IRB, the PHQ-8 [15], which excludes the item
measuring suicidality, was used for screening only, prior to
patient enrollment in the study. The PHQ-9 was used as the
self-report outcome measure.

Perceived Barriersto Psychological Treatment

The Perceived Barriers to Psychological Treatment (PBPT),
administered at baseline, is a 25-item measure that identifies
barriers to access to face-to-face psychological care [7]. It has
been shown to predict decreased utilization of face-to-face
services.

The moodManager Depression Tracking

In contrast to the HRSD and PHQ-9, which were administered
independent of the treatment site, this assessment was
administered to the patient at each site visit to moodManager.
Also, unlike al other assessments, coaches had access to the
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depression tracking tool ratings and were expected to review
them. Patients were asked to rate the two questions (mood and
anhedonia) on a 0 to 10 Likert scale, where 0 = no symptoms
and 10 = worst possible symptom. These items were adapted
from the PHQ-2 [25]. The assessments were intended to help
the participant track mood during treatment and were not
intended for outcome assessment; however, they were used in
secondary analyses as described below. The total depression
assessment score had a potential range of 0 to 20.

Generalized Anxiety Disorder Scale

The Generalized Anxiety Disorder Scale (GAD-7) [26] is7-item
self-report measure of anxiety symptoms that closely matches
the DSM-1V criteriafor GAD.

Positive Affect

We included only the 10 self-report items from the Positive
Affect Scale of the Positive and Negative Affect Scale (PANAYS)

[27].
Telephone Interview for Cognitive Status

The Telephone Interview for Cognitive Status (TICS) isawidely
used telephone assessment that has demonstrated reliability and
validity in identifying dementiaresulting from Alzheimer'sand
stroke [28]. It was administered at screening.

Demographics
Demographics were collected via online self-report.

Exit I nterview

Upon completing the final assessments, an unstructured
interview was conducted in which patientswere asked to review
each of the components of the site and intervention, to describe
specific problems or critiques, and to provide uswith ageneral
overview. These datawere collected primarily to assist the team
in improving future versions of moodManager and the
intervention.

Statistical M ethods

All analyseswere conducted on an intent-to-treat basis. Outcome
and utilization analyses were conducted by random intercept
mixed-effects regression model s using the maximum likelihood
method for continuous outcome and generalized estimating
equationsmodel by SAS Proc Genmod procedure (SASIngtitute
Inc, Cary, NC, USA) with an exchangeable working correlation
structurefor binary outcomes. For analyses using moodM anager
tracking, depression measures were averaged over a one-week
period. For the purposes of these analyses, missing data were
assumed to be missing compl etely at random and thereforewere
ignored.

Results

Recruitment

During recruitment, 120 individuals responded to the online
classified ad, 97 met preliminary criteria and were contacted
via email for an eligibility assessment, and 21 were enrolled.
The flow of patients through the study is displayed in Figure 1.
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Figure 1. Flow of patients through recruitment, screen, and intervention
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Participant Characteristics

Baseline characteristics of participants can be found in Table
1. Of the 21 enrolled patients, 17 identified barriers on the PBPT
that would prevent access to face-to-face treatment.
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Demographics Measure
n=21
Age, mean (SD) 32.90 (9.97)
Female, n (%) 17 (81%)
Married, n (%) 5 (24%)
Race
African American, n (%) 3 (14%)
Asian, n (%) 4 (19%)
Caucasian, n (%) 14 (67%)
Diagnoses
Major depressive disorder, n (%) 17 (81%)
Agoraphobia, n (%) 4 (19%)
Socia phobia, n (%) 1 (5%)
Highest level of education
Completed high school, n (%) 1 (5%)
Some college, n (%) 4 (19%)
Associate's degree, n (%) 1 (5%)
Bachelor's degree, n (%) 9 (43%)
Master's degree, n (%) 4 (19%)
Advanced degree, n (%) 2 (10%)
Current employment status
Employed, n (%) 14 (67%)
Unemployed, n(%) 4 (19%)
Disability, n (%) 1 (5%)
Declined to respond, n (%) 2 (10%)

Among patients who met preliminary screening criteria (n =
97), patients who were enrolled (n = 21) did not differ
significantly from patients who were not enrolled on any
available data including age (P = .43), gender (P = .53), race
(P =.50), or score on PHQ-8 (P = .59).

Outcome M easures

Adherence

Intotal, 19 (91%) participants completed all treatment modules
and continued to log in to moodM anager throughout all weeks
of the treatment. Of 21 participants, 2 (less than 10%) did not
complete the intervention; 1 dropped out following the initial
engagement session with the coach but without logging on to
the website and the other participant dropped out after the 3rd
week. Patients who dropped out of treatment also refused to
continue assessments and were lost to follow-up.

http://www.jmir.org/2010/5/e48/

The mean number of visits to the site over the course of the
7-week treatment program was 23.16 + 12.16 (Range 7-49).
Visits were more frequent in the first week (3.8 £ 1.33) and
declined over time but continued through the fina (7th) week
(2.0 £ 1.28). The 19 patients who completed treatment also
completed all 8 TeleCoach calls. In addition, 5 (26%) continued
tolog in to the site after completion of the trial.

Outcomes for Depression, Anxiety, and Positive Affect

The means, standard deviations, and effect sizes for outcome
measures are shown in Table 2. Significant improvements were
seen in al measures, including the HRSD ( t3; = -5.37, P <
.001), the PHQ-9 (t3;=-7.37, P<.001), the GAD-7 (t3;,= -7.48,
P <.001), the PANAS-PA (tz= 5.10, P< .001) and MDE (beta
=-227, Z = -4.70, P < .001). At baseline, 17 of 21 (81%)
patients met criteria for MDE, with 5 of 19 (24%) at week 4,
and 1 of 19 (5%) at week 8.
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Table 2. Means and standard deviations of outcome measures
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Measure Baseline Week 4 Week 8 Effect Size P
Mean (SD) Mean (SD) Mean (SD) (Cohen’'s d)
(n=21) (n=19) (n=19)
HRSD 21.2 (6.42) 14.4 (6.41) 12.0 (6.54) 134 <.001
PHQ-9 15.0 (3.70) 8.2 (5.18) 5.6 (5.74) 1.96 <.001
GAD-7 10.8 (4.59) 5.3(3.23) 3.6 (3.85) 1.70 <.001
PANAS-PA 20.6 (5.27) 27.6 (7.74) 29.4 (9.14) 1.16 <.001

Relationship Between Adherence and Depression

Site Visits and Depression.

We examined the week-to-week relationship between utilization
and depression by examining the number of site visits and the
moodM anager depression tracking assessment obtained at each
site visit. Poorer mood was associated with a greater number
of site visits during the same week (Estimate = 0.11, tyg = 3.06,
P =.003). When weekswere lagged so that depression predicted
number of site visits in the following week, there was no
significant effect (P = .91). When depression was lagged to
predi ct subsequent sitevisits, there was also no significant effect
(P=.17).

Coaching and Depression

The mean amount of time for the initial engagement calls was
285 = 7.22 minutes, and the mean amount of time for
subsequent calls was 9.9 + 6.40 minutes. The length of the
coaching call was not significantly related to scores on the
moodManager depression tracking tool during the following
week (P =.36). Similarly, moodM anager depression ratingsdid
not predict the length of the following coaching call (P = .63).

Coaching and Utilization

Length of the coaching call was not significantly related to
subsequent number of site visits (P = .23), and number of site
visits did not significantly predict the length of the coaching
cal (P=.15).

Exit Interview

Overal, participants reported that the site was helpful and
enjoyable to use. Tracking features, specifically activity
scheduling and mood ratings, were reported as highlights of the
site. Patients also consistently liked the content of the learning
modules, and some indicated that more content would be
welcomed. General problems reported were mostly usability
related issues including critiques regarding navigation and
confusion related to rules and requirements for progression
through the program. Some patients did not always use tools as
taught (eg, many patients used thought records as a free form
“journa™), although these participants were still enthusiastic
about using the features.

Discussion

This study examined the feasibility of a multimodal treatment
approach to depression. The Internet treatment required more
frequent log-ins than are typically required. The telephone

http://www.jmir.org/2010/5/e48/

coaching support was developed based upon accountability
theory and is, to the best of our knowledge, thefirst manualized
telephone support program for an Internet intervention. The
trial showed good overall treatment adherence. The attrition
rate of under 10% is similar to the 8% rate of attrition seen in
telephone administered therapies [14] and compares favorably
with the 25% to 50% attrition rates seen in face-to-face
psychotherapy and the 35% to 90% attrition rates seen in
stand-alone and email supported Internet interventions [4]. In
addition, log-in ratesto the website averaged nearly 4 per week
in the early phase of treatment and remained at twice per week
in the final week. While the numbers of log-ins in the later
weeks were somewhat lower than recommended, the mean of
23log-insover 7 weeksin treatment is, as best we know, higher
than other Internet treatments have achieved. Reductions in
both diagnosis of depression and severity of depressive
symptomswerein the range seenin randomized controlled trials
(RCTs) of psychotherapy and antidepressant medications
[29,30]. Overal, the finding that patients adhered to the
treatment at a high rate and improved suggests that using
multiple telecommunications technologies to support Internet
interventions for depression is feasible and acceptable to
patients.

We examined within treatment rel ati onshi ps between depression
and adherence variables. Poorer mood in any given week was
associated with agreater number of site visits. However, mood
did not significantly predict the number of site visits the
following week, nor did number of site visits predict mood.
While it is difficult to make inferences about causality, we
speculate that poorer mood increased utilization since the
alternative, that utilization decreased mood, isinconsistent with
the overall positive outcomes. Thus, these findings suggest that
patients may titrate their treatment to meet their own needs.

The TeleCoach intervention protocol was designed and
developed sothat it iseasy tolearn and ultimately could be used
by providers who do not have any specific training in cognitive
behavioral therapy, or in psychotherapy more generally. The
intent is that nurses, social workers, or other persons serving in
the role of care managers could be trained to implement the
protocol. The coaching sessions were intended to be 5 to 10
minutes. In fact, the session length mean was approximately 10
minutes. Therewas considerable variability in length, with many
sessions being considerably shorter but many also being much
longer. However, there was no support for theideasthat session
length was a response to poorer mood or that the length of the
session affected mood. Indeed, our experience was that the
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“chattiness’ of the patient was the principal driver of session
length.

The patients who enrolled in the study met criteria for anxiety
disorders at a much higher rate than seen in the general
population [1]. This finding, which was unexpected but not
surprising, suggests that Internet interventions may reach
populationswho commonly are not seen in standard face-to-face
psychological interventions. For example, patients with
agoraphobia might find it difficult to get to a clinic, while
patientswith social anxiety may find it uncomfortableto engage
in psychotherapy. Indeed, this was borne out by spontaneous
comments from patients to the coaches indicating that they
would never seek help from a therapist. A posthoc analysis
found no evidence that patients with symptoms of agoraphobia
or social anxiety performed any better or worse than patients
without these symptoms. The potential for Internet interventions
to reach such undertreated or untreated populations remains an
areawith great research and clinical potential.

The primary impetusfor this study was the problem of attrition
in Internet intervention. Adherenceto Internet interventions has
repeatedly been identified as a major problem requiring the
development of a“ science of attrition” [9,31]. Much of thework
on attrition has focused on understanding how the reach of the
Internet might increase enrollment of patients at greater risk of
attrition, incorporating components into trial design to prevent
this effect (eg, through the use of run-ins), and understanding
patient characteristics associated with attrition [4]. In addition,
there have been numerous attempts to reduce attrition through
modifications to Internet interventions, but this has been done
without much theoretical underpinning. These modifications
have included the addition of postcard reminders, email,
telephone calls, and online discussion groups [32,33]. While
initial attemptsto find solutionsto the problem of attrition may
benefit from investigator intuition and trial-and-error
approaches, the area of Internet intervention has advanced to a
stage where it could benefit from more refined and better
specified models, which define the components of human

Mohr et al

interaction and support that contribute to adherence. Such a
conceptualization could be used to develop more refined
intervention solutions to the problem of attrition.

Limitations

This study is a preliminary feasibility trial and, as such, it has
al of the problems associated with such studies. Without a
control condition, we cannot rule out the possibility that the
improvements in depression were due to the natural course of
the illness or to other factors independent of the intervention.
Without controlling for telephone and/or website treatments
along, itisasoimpossibleto determine the rel ative contribution
of each to either adherence or depression outcomes. Given the
large number of people who did not follow up after initial
contact, it ispossiblethat there was some sample selection bias.
While the numbers selected out are similar to those seen in other
trials of Internet interventions for depression [32,34], the
possibility that our results are due to selection bias cannot be
ruled out. In addition, the small size of the sampleincreasesthe
likelihood that the sampleis not representative of the population
from which we recruited. Finally, while study staff clarified at
each assessment point that payment was for assessments and
not for moodManager use, it is possible that the adherence to
the treatment was influenced by these payments.

Conclusions

Given these limitations, we emphasize that the results of this
feasibility trial should in no way be used to suggest that the
moodM anager website or the TeleCoach support have any effect
on depression or adherence. However, these results are very
promising. As the first study of a manualized coach support
program for an Internet intervention, this study opens aline of
research that has the potential to improve our understanding of
how to enhance adherence to Internet interventions. Based on
the encouraging results of this study, we have initiated a pilot
3-arm RCT comparing (1) moodManager and TeleCoach, (2)
moodM anager alone, and (3) await-listed control group for the
treatment of major depressive episode.
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Abstract

Background: In arecent uncontrolled trial of a new therapist-assisted Web-based treatment of adolescent victims of sexual
abuse, the treatment effects were found to be promising. However, the study suffered a large pretreatment withdrawal rate that
appeared to emanate from reluctance among the participants to disclose their identity and obtain their parents' consent.

Objective: Our objectives were to confirm the effects of the online treatment in a controlled trial and to evaluate measures to
reduce pretreatment withdrawal in vulnerable populations including young victims of sexual abuse.

Methods: The study was designed as awithin-subject baseline-controlled trial . Effects of an 8-week attention-placebo intervention
were contrasted with the effects of an 8-week treatment episode. Several measures were taken to reduce pretreatment dropout.
Results: Pretreatment withdrawal was reduced but remained high (82/106, 77%). On the other hand, treatment dropout was |ow
(4 out of 24 participants), and improvement during treatment showed significantly higher effectsthan during the attention placebo
control period (net effect sizes between 0.5 and 1.6).

Conclusions: In treatment of vulnerable young populations, caregivers and researchers will have to come to terms with high
pretreatment withdrawal rates. Possible measures may reduce pretreatment withdrawal to some degree. Providing full anonymity
isnot aviable option sinceit isincompatible with the professional responsibility of the caregiver and restricts research possibilities.

(J Med Internet Res 2010;12(5):€58) doi:10.2196/jmir.1455
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Childhood abuse; adol escence; sexual abuse; codes of ethics; consent; anonymity; posttraumatic stress disorder; cognitive behavior
therapy; cognitive behavior therapy methods; Internet; exposure; social sharing

: treatment of adolescent victims of sexual abuse and sexua
Introduction violence. Dutch epidemiological research among 12 to 25 year

M ore than adecade of research has shown that therapi st-assisted old children, adolescents, and young adults had e;ti mated the
Web-based trestment may provide an effective alternative to  Prevalence of sexual abuse to be 18% among girls and 4%
standard (face-to-face) treatment for a wide range of amongboys[3]. Other studies demonsirated that many victims
psychological disorders [1,2]. However, most of the evidence do not pllsclose their experiences and thgt.the access bility of
has been collected among adult populations. Further research ~ Professional help was poor dueto long waiting lists[4]. Clearly,
is needed to establish the efficacy of such treatment for therewas aneed for more accessible psychological help for this
vulnerable children and adolescents. group. In their online project, Rutgers Nisso aimed to increase

the availability of evidence-based care. They conjectured that

In 2007, the Rutgers Nisso Group, a Dutch expert center on  adolescent victims would more readily seek online treatment,
sexuality, initiated the devel opment of a protocol for the online
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given their extensive use of the Internet and their tendency to
disclose their feelings and thoughts more freely on the Internet

[5].

Rutgers Nisso, the Interapy group—a Dutch center for research,
development, and Internet treatment of psychological
disorders—and the University of Amsterdam developed an
online treatment based on an existing therapist-guided
Web-based treatment of posttraumatic stress [6-10]. This
protocol was adapted to victims of sexual abuse, and its effects
were tested in an uncontrolled clinica trial. In that study,
treatment dropout was low (all but one completed treatment),
and the effects for those who started treatment were favorable.
At posttreatment, participants reported substantial reductions
on measures of posttraumatic stress and general
psychopathology (.7 < d < 1.1). However, pretreatment
withdrawal was very high (90%): only 8 of the 82 eligible
applicants (10%) actually started treatment. Applicantswithdrew
in large numbers during the online screening prior to a
diagnostic telephone interview [11]. Anayses of the
pretreatment withdrawal suggested that the researchers
obligation to ascertain parental consent and the supposed loss
of anonymity for the participants discouraged many applicants
from participating in the study.

The study raised several dilemmas:

Is it responsible to forgo biographical information that might
be essentia in the case of a personal crisis of the client? What
istheresponsibility of the care provider in that case? Obviously,
the moral aspects seem to be the most compelling, but there
may be financial consequencesif claims of neglect are brought
against the care provider. Legal questions may present
themselves in countries such as the Netherlands where care
providersare obliged to obtain and register the“ Citizen Service
Number” of all clients.

On the other hand, what are the ethical implications of
withholding a promising treatment from the most vulnerable
group?

How will outcome research suffer given the absence of the
biographic information that is needed to conduct long-term
follow-up, dropout analyses, and analyses of moderators of
treatment effect?

Dilemmas associated with the requirement for parental consent
and the loss of anonymity are not confined to treatment studies.
In survey research, nonresponse increases considerably when
anonymity is lifted, and informed consent is made obligatory
[12]. After a general health examination with youngsters
between 12 and 17 years of age, Lothen-Kline and colleagues
[13] experimented with 2 exit questionnaires. The questionnaire
informing the respondents that their data would be shared with
parents or guardians showed significantly less affirmation
regarding suicidal ideation and use of alcohol than the consent
form that did not mention this. Some authors have discussed
the age level up to which parents or guardians have to be
informed. Some of them advocate |owering the age level because
the cognitive development of youngsters is sufficient for them
to decide themselves whether to participate [14]. The
recommendationsvary from “researchers should be responsible
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and know when to deviate from the normal age restrictions’ to
“researchers should adhere to the law with regard to the age of
parental control” or “try to get dispensations.” However, issues
of law and responsibility are often neglected as well. In a
systematic review of 34 outcome studies regarding substance
abuse, Smith et al found that in 59% the consent procedures
were not reported adequately [15].

Asnoted by Childress[16], if theidentity of a client cannot be
verified, the caregiver runs the risk of treating minors without
the knowledge and consent of their parents or guardians. Full
anonymity does not seem to be aviable option in guided online
treatment. Anonymous treatment may jeopardize the
professional responsibility of the caregiver [17] and will restrict
research possibilities. In general, two options seem feasible.
First, one can reduce the anxiety about nonanonymity in the
participants. This is especially important for potential clients
who do not need parental consent but who nevertheless are
hesitant to participate without strict anonymity. Second, if
possible, one can change the designs of studies in such ways
that parental consent might not be required.

In the next section, we present the design and outcome of a
study that was conducted to obtain a controlled estimate of the
effects of online treatment for young victims of sexual abuse.
In this study, several measuresweretaken to reduce pretreatment
withdrawal. The discussion reflects on the outcome for those
who started treatment and the lessons that were learned with
regard to pretreatment withdrawal.

Methods

Design

Severa studies have demonstrated the effectiveness of the
therapist-assisted Web-based treatment in adults [6-10]. A
previous study confirmed these findings in an adolescent
population[11]. Under Dutch law, in experimental (randomized)
studies, parental consent is not needed for participants of 18
years and over. However, if the study is a nonrandomized
evauation of an existing treatment, thisis lowered to 16 years
and over. For that reason, the present study was designed as a
treatment  evaluation study, in a within-subject,
baseline-controlled format. The baseline-control period consisted
of a placebo intervention of 8 weeks comprising attention by
providing fortnightly outcome measurements and encouraging
messages. Thetreatment period followed and comprised 8 weeks
of intervention, with 4 fortnightly outcome measurements. Since
there was no randomization, participants who were 16 years or
older did not need parental consent. The design was approved
by the ethical committee of the Department of Psychology of
the University of Amsterdam.

Treatment

The Protocol

The treatment protocol was based on an existing cognitive
behavioral treatment of posttraumatic stressin adult popul ations
[6-10] and on previous research that suggested that victims of
rape or other forms of sexual abuse often refrain from disclosing
their experiences. In alarge survey study, Langeet al [18] found
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that reactions to disclosure were critical in this association.
Negative reactions, inducing shame and guilt, explained more
of the variance in psychopathol ogy than the“ objective” severity
of the abuse. The original treatment comprises 10 structured
writing assignments[7,19] implementing 3 therapeutic modules:
exposure, cognitive reappraisal, and social sharing.

Severa changeswere made to adapt the protocol to the treatment
of victims of sexual abuse. First, an additional feedback occasion
wasincluded in the exposure module to provide extra guidance
at this difficult stage [20,21]. Second, an extra module was
added that comprised participants’ writing about the impact of
the sexual abuse on their physical functioning, on their body
image, and on their intimate rel ationships and sexuality. Third,
at the end of treatment, instructions were added to generate a
“personal toolkit,” that is, a document in which participants
listed the treatment elements they found most useful. In this
document, clientsformul ated how they would use these elements
should they sense impending relapse. Finaly, extra
psycho-education was added concerning the specific problems
participants might have encountered, such as shame, social
anxiety, or lack of assertiveness. The treatment comprised 11
virtual contacts during the 8 weeks of treatment.

Setting

The full therapeutic procedure was conducted without
face-to-face contact. Participants used acommon Web browser
to follow the procedure, including the completion of the
guestionnaires and the therapeutic assignments.

Privacy

Several measures were taken to secure the privacy of the
participants. First, only the therapist and the participant were
given access to the treatments. Participants and therapists were
given an account to a private password-protected website. In
addition, the website included a Web mail system, which
allowed participants to contact their therapist outside the
treatment regime. Thus, participants who shared an email
account with others (eg, family members) did not have to use
this shared account during treatment. Third, all communication
with the website was encrypted with the Hypertext Transfer
Protocol over Secure Socket Layer. Fourth, the Web server was
protected by a firewall and remotely administered through an
encrypted communication channel.

Participants

Recruitment

Inthe previous study of treatment of victims of childhood sexual
abuse [11], many applicants were excluded because they were
older than 18 years of age. Later, strong indications from the
field suggested that help was equally needed for young adults
and for adolescents. Accordingly, the upper age level in the
present study was raised to 25 years. Dutch mediaprovided free
publicity to the study in response to a press release. Potential
clients were referred to a public website that provided
background information about the study. Thiswebsite contained
an online application form.

http://www.jmir.org/2010/5/e58/
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Screening

The screening started with standardized self-report instruments
administered through the secure website. To ease the fear of
losing anonymity, the biographic questions (name, gender,
telephone number, names of parents and general physician, and
insurance data) were not posed at the beginning of the online
screening, but in separate steps at later stages.

The online screening was followed by a diagnostic telephone
interview conducted by graduated clinical psychologists.
Applicants who were not willing to submit to the telephone
interview were given the option of being interviewed through
online text-based chat. To beincluded in the study, participants
had to score at or abovetheclinical cutoff [24] for posttraumatic
stress disorder (PTSD) on the Impact of Event Scale (IES)
[22-24], described below. To establish whether the respondents
experienced sexual abuse in the past, the Childhood Unwanted
Sexual Experiences Questionnaire [25,26] was adapted for use
with adolescents. It provides information about the type of the
abuse, severity, feelings of guilt and shame, degree of disclosure,
location, and the relationship with the perpetrator.

Risk of psychosis was determined by means of the Dutch
Screening Device for Psychotic Disorder (SPDP) [27]. The
Somatoform Dissociation Questionnaire-5 [28] was used to
determine the degree of dissociation. Suicidal ideation was
determined with the Dutch adaptation of the Suicidality
Questionnaire [29]. The Dutch adaptation of the Self Harm
Inventory [30] was used to establish the presence and degree
of auto-mutilation. Applicants were excluded if they scored
above the cutoff scores of these instruments. They were aso
excluded on grounds of any of the following: ongoing sexual
abuse in the family; a prevalent disorder other than PTSD
diagnosis; concurrent treatment; anorexia nervosa (body mass
index [BMI] < 18); use of neuroleptica; prior admission into a
psychiatric hospital; or substance abuse. Excluded respondents
received personalized referralsto agencies providing face-to-face
treatment in their region.

Outcome M easures

The Impact of Event Scale

The Dutch adaptation of the |ES was used to measure the degree
of traumatization [22,23]. The IES consists of 15 items and
comprises the subscales Intrusion (8 items) and Avoidance (7
items). Cronbach alpha varies between alpha = .66 and alpha=
.78 for the Avoidance scale and between alpha =.72 and apha
= .81 for the Intrusion scale [31]. In the control period and
during treatment, the |ES was administered every 2 weeks.

Depression Subscale of the Symptom
Checklist-90-Revised

To establish the degree of depression, the Dutch adaptation of
the Depression subscale of the revised Symptom Checklist-90
(SCL-90-R) was used [32,33]. This scale comprises 16 items,
which are scored on a 5-point Likert scale (0 to 4), indicating
the rate of occurrence of depressive symptoms over the past
week. The scale hasgood internal consistency (Cronbach apha
= .90) and good convergent and discriminant validity. The
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depression measure was administered 3 times: prebaseline,
postbaseline/start treatment, and posttreatment.

Invalidation and Strength

Based on the methodology of Routine Outcome Monitoring
[34], during the study, participants were repeatedly asked to
expressthe degree to which their symptomsinterfered with their
functioning (ie, Invalidation) in the past week, on a scale from
1 (low) to 10 (high). Similarly, participants monitored their
Strength, that is, the degree to which they had been ableto cope
with their symptoms in the past week. Correlations between
Invalidation and Strength were calculated on all measurement
moments. As to be expected, the correlations were negative,
statistically significant (P = .005), and fairly high: the mean
correlation was r = -.55 and ranged fromr =-30tor =-.71.
These associations became stronger in the second part of the
study when the scores started to be affected by the therapeutic
impact. These findings suggest that the measures, though
associated, measure distinct constructs.

Client Satisfaction

At posttest, participants answered questions regarding their
satisfaction with the treatment in general and with its specific
parts. In addition, they rated the therapeutic alliance, the nature
of the online contact, whether they missed the face-to-face
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contact with their therapists, and their perceived effectiveness
of the treatment.

Statistical Analyses

I mprovement was cal culated for the baseline-control period and
the treatment period separately. The differences between
improvements during the control and treatment period were
tested for each of the 4 outcome measures, using two-sided
paired t tests. All participants, including those who did not
complete the treatment, provided outcome data. Hence, the
effects could be ascertained for all participants, including the
dropouts (intention to treat), without statistical imputation
techniques being necessary. The effect sizes were expressed in
Cohen’'sd[35] for both periods separately by dividing the mean
improvement scores by the standard deviation of the first
assessment. Net effect sizes were calculated by subtracting the
effect size of the control period from the effect sizes of changes
during the treatment period.

Results

Participant Flow

Overall, as shown in Figure 1, this study also suffered from
considerable pretreatment withdrawal. Of the 106 applicants
that were not excluded by the researchers, 77 % (82) did not
start the baseline-control period.
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Figure 1. Flowchart of participation
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No Show

Of the 155 applicants, 24% (37) did not start the screening.
Since we have no data for these respondents, we could not
establish their age or their reasons for withdrawing.

Screening Withdrawal

Intotal, 118 applicants started the screening. Of these, 40 (34%)
did not complete the screening. Most of the withdrawal (37
applicants) occurred during the online part of the screening.
The online screening comprised 21 steps. Of these, 3 steps
included biographic questions. Of those who withdrew during

http://www.jmir.org/2010/5/e58/
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the online screening, 49% (18 out of 37) did so at one of these
three steps.

Of the 81 applicants who compl eted the online screening, 3 did
not commit themselves to the interview. Accordingly, 78
respondents were interviewed by telephone or chat. Intotal, 71
participants accepted the telephone interview, while 7
participants opted for the online chat.

Exclusion

Of the participants who completed the screening and were
interviewed, 63% (49/78) met the criteria for study exclusion.
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The main reasons for exclusion were ongoing abuse within the
family (n = 20) or being in concurrent treatment (n = 9).

I nformed Consent

Of the 29 participations who were admitted to the study, 24
returned the completed informed consent form and were
subsequently registered for participation in the treatment; 5 did
not return the informed consent form. There was no difference
in withdrawal percentage at this stage between those who had
committed themselves to atelephone or chat interview.

Treatment Dropout

Of the 24 darting participants, 1 withdrew after the
baseline-control period, and 4 dropped out during the treatment
phase. All 24 starting participants completed the posttest.

Lange & Ruwaard

Age and Withdrawal

Table 1 presents the various forms of pretreatment withdrawal
(screening dropout, refusing interview or chat, no informed
consent) in different age groups. The table indicates that the
younger groups showed higher rates of withdrawal than the
older ones. Of the 65 applicants who had provided information
about their age and were not excluded, the withdrawa was
highest (7/8 or 87%) among the age group 14 to 15 years. The
group aged 16 to 17 years old showed awithdrawal rate of 75%
(12/16), whereas in the oldest group, 22 out of 41 (54%)
withdrew before treatment started.

Table 1. Type of withdrawal by age group of applicants who were not excluded

Age Group

14-15(n=8) 16-17 (n = 16) >18 (n=41)
Type of Withdrawal n % n % n %
Screening dropout 5 62% 8 50% 20 49%
No interview 2 25% 1 6% 0 0%
No consent 0 0% 3 19% 2 5%
Total withdrawal 7 87% 12 75% 22 54%
Started baseline 1 12% 4 25% 19 46%

Outcome

Effects of Treatment

Basaline Characteristics

On average, participants who started treatment were 20 years
old (range 14-25, SD 3.5). One participant was younger than
16, four were between 16 and 17 years old, and 19 participants
were between 18 and 25 years old. An average of 5 years had
passed (SD 4) since the occurrence of the traumatic events.

Table 2 presentsthe averages of the participants on the outcome
measures at screening, postcontrol/pretreatment, and at the end
of treatment. The table shows large effect sizes for decreasein
Invalidation and increase of Strength during treatment, while
there were no or only small improvements during the control
period. Accordingly, Table 2 shows large net effect sizes
(differencein effect size between treatment and control) aswell
for Invalidation, Depression, and Strength. However, the net
effect sizes on trauma symptoms as measured by the IES were
moderate (d = .5) and not significant (P = .28).

Table 2. Means and standard deviations of outcome measures administered at the screening, at postcontrol period, and at posttreatment, effect sizes d,
and t values resulting from the paired t tests of the differencesin improvement during control and during treatment

Screening/ Postcontrol/ Posttreatment Test of Difference

Precontrol Pretreatment n=24

n=24 n=24
Measure Mean SD Mean SD d Mean SD d to3 P
IES? 495 9.1 35.7 15.2 15 175 154 2.0 11 .28
DER? 43.7 133 41.8 120 29.3 116 9 33 .01
Invalidation 7.0 14 6.5 11 3.6 17 2.0 37 .01
Strength 5.2 17 5.2 16 7.1 16 11 3.2 .01

8|ES = Impact of Event Scale
bpEp= Depression subscale of the revised Symptom Checklist-90

Overall, from screening to posttreatment, the effect sizes were
very high, with Cohen’'s d varying from d = 1.1 (strength) to
3.5 (trauma symptoms). Regarding the IES, al participants
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improved. According to the criteria of Jacobson and Truax [36],
of the 24 participants, 2 (8%) changed only marginally, 5 (21%)
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reported reliable improvement, and 17 (71%) reported scores
reflecting areliable and clinically significant improvement.
Repeated Assessments

Figure 2 shows the process of change during control and
treatment by the results of the fortnightly measurements of

Lange & Ruwaard

traumatic stress (IES), Invalidation and Strength. The figure
displaysthe devel opment of the standardized means over time:
mean pretest scores were subtracted from the mean score at
each measurement occasion and divided by the pretest standard
deviation.

Figure 2. Standardized mean change in Impact of Event Scale (IES) scores and single-item assessments of Invalidation and Strength as measured
weekly during the screening, the baseline control period (C1-C4), and the treatment period (T1-T4)

T - -
- -
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strength
T T T T T T T T T
Screening C1 Cc2 C3 C4 T1 T2 T3 T4
Time

Figure 2 suggests that the large reduction in |ES scores in the
control period should be attributed to the screening. The
screening included many questionsthat required the participants
to focus on their trauma and on their present situations. In
combination with the psycho-education and the expectation of
theforthcoming treatment, this might have resulted in increases
of awareness and hope. This ad hoc explanation is supported
by Figure 2. The drop in IES right after the screening is very
steep (this decrease represents an effect size of d = 1.3). After
this, there is no further decrease in the IES scores during the
baseline-control. When treatment started, the decrease started
again, and persisted, during the whole treatment period.

In exploratory analyses, the change in trauma symptoms during
the baseline-control period was again compared with the change
during treatment. Thistime, the |ES improvement scores were
not calculated on the basis of the measurements taken during

http://www.jmir.org/2010/5/e58/

the screening but on the basis of the measurements taken at the
start of the baseline-control, that is, at C1, thefirst measurement
during the baseline-control period. Thisresulted in asignificant
difference between improvements in |ES Scores made during
treatment and the baseline-control period of P < .001, with a
net effect of d = 1.8.

Client Satisfaction

Asshownin Table 3, participants expressed general satisfaction
with the treatment and their therapists. Although 22% of the
participants did miss face-to-face contact, they were highly
satisfied with their therapists, and 91% (21/23) stated that they
would recommend the treatment to others. Treatment modules
were evaluated favorably, in particular the exposure part of the
writing. The new “Body” module, targeting bodily symptoms,
received the lowest rating.
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Table 3. Client satisfaction with treatment and therapists

Lange & Ruwaard

Aspect Response
n=23
Satisfaction with Treatment (scale of 1 to 10)
Overall, mean (SD) 7.9(1.3)
Writing/exposure phase, mean (SD) 8.1(1.3)
Body phase, mean (SD) 6.7 (2.1)
Cognitive reappraisal phase, mean (SD) 7.3(2.5)
Taking leave/socia sharing phase, mean (SD) 6.8(2.9)
Satisfaction with therapist , mean (SD) 8.6 (1.0)
Missed face-to-face contact, n (%) 5 (22.2%)
Internet therapy is an effective method, n (%) 20 (87%)
Would recommend the treatment to others, n(%) 21 (91%)

Discussion

The first part of the discussion focuses on the outcome of the
controlled study for those participants who started treatment.
The second part focuses on the pretreatment withdrawal. Finally,
we formulate on the basis of our results a set of
recommendations regarding the ethical dilemmas concerning
the online research into the treatment of young and vulnerable
populations.

Effects of Treatment

The data showed strong decreases in posttraumatic stress
symptoms, depression, and subjective invalidation, and astrong
increase in subjective strength. The tests between improvements
in the baseline period and the treatment period were highly
significant. The graphs of Invalidation and Strength showed
gradual improvements that started after the first module and
continued until the end of treatment.

At screening, the average |ES score was well above the cutoff
scorefor PTSD, and, at final posttest, the |ES score was clearly
below the cutoff score. From prebaseline (screening) to
posttreatment, reductions in symptoms were significant and
very large in terms of effects sizes. Taking these results into
account, it isworth considering incorporating the screening and
baseline period into the treatment itself. In future randomized
trials, the effects of treatment with or without this baseline
period should be investigated.

Ratings of the modules were generally high. Surprisingly, the
lowest rating was given to the module that was specially
generated for this population, psycho-education on somatic
symptoms that might occur after sexual abuse. This might have
been caused by specific frightening parts of the module
comprising monitoring of behaviors including self-harm,
obsessive cleanliness, and fear of being touched. Nevertheless,
as shown in Figure 2, the relatively low satisfaction with this
module did not interrupt the gradual improvements; there are
indications that the module might even have given positive
incentives to the next module of cognitive reappraisal.

http://www.jmir.org/2010/5/e58/

The study is characterized by several strengths. In most
experimental studies of the treatment of posttraumatic stress,
the measures of the effects are expressed in terms of decrease
in trauma symptoms. The present study confirmsthat treatment
effect may aso be expressed in the increase in feelings of
strength. Our findings support the general suggestion to care
providers and researchersto not focus entirely on the reduction
of illness behavior, but to also target increase in self-esteem
and empowerment [37,38]. Finaly, the encouraging messages
and repeated measures rendered the control period an attention
placebo condition.

The content of the intervention was well established in prior
research [6-10] and adapted to this specia population in
collaboration with an institution that is specialized in treating
sexual problemsin adults and adolescents. The protocol included
many motivational techniquesthat inspired clientsand therapists
in bringing about a positive bonding [39-41]. The manner in
which the online protocol was implemented allowed for strict
control of treatment integrity.

Of course, this study also had its limitations, in addition to the
considerable pretreatment withdrawal. First, only one mae
participated. The underrepresentation of males may be due to
the greater incidence of sexual abuse among women. Also, a
greater fear of disclosurein male victims may discourage them
from seeking treatment [42,43]. We will have to find ways to
encourage victimized mal e adol escents to seek evidence-based
help. A second limitation is the absence (at the time of writing
thisreport) of follow-up measurements. The follow-up measures
will be ascertained up to one year after the posttest.

Pretreatment Withdrawal

Of the 78 participants who completed all stepsin the screening,
49 (62%) had to be excluded, alarge proportion of them because
the abuse was ongoing within the family or because they were
aready in treatment elsewhere. This demonstrates the
vulnerability of this population.

In the previous study [11], many eligible applicants withdrew
before treatment. In the present study, several measures were
taken to reduce pretreatment withdrawal. First, the study was
designed as an evaluation of treatment rather than an
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experimental randomized study. In thisdesign, parental consent
was obligatory only for applicantsunder 16 years of age instead
of 18 years. Second, the upper age level for participationin the
study was increased from 18 to 25 years. Thus, the population
of potential participants who did not require parental consent
was expanded. Third, participants were offered the alternative
of astructured interview by chat if they werereticent to answer
guestions on the telephone.

The previous study showed a withdrawal rate of 90%. In the
present study, the pretreatment withdrawal rate was 77%, a
reduction of 13%: atotal of 82 out of 106 applicants, who were
not excluded by researchers, withdrew before treatment, while
24 (23%) started treatment. The present withdrawal rateis still
high, but we should keep in mind that online treatment studies
involving less sensitive populations also show considerable
pretreatment withdrawal, varying from 19% to 46%, with an
average of 37% [6-10].

The procedures during the screening permitted us to inspect at
what stages withdrawal occurred. Thisinspection revealed that
screening withdrawal was strongly associated with the posing
of biographic questions. This again suggests that anonymity is
probably the decisive factor, especially since the older
participants—who did not need parental consent—al so withdrew
in high numbers when the biographic questions came up. We
also learned that the youngest group (aged 14 to 15), who needed
parental consent, withdrew nearly totally. Only 1 of the eligible
applicants of that group started treatment (6%). The group of
16to 17 yearsold did slightly better; 4 (25%) started treatment.
The lowest pretreatment withdrawal was found in the oldest
group, of which 46% of the eligible applicants started treatment.

Of course, caution is warranted in inspecting these results as
they are based on relatively small numbers. But altogether, the
data suggest that fear of losing anonymity isimportant for both
young and old participants, whereasthe fear of needing parental
consent is more or less decisive for the younger age groups.
Arranging the study asatreatment eval uation probably permitted
the 16 to 18 years olds to participate in somewhat higher
numbers sincethey did not need parental consent. Therelatively
low withdrawal in the oldest group supports this reasoning as
well.

Conclusion and Possible Approaches

Although pretreatment withdrawa occurs in most online
treatments, it isworrisomethat we are at present unableto reach
agreater number of potential participantsin the present type of
vulnerable population. The measures taken to reduce
pretreatment withdrawal seemed to have had some effects, but
they were modest. Providing full anonymity is not an option
since it is contrary to the professional responsibility of the
caregiver, does not allow payment by insurance companies, and
restricts research possibilities. However, high pre-treatment
dropout should not discourage effortsto treat vulnerable groups.
After dl, the present study also revealed good adherence: having
started the online treatment, few participants dropped out.
Furthermore, in the treated group, the positive effects were
large. The present procedures and findings should motivate us
to find more effective ways of lowering the participation
threshold without relaxing the clinical and scientific standards
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to which we subscribe. Even without the guarantee of
anonymity, the following measures may reduce pretreatment
withdrawal in so far as it is caused by fear of nonanonymity
and the obligation of parental consent.

Loss of Anonymity

Determine which information is minimally necessary to carry
out responsibleinterventions, for example, age, name, insurance
details. Providers of heath interventions could confine
themselves to this minimally necessary information.

Provide information on the homepage about the necessity of
gathering these biographic data. The most effective phrasing
and timing of thisinformation isan important issue that requires
careful consideration.

During the screening, biographic questions should be preceded
by an explanation of why each question is asked, and why the
answer is optional or obligatory.

If biographic data are asked for scientific reasons only, make
sure that clients are informed why the questions are asked and
do not oblige them to answer those questions.

Increase the participant’sfeeling of anonymity. Thisisespecially
important for those potential clients who do not need parental
consent but are neverthel essrel uctant to participate if anonymity
is not guaranteed. Anonymity could be enhanced by posing
fewer biographical questions. Information concerning actual
identity could be requested at later stages in the program.

If parental consent is not needed, make sure that clients are
informed that data are not shared with others.

Parental Consent

Seek dispensation regarding parental consent. For example,
dispensation could be made conditional on the client’sdisclosure
to specialy trained general practitioners [44]. Consent of one
of these should then be sufficient to initiate the screening and
ultimately start the onlinetreatment. Note that in most countries,
this would require a change in the law. Mental health
institutions, political, and governmental institutions would have
to make a concerted effort to realize the necessary changes to
the law.

In countriesin which the obligation of parental consent isstricter
in research than in evaluation of treatment, one may facilitate
participation by designing the study so that it, in effect, satisfies
the definition of treatment evaluation.

If possible, consider changing the format from treatment to
self-help. The present study comprised a full-fledged
therapist-guided online treatment. Completely automated
self-help programs might raise less anxiety about loss of
anonymity. Many of the content protocols, such as those
presented here, could be used in self-help programs. Yet, this
option may gtill leave unresolved some legal and responsibility
problems. Furthermore, there is growing evidence that the
effects of pure self-help are different from the effects of guided
self-help or online treatment [1,45,46].
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Final Remarks high pretreatment withdrawal will remain considerable. Future
studies should address this problem and describe the measures
that were taken to reduce pretreatment withdrawal and therates
of withdrawal at various stages.

We may simply have to accept that even when all measures
described above are taken, the chances of encountering relatively
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Abstract

Background: The Internet isan important source of health information for people with psychiatric conditions. Little is known
about the way patients with schizophrenia use the Internet when it comes to issues related to their illness. Data on their specific
needs, difficulties, and the consegquences related to Internet use are lacking.

Objective: Our objective wasto investigate the nature and subjective consequences of health-related | nternet use among patients
with schizophrenia.

Methods: In all, 26 individual semistructured interviews were conducted and analyzed qualitatively in groups of 4 until
theoretical saturation was achieved.

Results:  Study results suggest that the Internet is an influential source of illness-related information for patients with
schizophrenia. Many aspects of their behavior around the Internet resemble those of individuals not afflicted by mental illness.
Importantly, problems specific to patients with schizophrenia were stimulus overflow, an inability to deal with the abundance of
information, difficulties with concentration, lack of energy, paranoid ideas, symptom provocation, and the need to distance
themselves from illness-related topics as part of the recovery process. Internet information was subjectively perceived as having
the potential to significantly change patients’ attitudes toward medication and their relationships with doctors.

Conclusions: Thesefindings provideinsight into how individual swith schizophreniahandleillness-rel ated I nternet information.
The data could contribute to the continuous devel opment of | nternet-based interventions and offer novel approachesto optimizing
traditional treatment options.

(J Med Internet Res 2010;12(5):€70)  doi:10.2196/jmir.1550

KEYWORDS
Schizophrenia; psychosis; Internet; attitudes; behaviors

: growing importance specifically as a source of health
Introduction information [3]. How it is actualy used and the importance
Private use of the Internet as a source of information is Atributed to online health information varies among different
increasing worldwide. Today, in Austria, 70% of households ~Paient groups, such as cancer, gynecology, or general practice

have access to the Internet, and 67% of the general population  Patients [4]. Due to its anonymity and easy access, however,
regularly uses the Web [1-2]. Likewise, the Internet is of the Internet is a particularly important source of information
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and opportunity for peer exchange for those suffering from
chronic or stigmatizing conditions [5-6].

A representative survey of the general population in Great
Britain found that 18% of all Internet users access information
on mental health issues[7], and, as revealed in asurvey among
psychiatric outpatientsin Switzerland, about 68% of those with
various mental health problems use the Internet as a source of
information related to their diagnosis [8]. A further study of
people with a major mental illness in the United States found
that about one-third use the Internet and about half of these
access health information online[9]. Despite thefact that online
health information is of varying quality and readability [10-12],
the Internet may exert considerable influence on its users by
enhancing coping strategies, empowerment, and self-efficacy;
by decreasing the feelings of anxiety and isolation; and by
affecting the doctor-patient relationship aswell as health-related
behaviors and decisions, as has been shown in qualitative and
guantitative studies with participants suffering from both
common and severe mental illness [3-4,13-15].

Dueto their often-marked interpersonal difficulties, peoplewith
schizotypal personality disorder have been found to be especialy
likely to use the Internet, with a particular interest in social
interaction on the Web [16]. Similar considerations apply to
schizophrenia, given the stigma and the interpersonal
communication problemsfrequently associated with thisillness.
The resulting social anxiety and retreat may make the Internet
a particularly important realm of possibility for this group of
patients. However, symptoms of schizophrenia such asattention
deficit or delusional interpretations may become a barrier to
Internet use, especially since websites containing information
on schizophrenia are usually difficult to read, as found in a
recent study on patient information for schizophrenia on the
Web [11].

These complex preconditions indicate that Internet use related
to issues concerning schizophrenia may be associated with
certain difficulties, needs, and consequences specific to patients
suffering from this illness. However, currently available
knowledge on the effects of Internet use on patients has been
largely generated in medical fields other than mental health.
Psychiatric research in this area has so far focused mainly on
depression and anxiety disorders [17-24] or mixed psychiatric
patient groups [25]. Some of these studies using a qualitative
approach have found, for example, that people with mood
disorders increasingly turn to the Internet to make health care
decisions, but are also often merely looking for emotional
support, sympathy, social companionship, and help with getting
through the day [17-18]. At the same time, the Internet offers
astagefor pretenders seeking attention by faking illnesses such
as depression, and this may have profound negative
consequences for patients using online interaction in a spirit of
honesty [17]. Cross-sectional quantitative research suggeststhat
user-selectable peer support may actually aggravate
psychological burden and thus have the potential to trigger a
downward depressive spiral [19]. By the same token,
longitudinal quantitative research found that using the Internet
for health purposes may be associated with increased depression,
attributable to increased rumination, unnecessary alarm, or
overattention to health problems and self-selected online health
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resources [20]. On the other hand, various Web-based
interventions, ranging in their focus from self-help to structured
professionally led therapies, have been shown to reduce
symptoms of depression and anxiety [21-23]. Overall, however,
the methodological quality of such intervention studiesis low,
and high-quality randomized controlled trials are needed to
inform the practice of consumers, practitioners, and policy
makers [24].

When it comesto severe mental illnesses such as schizophrenia,
theimpact of the broad availability of illness-related information
from the Internet on patients with schizophreniaremains almost
entirely unknown. Hence, as a first step, this study aims to
uncover the complex and differentiated experiences and insights
of people with schizophrenia and the potential subjectively
experienced consequences of Internet use on illness-related
attitudes, behaviors, and relationships with doctors.

Methods

Sample

Participants were eligible for inclusion if the following criteria
applied: (1) diagnosis of schizophrenia or schizoaffective
disorder according to the International Classification of
Diseases, Tenth Revision (ICD-10) [26], (2) age 18 to 65, (3)
being stable enough to participate in the interview, and (4)
current or past use of the Internet. Purposive sampling was used
to maximizethelikelihood of obtaining abroad range of views.
Hence, the target group consisted of people of different age
ranges, sociodemographic backgrounds, and varying levels of
Internet use overall and for illness-related information or
interaction in particular. Participants were recruited from the
outpatient department and the day clinic of the Department of
Psychiatry and Psychotherapy at the Medical University of
Vienna, from community psychiatrists, and Promente, a low
threshold community mental health organization that also
confirmed the patients' diagnoses. The study was approved by
the responsible ethics committee, and al participants gave
written informed consent for participation before the interview.
A consultant psychiatrist was available during and after the
interviewsin case a participant might feel burdened or distressed
as aresult of the interview. None of the participants requested
any intervention.

Qualitative Interviews

A semistructured interview style was employed because previous
research in other fields suggested a number of areas of interest.
Semistructured interviews allowed those areas to be covered
while at the same time providing the flexibility to explore
emerging themes and individual issues in detail. Accordingly,
an interview guide was generated from aliterature review, with
theinitial topicsincluding the extent of Internet use as ameans
to gain information about the illness; illness-related interaction
with others on the Internet; reasons for and against using the
Internet for these purposes and consequences thereof; and
communication with others about Internet information and its
consequences. Questions were open-ended and revised
iteratively, allowing for further exploration of new issuesraised.
For example, the topic of how to personally assess the quality
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and reliability of Internet information was introduced by
participants and actively explored in subsequent interviews.

Intheinterviews, participants had the opportunity to extensively
talk about their views, attitudes, and experiences. Probes
according to the interview guide where used when the
participants’ narratives cameto an end or significantly deviated
fromthetopic of interest. Interviewswere conducted at avenue
of the participants' choice, which included a quiet room at the
outpatient department, cafés, and people's homes. Interviews
were conducted by a researcher (author BS) who was not
involved in the participants' treatment. Interviews lasted 15 to
60 minutes. All were recorded on audiotape and transcribed
verbatim. In addition, data were collected on a number of
sociodemographic and illness-related variables.

Data Analysis

For content analysis, QRS NVivo 7 software (QRS International
Pty Ltd, Doncaster, Victoria, Australia) was used [27]. In all,
3 researchers (authors BS, IS, and MA) read the first 4
transcripts repeatedly to immerse themselves in the data. They
independently separated the data into meaningful fragments
identifying emerging themes and | abeling them with descriptive
codes. The individual coding frames were then compared and
discussed until consensus was reached. BS and | S then applied
the constant comparison method independently to chunks of 4
further transcripts at a time, applying and refining the coding
frame by splitting broad themes into smaller fragments and
merging smaller themesinto broader categories as appropriate.
The independent coding results were compared and discussed
regularly, with BS applying the respective refined coding frame
to theinterviewsthat had been coded earlier. After 16 interviews
had been coded in this way by BS and IS, MA independently
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coded another 4 interviews and discussed her findings with the
other 2 researchers to validate the existing coding frame. All
remaining interviews were then independently coded and
compared by BS and IS, and ideas about themes and codings
were discussed at regular intervals throughout the analysis.
Recruitment, data collection, and analysis occurred
simultaneously until theoretical saturation was reached.

Specific Methodological Considerations

Repeated comparison and adaptation of the coding among
researchers aimed to maximize the credibility of the results;
that is, the fit between respondents’ views and the researchers’
reconstruction of the same. Dependability was ensured by a
rigorous and traceable research process with all steps of the
analysis being fully documented. Transferability is addressed
in this report by providing background characteristics of the
individual participants, confirmed by the provision of numerous
verbatim quotes (see below), all of which contribute to the
study’s validity and reliability [27-28].

Results

Characteristics of the Participants

Of the 26 participants whose data were required for theoretical
saturation, 14 (54%) were male. The agerange of all participants
was between 18 and 52 years (mean 33). Sociodemographic
characteristics of the participants are displayed in Table 1.

Themajority of participants, (20/26 or 77%) reported their main
diagnosisto be schizophrenia, while the remaining 23% (6/26)
reported schizoaffective disorder. For all participants, the age
at first onset of illnesswas between 11 and 44 years (mean 22).
All but 2 participants had been hospitalized at least once.

JMed Internet Res 2010 | vol. 12 | iss. 5 [€70 | p.154
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

Table 1. Sociodemographic characteristics of the study participants
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Characteristic (n=26) %
Gender
Mae 14 54
Female 12 46
Marital status
Single 16 62
Partnership/married 6 23
Separated/divorced 4 15
Employement status
Unemployment benefit 4 15
Social welfare benefit 1 4
Student 3 12
Disability pension 11 42
Employed (including sick leave) 5 19
other 2 8
Living situation
Own household (with partner/family) 9 35
Own household (alone) 9 35
Flat share 2 8
Parents’ household 3 12
Supported housing 3 12
Education (highest level completed)
No formal education 1 4
Compulsory schooling? 5 19
Primary education? 7 27
13 50

Secondary education (including college and university)b

@ Different streams of basic education
b Beginning at age 18 or 19

Internet Use

General Internet use ranged from sporadic to several hours a
day. Of al participants, 15 reported use of the Internet on a
daily basis, 8 reported regular use, and 3 reported that they used
the Internet only rarely. Of the 26 participants, 22 reported
having searched for illness-related information on the Web. Of
these, 5 regularly used the Internet for illness-related issues,
while 17 did so occasionaly. In addition, 14 had used chat
rooms or networking sites; 5 had exchanged illness-related
information there. Favored online sources were common search
engines, Internet encyclopedias, and service-related websites.

http://www.jmir.org/2010/5/e70/

Thematic Analysis

We found that 7 key themes emerged from the data: (1) specific
topics of interest on the Web, (2) reasons for and against using
the Internet as a source of illness-related information, (3)
subjectively perceived effects of information from the Internet,
(4) communication with doctors about Internet content, (5)
interaction about the illness on the Internet, (6) reliability and
quality of Internet information, and (7) wishes and suggestions
for improvement. All themes are outlined below together with
some essential quotes. Additional quotes to support the results
can befound in Multimedia Appendix 1. The emerging themes
are summarized in Table 2 together with the number of
participants talking about each topic and the total number of
guotes coded within each category.
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Table 2. Codes applied, number of people quoting the respective topic, and number of quotations within each category
Key Themes Number of Number of
Participants Quotes
Specific topics of interest on the Web
Unspecific illness-related information 15 35
Medication and side effects 14 43
Diagnosis/symptomatol ogy 14 18
Services provided 13 21
Risk factors and illness causes 6 10
Prognosis and course of illness 5 6
Reasons for and against using the Internet as a source of illness-related information
Reasons for using the Internet for illness-related information 22 69
Reasons against using the Internet for illness-related information 26 173
Subjectively perceived effects of information from the I nternet
Positive effects 4 7
Clarification and orientation 8 13
Sharing 4 8
Reassurance 6 7
Finding one'sidentity 3 4
Negative effects 7 9
Symptom provocation or aggravation 3 4
Aversive emotional responses 12 25
Effects on behaviors and attitudes 9 16
Communication with doctors about | nternet content 13 31
Interaction about theillness on the Internet
Interaction about the illness (nonspecific) 5 10
Reasons for interaction 4 5
Effects of interaction 4 9
Reasons against interaction 17 28
Reliability and quality of Internet information 23 69
Wishes and suggestions for improvement 7 15

Specific Topics of Interest on the Web

Frequently, interviewees reported having looked for genera
information with some association to their illness, and they
often had problems defining the issues they had been interested
in more precisely.

Medication was among the most frequently searched issues.
Requests dealt with general information, for example, that
lithium is a salt or the definition of generic drugs as well as
personaly relevant information such as side effects. The Internet
was used to check whether side effects experienced were
attributable to specific medication in the hope of finding better
medication with fewer side effects.

If somehow something new is on the market now
again, if thereis a new class that has no side effects
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at all... [Patient #26, male, age 35, schizophreniasince
age 16]

Participants were conflicted between interest in the topic and
the fear of finding out more about potential side effects. Many
did not want to know too much about their medication and
reported that they preferred relying on their doctors.

And then | am afraid, because | don't like to take
medication that gives me cardiac death or apoplexy
or stroke and there is a higher risk for diabetes as
well. [Patient #4, femal e, age 35, schizophreniasince
age 10]
Another important interest pertained to diagnostic criteria,
symptomatic categories, and statistics, mainly to define one's
own illness and to verify one's diagnosis.
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Interviewees al so talked about their Web searches for a variety
of services, which they had conducted mainly to help them find
asuitable facility or to better evaluate services before deciding
to use them. Overal, they felt that such information reduced
the barrier to actually accessing psychiatric help.

I mainly wanted to know about the outpatient clinic,

like what the opening hours are, when you can be

admitted, or when you can speak to a doctor. So in

the end, that’s exactly why | actually came here [to

the outpatient department], because | found it fairly

quickly [on the Internet]...here, it's not really a

problem to speak to a doctor. [Patient #24, male, age

29, schizophrenia since age 2]
When it comesto risk factorsand illness causes, some potential
psychosocial causes were mentioned (especialy stress or
predisposing personality factors), but, overall, biological illness
models prevailed, especially drugs and assumed genetic and
biochemical causes. These bhiological explanatory factors
appeared to provide relief in dealing with the iliness. Only a
few participants remembered that they had read about prognosis
and the likelihood of recovery, and, overall, such information
was regarded as rather delicate.

Reasonsfor Usingthelnternet to Find IlIness-Related
I nformation

Apart from general advantages such as easy access, speed, and
the broad spectrum of information, illness-related motives for
using the Internet also became apparent. These included the
anonymity and absence of hierarchy on the Web, which we
found to be associated with a lower perceived threshold to
accessing information and with gaining confidence for
overcoming problems with social interaction.

Another advantageisthat, that the Internet has a flat
shape, that it is accessible to all of society. [Patient
#19, male, age 44, schizophrenia since age 23]

Apart from positive incentives for Internet use such as
anonymity and egalitarianism, negative incentives could also
be identified, including dissatisfaction with therapy, problems
communicating with the doctor, and the opportunity to find
individually suitable answers.

It's also a source of information for people that are
just starting on antipsychotics and who perhaps don’t
get the information they want from their doctor, and
it gives you the feeling that you got all the
infformation. [Patient #4, femade, age 35,
schizophrenia since age 10]

Reasons Against Using the I nternet to Find
IlIness-Related I nformation

General reasons cited by interviewees against using the Internet
to find illness-related information were lack of access to a
computer, financial problems, difficulties using technology,
fear of computer viruses, fear of Internet addiction, preference
for other sources of information, and the expectation of low
quality of Internet information. Further important reasonswere
that the demand for information had already been satisfied, lack
of interest, and the wish to rely on a doctor.
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| don’t know, | somehow don’t believe that using the
Internet can help. | trust my doctor. [Patient #25,
male, age 26, schizophrenia since age 6]

The prominent illness-rel ated reasons against | nternet use were
stimulus overflow and the inability to deal with the abundance
of information, problems with concentration, lack of energy
and depressive symptoms, paranoid ideas and fear of symptom
provocation, and the wish to distance oneself fromillness-related
topics as part of the recovery process.

...that it is overstressing, that the inconsistencies
within the information are strongest on the
Internet...when you have too many opinions, you are
lost in psychosis. [Patient #11, female, age 43,
schizoaffective disorder since age 19]

| try to get over that on my own, and | don’t want all
this influence...I want to deal with things the way |
want and not be blinded by some Internet report.
[Patient #15, male, age 30, schizoaffective disorder
since age 11]

And thisis also a part of my illness, well, a part of
my recovery to distance myself a little from that.
[Patient #12, female, age 35, schizophreniasince age
12]

Subjectively Perceived Effects of | nformation From
the Internet

Positive Effects

Overall, positive effects may best be summarized as supporting
empowerment by getting knowledge and improving access.
Specificaly, Internet information was considered to help patients
better understand themselves and the illness, providing
clarification and orientation.

It [illness-related information on the Internet] has
simply clarified a lot. And it was important for meto
see how other peopledeal with it [ schizophrenia] and
how | could perhaps deal with it. [Patient #18, male,
age 26, schizophrenia since age 8]

The possibility to anonymously tell one’'s own story and to
discover that other people reported similar experiences was
perceived asarelief. Thisapplied to direct exchange with others,
for example, in chat rooms but also applied to the simplefinding
and reading of illness-related information.

...that | have the feeling not to be alone with the
problems | have. [Patient #20, mae, age 52,
schizoaffective disorder since age 22]

Information initself had areassuring effect, reducing fears (eg,
of becoming addicted to medication) and helping to better
integrate one's situation and redefine one’s identity.

The positive thing is, about the information, in
principle, that you don’t get stuck in this“ okay, now
I'm nuts” but that this is a disorder..there are
biochemical causes and everything is quite simplein
my opinion. [Patient #8, female, age 34, schizophrenia
since age 5]
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Negative Effects

Negative experiences were the provocation or aggravation of
symptoms and aversive emotional responses, especialy fear,
sadness, and hopel essness, for example, in relation to dramatic
illness stories.

You can get Internet-induced psychosis from that
[searching for illness-related information on the
Internet]; you can simply freak out. [Patient #9,
female, age 46, schizoaffective disorder since age 26]

A negative effect was that you become scared, there
is a lot more, ahem, there are not enough success
stories on the Web, I'd say, and you get a lot of
negative things. [Patient #8, femae, age 34,
schizophrenia since age 5]

Effects on Behavior and Attitudes

Internet information was found to have the potentia to stimulate
changes in behavior or attitudes. These were positive in most
cases, for example, better coping strategies or lower thresholds
for seeking help.

To better cope with the illness and avoid situations,

like drugs, for example, or excessive stress, or that

you simply learn to take better care of yourself.

[Patient #18, male, age 26, schizophrenia since age

g
Negative effects on attitudes referred mainly to medication.
Specifically, Internet information was described as leading to
amore critical attitude toward one's own medication.

If you read all that, you can’t take the meds anymore
anyway, because they have more side effects than
they have main effects. [Patient #11, female, age 43,
schizoaffective disorder since age 19]

Communication With Doctors About | nternet
Information

Reasons not to talk to doctors about information from the Web
were numerous. Among the most important fears were that
doctors could feel criticized or have an unchangeable
preconceived view and it wouldn’t be worth discussing things

anyway.

Information from the Internet had the potential to significantly
change the relationship with the attending doctors, with the
most important aspect being a shift of the subjectively perceived
hierarchy.

W, that it is not such a downhill grade anymore,
where he [the doctor] has the information about
everything and | amthere being fed by himand don’t
really know why and what | am getting something for
and what effects that can have and so on. This
downhill grade is something that | have managed to
level out, in terms of having power and becoming
assertive as a patient. [Patient #20, male, age 52,
schizoaffective disorder since age 22]

The way doctors' reactions were read by patients when talking
about Internet information mainly depended on the quality of
the patient-doctor relationship. In agood relationship, reactions
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were mostly judged as positive even when the doctor’s reply
was evasive or even openly critical of the Internet search.

Yes, she [the doctor] said there are so-called
hypochondriacs who extensively surf the Web and
imagine all kinds of illnesses and so on and that |
should be careful with thiskind of information. Yeah,
and then | somehow thought sheisright. | really don’t
need to read all kinds of rubbish that doesn’'t even
affect me... [Patient #7, femal e, age 38, schizophrenia
since 19 years]

Occasionadly patients felt left with uncertainty, doubt, and
disappointment, for example, when the conversation did not
lead to a satisfactory explanation or desired change. One
interviewee recounted having found anew drug on the Internet
not yet known to his doctor. While trying to avoid interpreting
this incidence in the interview, the frustration it caused was
ohvious.

Yes, basically | am content with [my doctor], well,
except for this one time, when he didn’'t know that
[the new medication] ... if that istheir specialist area
they have to know about it, otherwise they can’t attend
to patients. [Patient #26, male, age 35, schizophrenia
since agel6]

Interaction With Others About thelllness on the
Internet

In al, 5 interviewees reported exchange of information with
other people about the illness on the Web. All stressed the
advantage of not being confronted with insecuritiesin personal
contact and appreciated the special content of the information
gathered in this way.

People who really have someone in their family who
has exactly the same illness, or who have it
themselves, | think the things they can tell you are
more interesting than when you ask the doctor.
[Patient #7, female, age 38, schizophrenia since age
19]

The illness-related interaction on the Web was assessed
positively throughout. Overall, 3 mgor effects were found:
self-help or mutual help in coping with the illness, boosting
self-esteem and self-validation through helping others, and
reassurance through sharing one's story.

It is also about taking care of each other: How are

you? How am 1? What advice can | give you when

you are unwell? Yes, and through that exchange you

learn to deal with your illness and avoid situations

that are bad, for example. [Patient #18, male, age 26,

schizophrenia since age 8]
Participants who had never used the Internet for illness-related
exchangetalked about their reasons againgt it. Relevant obstacles
were, again, problems with technology but also illness-related
apprehensions, especially fear of becoming addicted, distrust
of unknown people, and the necessity to protect oneself against
other peopl€e'sillness stories.

| think | would be very careful there, because | don’t
know if that isa private person who'slogged in there,
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I mean, | don't know if you can believe everything
people write. [Patient #7, female, age 38,
schizophrenia since age 19]

Yes, there are also funny psychoses, but | think they
are the minority, and most things people are
experiencing are really dramatic, and | want to
protect myself against that a little. [Patient #8, female,
age 34, schizophrenia since 5 years]

Reliability and Quality of Internet I nformation

Information was described as interesting, rational, good, and
credible but also as superficial, trivial, incorrect, of lesser
quality, and bad, and even when information was perceived as
satisfactory overall, often some skepticism remained about its
quality and credibility.

Even though several interviewees had never thought about the
reliability of Internet information, most were able to comment
on potential strategies to assess its credibility. Often, the
judgment was a personal, emotional, or intuitive decision that
had to do with a “generaly reputable impression” of a given
Web page on which nothing should appear “strange” or that
should not contain “flashy advertisements.” A further technique
was to determine the provider, with more credibility being
attributed to “official pages,” such as universities or magazines
than to “private pages’ or chat rooms.

You have to check the sender; | mean if that is a
medical university, for example, or just someone and
you don’t know who it is. | think that way you can
differentiate very easily what is serious or
professional and what isn't. [Patient #20, male, age
52, schizoaffective disorder since age 22]

Others evaluated the information according to its perceived
comprehensibility, usefulness, and transparency. Comparison
with one's own experiences was another strategy, and
congruency resulted in trust.

...l have my own lived experience, and | can agree
with that or not. [Patient #3, female, age 25,
schizophrenia since age 9]
The appraisal by doctors, family, and friends also helped
intervieweesto form an opinion. Finally, technical features such
ascookies, spyware, or the virus scan activation were mentioned
asindicators of poor quality.

Wishes and Suggestions for I mprovement

Attributes of information wished for were that the information
should beclear, objective, scientific, and actively destigmatizing.
Therewas ademand for more reflected viewpoints of usersand
positive case histories, as well as more education about drugs
such as cannabis.

...you are most satisfied as a patient when you get
really scientific explanations; that helps. [Patient #7,
female, age 38, schizophrenia since age 19]

[1 would like] more positive case histories because
actually you never read, for example, about people
who managed to live completely normal lives again.
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[Patient #8, female, age 34, schizophrenia since age

9]
One of the wisheswas for doctors to recommend good I nternet
sites and talk more about information obtained from the Web.
Another suggestion was that doctors should explain on the
Internet how they usually communicate with patients and that
patients should be able to ask doctors specific questionsdirectly
on the Web.

Discussion

Parallels With the General Population

The participants in this study stated that they value the same
advantages of the Internet that the general population values,
notably, the easy and quick access, the broad spectrum of
availableinformation, and the anonymity of Internet use[3,29].
Strategies described for searching for information and ng
its quality also closely resembled those of the average Internet
user [3]. Although the assessment of content was largely based
on intuition and not restricted to specific indicators of quality,
most interviewees reported personal strategiesfor assessing the
quality and reliability of information. Similar to the general
population, they were often concerned about the quality of
content on the Internet, which, however, did not prevent them
fromusing it [3,29].

Similarly, a number of arguments against Internet use for
illness-related information that have been made by the general
population were aso made by the participants in the study.
Among these were problems with technology or expectations
of poor quality but also having sufficient information through
other sources or preferences for direct personal information
from professionals [3,30].

Parallels With Other Patient Groups

Whilereasons against using the | nternet were aprominent topic
throughout theinterviews and alot of skepticism was expressed
toward Internet contents, the Internet was still described as an
influential source of illness-related information. Similar to
patientswith other diagnoses such aspain, interviewees reported
that frequently sought information included diagnosis,
medication, and specific services and that forums or chat sites
were infrequently visited [31]. Retrieved information was
perceived as helpful for better understanding oneself and the
ilIness, as has been shown among peopl e with poor health status
in general [6,15]. Gaining the knowledge of not being the only
person affected and anonymously |earning how others deal with
problems was a source of relief, and online health information
in general led to areduction of barriers to seeking professional
help [5-6]. However, for the participants in our study, the
retrieved information, especially dramatic illness stories, was
also frequently perceived as disturbing, causing sadness, despair,
and hopelessness or worsening the attitude toward medication.

As has been shown in studies involving people with somatic
conditions [15,31-32], participants reported that they rarely
spoketo their doctors about the results of their Internet searches,
partly due to the fear that the doctors might feel criticized.
However, Internet information increased participants
confidence to talk to their physicians about concerns [15], and
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talking to their physicians about illness-rel ated information from
the Web facilitated an improvement in their relationships with
their physicians[15,33]. For patients with schizophreniain our
study, a particularly important change was the perceived shift
in the hierarchy to amore equal relationship. At the sametime,
a certain frustration and resignation concerning doctor-patient
communication became apparent, especially when questions
were not answered properly or did not result in a change of
treatment.

Psychosis Specific | ssues

Among the specificillness-related reasons for using the Internet
elucidated in this study were the anonymity and absence of
hierarchy on the Internet, which has similarly been found among
healthy individuals [29] but especially among people with
chronic and stigmatizing conditions [5-6]. In this respect, a
specific advantage for patients with psychosis, who often have
pronounced fears and uncertainties in social interaction, was
not having to face another person but still being able to gain
information and interact with others without feeling devalued
or unsafe. However, while adifferent study showed that people
with schizotypal personality disorder specifically value
information exchange connected with social interaction on the
Web [16], our participants with schizophrenia attached higher
importance to genera information displayed on the Web and
were rather skeptical about information from forums or chats.
Another specific advantage for patientswith schizophreniawas
the opportunity to find idiosyncratic explanations and
meaningful ways to express themselves in the context of the
illness, for example, by accessing, producing, and combining
pictures, music, and text from diverse sources.

Knowledge of specific illness-related problems or arguments
against using the Internet among this patient group was one of
the most significant findings of this study. Problems that were
expressed included stimulus overflow and inability to deal with
the abundance of information, difficulties with concentration
during psychosis, lack of energy, paranoid ideas and fear of
symptom provocation, and the necessity to distance oneself
from illness-related topics as part of the recovery process.
Parti ci pants al so mentioned the possibility of an overabundance
of information. It became evident that patients with
schizophrenia may perceive only a certain amount of
information as reasonable and fedl the need to guard themselves
againgt excessinformation. Overall, there was some ambivaence
regarding the need for information and a struggle to achieve a
subjectively adeguate distance from illness-related topics and
from other people with the same disorder and their stories.

Limitations

The percentage of participantswith secondary education shows
that alarge proportion of our sample was well educated. Given
the diverse sample that was recruited not only from the
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university hospital but also from community psychiatrists and
a low threshold community mental health organization, this
may reflect the fact that among people with schizophrenia, those
with higher education are morelikely to use the Internet, as has
also been shown for the general population and people with
other disorders [8-9,15,34]. Moreover, people with higher
education may simply be more inclined to participate in
research.

Some of the participants referred to Internet use that had
occurred long ago. Thismay have been especially truefor those
who were facing problems with the Internet leading to reduced
Internet use. Hence, in these participants a memory bias may
have impaired the recall of experiences with the Internet.

Implications

The results of our study clearly show that the Internet is an
important and influential source of information for patientswith
schizophrenia. Those who participated in our study wished for
more communication with their doctors about information they
have retrieved from the Internet. Research in different medical
disciplines, however, shows that doctors only rarely integrate
the Internet into their daily routine [4,35]. Such integration of
the Internet into consultations was not only an explicit wish of
theintervieweesin our study, it al so seems especially important
for patients with schizophrenia given their specific problems
with Internet use. Whether this increased wish for
communication applies to patients with different background
characteristics such as lower education remains to be
investigated in larger quantitative studies.

Given the potentia for changein health care utilization behavior
or in attitudes toward treatments and doctors, patients' Internet
use may aso have an indirect impact on menta health
professional s which health professionals should be aware of in
their general practice. Since this qualitative study revealed
effects subjectively perceived by participants, the results can
serve to generate informed hypotheses, while quantitative and
prospective studies in particular are needed to empirically
establish the potential effects of illness-related Internet use. Our
study may also provide a basis for the development of a
guestionnaire as afoundation for the quantitative investigation
of Internet use and its consequences among patients with
schizophrenia.

Moreover, in recent yearsthere has been an increasing tendency
to useinformation technology, including the Internet, for patient
education and therapeutic interventions for people with
psychotic disorders[36-38]. In the design of such interventions,
the specific problems, needs, and consequences of Internet use
for people with schizophrenia should be carefully considered.
Our study createsafirst empirica basisto inform the continuous
devel opment of Internet-based interventionsfor this population.
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Abstract

Background: Thereisagrowing trend for individuals to seek health information from online sources. Alcohol and other drug
(AOD) useisasignificant health problem worldwide, but access and use of AOD websitesis poorly understood.

Objective: To investigate content and functionality preferences for AOD and other health websites.

Methods: Ananonymous online survey examined general | nternet and AOD-specific usage and search behaviors, valued features
of AOD and health-related websites (general and interactive website features), indicators of website trustworthiness, valued AOD
website tools or functions, and treatment modality preferences.

Results: Surveys were obtained from 1214 drug (n = 766) and alcohol website users (n = 448) (mean age 26.2 years, range
16-70). Therewere no significant differences between alcohol and drug groups on demographic variables, Internet usage, indicators
of website trustworthiness, or on preferences for AOD website functionality. A robust website design/navigation, open access,
and validated content provision were highly valued by both groups. While attractiveness and pictures or graphicswere also valued,
high-cost features (videos, animations, games) were minority preferences. Almost half of respondentsin both groupswere unable
to readily access the information they sought. Alcohol website users placed greater importance on several AOD website tools
and functions than did those accessing other drug websites: online screening tools (x2, = 15.8, P < .001, n = 985); prevention
programs (x2, = 27.5, P < .001, n = 981); tracking functions (x2, = 11.5, P = .003, n = 983); self help treatment programs (x2, =
8.3, P =.02, n = 984); downloadable fact sheets for friends (x2, = 11.6, P = .003, n = 981); or family (x%, = 12.7, P =.002, n =
983). The most preferred online treatment option for both the user groups was an Internet site with email therapist support.
Explorations of demographic differences were also performed. While gender did not affect survey responses, younger respondents
were more likely to value interactive and social networking features, whereas downloading of credible information was most
highly valued by older respondents.
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Conclusions: Significant deficienciesin the provision of accessible information on AOD websites were identified, an important
problem since information seeking was the most common reason for accessing these websites, and, therefore, may be akey avenue
for engaging website users in behaviour change. The few differences between AOD website users suggested that both types of
websites may have similar features, although alcohol website users may more readily be engaged in screening, prevention and
self-help programs, tracking change, and may value fact sheets more highly. While the sociodemographic differences require
replication and clarification, these differences support the notion that the design and features of AOD websites should target

specific audiences to have maximal impact.

(J Med Internet Res 2010;12(5):€51) doi:10.2196/jmir.1449
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Introduction

It is estimated that over a quarter of the world's population use
the Internet [1] and that 75% of Internet users have searched
for health or medical information on the Web [2]. While the
health sector has primarily employed the Internet as a
psycho-educational portal, advances in interactive technology
have increased the potential of the medium to be used to deliver
targeted health interventions and other behavior change
programs [3].

While there is a growing trend to use the Internet to deliver
alcohol and other drug (AOD) information and resources, little
is known as to how best engage “at-risk” populations, such as
young people, or how to optimize its access and utilization.
Given the appeal of the Internet to young people [4,5] and that
thisis agroup that frequently engages in problematic drinking
and does not typically access standard AOD services, targeted
programs on the Internet may be a medium that could be
employed to great effect in this area.

Much of the published literature concerning online AOD
interventions is descriptive [6], providing only general
information on program evolution, application, and usage [eg,
5,7-11]. Overall, the findings have underscored the scope and
access this medium can offer relating to AOD information, as
well as the potential of the Internet for the dissemination of
screening, assessment, and intervention programs. Some studies
[eg, 10,11] have found that individuals unconstrained by
geographic location, access Internet-based AOD information
and resources in numbers that would overwhelm a traditional
face-to-face health service. For example, a naturalistic
I nternet-based tobacco cessation study by Saul et al [9] reported
that in 2 months 100,000 people visited the program website
and over 23,000 registered with the program. A study by Linke
et al [12] reported an average of 1039 visits per month to the
“Down Your Drink” website drawn from over 41 countries.
Furthermore, Internet-available information and services appeal
to diverse populationsincluding women and young people, who
do not necessarily access standard face-to-face AOD services.
For example, Koski-Jinnes et al [13] found that 61% of those
who accessed the “Drinking Habit Test” were women.

In relation to the reasons for use of online AOD resources and
materials, out-of-hours availability has been found to be
important [5,14]. Other reasonsfor use of online AOD resources
include ease of accessto acomputer, the anonymity and privacy

http://www.jmir.org/2010/5/e51/

afforded by the medium, and not having to attend face-to-face
meetings[14]. However, Internet programsthat require repeated
access or extended periods of engagement on the site experience
high dropout rates [5,15].

Research into how people search and engage with health
websites suggests that the typical user explores only the first
few links on a search engine and assesses website credibility
by the source of the information cited on the Web page and the
professionalism of the website program design [16]. Eysenbach
and Kohler [16] noted that in observational studies, Internet
users rarely checked the "about us' sections of websites,
investigated who the authors or owners of the sitewere, or read
disclaimersor disclosure statements. Perhaps even moretelling
was the finding that very few Internet users remembered which
websites they had retrieved information from or who had
developed the sites [16].

The way in which the information is presented can mediate the
duration and frequency of visitsto awebsite. For example, the
website itself, along with the navigation configuration, needs
to be attractive and easy to use[17,18]. Less structured websites
do not hold visitors, and websites that do not change over time
attract fewer repeat visits [19]. Individuals have been found to
be morelikely to stay longer at sites that provided personalized
feedback as well asrelevant and reliable information [18].

While general Internet health access and usage is an important
starting point for AOD website design, currently thereisalack
of information on users’ knowledge, experience, and opinions
of AOD websites. There is a need to gain an understanding of
site users' preferences and perceived gaps or deficiencies of
existing sitesif thismedium isto be of optimal value asan AOD
health promotion, prevention, and intervention tool. The aim
of the current study was to address this gap in the existing
research and investigate the experiences of AOD website users
and their views about the content, functionality, and utility of
these websites.

Methods

An open-access online survey was developed to examine
Internet use and opinions of AOD and health-related websites.
The current paper focuses on results relating to AOD websites
only.
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Development of Survey Themesand Specific Questions
and Pretesting

Initial development of the survey involved face-to-face,
teleconference, and email discussion between members of the
research team in order to formulate the themes and specific
questions. Thedraft survey was submitted to the project advisory
group, consisting of government and nongovernment AOD,
youth, and primary care representatives, for review and
comment. The final survey explored the following themes:

General Internet usage

AOD website Internet usage and search behaviours
Most-visited AOD websites

General website features

Interactive website features

Judging website trustworthiness

Preferences regarding AOD websites tools and functions
Preferences for AOD online treatment modalities and
support

O NG~

The survey was pilot tested online (via Survey Monkey) by
members of the research team and several independent
community members. Usability and functionality wereimproved
prior to online administration.

Online Survey Design and Administration

Adaptive questioning features were employed to avoid survey
respondents having to answer unnecessary questions. The
presented questions, therefore, depended on answers to prior
guestions (eg, if respondents had never visited an AOD website,
they were not asked further questions about theses websites).
There were no more than four questions to a Web page
(averaging two questions per page), spanning a potential 84
Web pages. Although there were 188 questions in the total
survey, the adaptive questioning procedures meant that the
maximum number of questions presented to a respondent was
118. All questions were forced choice, that is, to proceed to the
next Web page, all responses to all questions on the preceding
page were required. As there was no “back” button offered,
respondents could not change answers on previous Web pages.
Survey Monkey captured question responses automatically and
placed them into an el ectronic database (Excel) that could only
be accessed by the account creator.

http://www.jmir.org/2010/5/e51/
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Consent Process and Advertising

The survey was voluntary, anonymous, and took 10 to 15
minutes to complete. Upon entry to the survey home Web page,
respondents were provided with an explanatory statement
outlining the study (eg, purpose of the study, funding source,
name of the chief investigator, length of survey, data storage,
and ethics committee approval) and were asked to provide online
informed consent prior to accessing the survey questions.
Respondents were also offered the chance to enter a draw to
win an 8GB iPod Nano for completing the survey if they
provided their name and an email address. Respondents were
informed that i dentifying information would be stored separately
fromtheir survey data. Survey datawas collected in aone-month
time frame (March-April 2009). Ethics approval was obtained
from the Queendand University of Technology Human Ethics
Research Committee.

The survey and Web link was advertised via Facebook, AOD
and health-related websites, and a range of industry, consumer,
and tertiary institutional email lists. A copy of the survey
announcement can be found in Multimedia Appendix 1.

Results

Response Rate

To be eligible to participate, respondents were required to be
an Australian resident and at least 16 years old. (Ages of
respondents ranged from 16 to 70 years.) Of the 3313 people
who accessed the survey, 305 were excluded for the following
reasons: discontinuation at the information statement (n = 11);
failure to give consent (n = 124); not responding to any survey
questions (n = 167); resided overseas (n = 2); and being under
16 years of age (n = 1). Of 3008 respondents, 1794 had visited
health-related websites but had not previously visited an AOD
website. These respondents were therefore not included in the
analysesreported in this paper. The remaining 1214 respondents
had endorsed visiting either an alcohol website (448/1214,
36.9%) or a drug website (766/1214, 63.1%), were unique
visitors (based on their |P addresses), and had responded to at
least one survey question. The majority completed the entire
survey (882/1214, 72.7%).

Demogr aphic I nformation

Table 1 provides demographic data for the drug and alcohol
website user groups.
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Table 1. Percentages and n values for gender, education, relationship status, employment status, English as a first language, and age of drug website
users and alcohol website users

Demographic Variable Type of Website Accessed
Drug Website Users Alcohol Website Users
% n % n % N
Gender
Mae 35 193 324 108 34 301
Female 65 359 67.6 225 66 584
Completed secondary education 91.5 505 92.2 307 91.8 812

Level of tertiary education

None 7.8 43 6.3 21 7.2 64
Apprenticeship/trade 16 9 15 5 16 14
Other certificate 31 17 39 13 34 30
Diploma 5.3 29 3.6 12 4.6 41
Current undergraduate 57.8 319 59.6 198 58.5 517
Completed undergraduate 12.7 70 117 39 12.3 109
Current postgraduate 13 7 0.9 3 11 10
Completed postgraduate 10.1 56 12.3 41 11.0 97
Other 04 2 0 0 0.2 2

Relationship status

Single 46.4 225 49.1 163 474 418
Married/cohabitating with partner 284 156 26.2 87 27.6 243
In relationship, not cohabitating 233 128 229 76 231 204
Divorced/separated and single 18 10 18 6 18 16
Widowed and single 0.2 1 0 0 0.1 1

Employment status

Employed full-time 18.3 101 20.8 69 19.3 170
Employed part-time/casual 53 292 52.1 173 52.7 465
Home duties 24 13 24 8 24 21
Disability support 0.4 2 0.6 2 0.5 4
Unemployed 12 66 10.2 34 113 100
Retired 0.2 1 0.6 2 0.3 3
Student 105 58 10.2 34 10.4 92
Student and working 2.2 12 21 7 2.2 19
Self-employed 0.7 4 0.6 2 0.7 6
Other 04 2 0.3 1 0.3 3
English asafirst language 85.3 469 88.3 293 86.4 762
Age category
16-24 65.9 405 63.3 228 64.9 633
25-33 17.6 108 18.1 65 17.7 173
34-43 6.5 40 8.3 30 7.2 70
44-52 7.3 45 6.1 22 6.9 67
53-61 16 10 31 11 2.2 21
62-70 11 7 11 4 11 11
http://www.jmir.org/2010/5/e51/ JMed Internet Res 2010 | vol. 12 | iss. 5 |e51 | p.167
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There were no significant differences between the alcohol
website users and the drug website users on any demographic
variable: gender (Fisher exact test x?, = 0.6, P = .46, n = 885);
education (X% = 4.9, P = .80, n = 884); relationship status (x24
=1.3, P =.86, n = 882); employment status (X%, = 2.7, P = .98,
n = 883); English asafirst language (Fisher exact test x?; = 1.6,
P = .23, n = 882); age category (X% = 3.95, P = .56, n = 975).
There was aso no difference in the mean ages in years of the
users of the alcohol website (26.3, SD 10.4) and the users of
the drug website (26.0, SD 9.9) (t; 973 = .205, P = .65). The
median age of both the alcohol and drug groupswas 22.0 years.

General Internet Usage

Drug and acohol website users reported primarily accessing
the Internet from home (959/1214, 79.4%) or at university,
school, or work (232/1214, 18.7%), via cable broadband
(306/1214, 39.9%), ADSL (243/1214, 20.0%), or ADSL2
(185/1214, 24.2%). Respondents commonly accessed the
Internet daily (1178/1214, 97.0%) and weretypically onlinefor
periodsranging from 5 to 30 minutes (217/1214, 17.9%), 30to
60 minutes (316/1214, 26.0%), 1to 2 hours (315/1214, 25.9%),
or 2 or more hours (366/1214, 30.1%). Daily online activities
were email (1060/1209, 87.7%), social networking, (eg,
Facebook and MySpace) (688/1203, 57.2%), news (574/1197,
48%), and random “surfing” (506/1200, 42.2%). Over 90%
(1112/1214, 91.6%) said they felt comfortable/confident when
using the Internet. There were no significant differences between
the alcohol and drug website user groups on any of these general
Internet usage variables.

Alcohol and Other Drug Websites Usage and Search
Behaviours

Most respondents found the websites via search engines
(610/766 or 79.6% of drug website users and 341/448 or 76.1%
of alcohol website users). Both groupswere primarily interested
in finding information about effects of the substance used
(688/740 or 93.0% of drug group and 307/421 or 72.9% of
alcohol group).

When respondents chose to specify theinformation they looked
for on websites, 74 drug website users reported searching for
information on the chemical composition of drugs, firsthand
drug user accounts, why people used drugs, health risks and
side effects of using drugs, harm minimization strategies, referral
linksto supports, online assessment, self-help programs, general
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usage statistics, or drug sentencing laws. The responses of 60
alcohol website users stated that they were looking for
information about standard drinks, acohol content in cocktails
and safe drinking limits, alcohol usein pregnancy, alcohol and
violence, effects of combining drugsand alcohol, short and long
term health issues associated with drinking, hangover cures,
relapse prevention information, or reasons why people drink.

Finding the desired information appeared to be difficult for
respondents searching alcohol websites. Rating the success of
their search on a 3-point scale (yes, somewhat, no), almost half
(211/431, 49%) reported they were only somewhat successful
in finding what they wanted, and only 47.3% (204/431) said
they did find it. Percentages for respondents searching
drug-related websiteswere similar (348/745, 46.7% somewhat;
392/745, 52.6% yes). Just over half of respondents in the drug
group (408/736, 55.4%) and alcohol group (232/414, 56.0%)
reported being able to source information they wanted within
5 to 15 minutes.

Most Visited Alcohol and Other Drug Websites

AOD website users were presented with 14 AOD websites (see
MultimediaAppendix 2 for AOD websitelist). They were asked
if they had visited each site, and if so, were asked to rate how
easy it wasto use, its attractiveness, and trustworthiness asvery,
somewhat, or not at all. The two most visited AOD websites
across groups were the Australian Government National Drugs
Campaign website (170/727 or 23.4% of the drug group and
110/421 or 26.1% of the alcohal group visited this site) and the
National Drug and Alcohol Research Centre website (232/736
or 32.0% of the drug group and 95/421 or 22.6% of the alcohol
group visited thissite). Interestingly, although both groupsrated
thesewebsitesasvery or somewhat easy to use and trustworthy,
the ratings regarding the attractiveness of these websites were
far lower.

General Website Features

The drug and al cohol website user groups were presented with
a series of general website features and asked to rate how
important (very, somewhat, or not at all) they thought these
features were for AOD and health-related websites. As shown
in Table 2, seven of the listed features were considered very
important by the majority of respondents from both groups,
with a glossary and sitemap receiving the lowest importance
rating. There were no significant differences between the groups
on any of the general website features.

JMed Internet Res 2010 | vol. 12 | iss. 5 |51 | p.168
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

Table 2. General website features rated very important
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General Website Features Rated Very Important Drug Website Users Alcohol Website Users
% (n) N % (n) N

Easy navigation 88.5 (676) 764 88.3 (392) 444
Open access 87.1 (666) 765 86.2 (381) 442
The right amount of information 82.1 (624) 760 81.2 (358) 441
Internal search function 79.4 (608) 766 79.1 (351) 444
Easy to understand language 75.7 (575) 760 77.9 (346) 444
No need for extra software 73.9 (564) 763 73.5(324) 441
Interesting Web pages 50.7 (386) 762 56.0 (248) 443
Does not require a high bandwidth 46.3 (353) 761 47.3 (209) 442
Attractive website layout 40.1 (307) 765 45.9 (204) 444
A glossary 30.6 (232) 758 34.2 (151) 442
A sitemap 27.9 (212) 761 26.4 (117) 443

Therewere no significant differencesin the preferences of men
and women for general website features. However, the relative
importance of a site map (X3, = 19.8, P = .03, n = 969) varied
according to age group categories. This result indicated that
those aged 44 to 61 years valued site maps significantly more
than the other groups. Respondents holding an “ other certificate”
as their highest education qualification valued easy navigation
the least of the education categories (x%g = 27.5, P =.04, n =
879).

Table 3. Interactive website features rated very important

I nter active Website Features

The drug and al cohol website user groups were presented with
a series of interactive website features and asked to rate how
important (very, somewhat, or not at all) they thought these
features were for AOD and health-related websites. As Table
3 shows, being able to print or download information, being
ableto ask aquestion, external links, and pictures and graphics
were valued most highly, followed by automated personal
feedback, video, quizzes, and flash animations. Games, blogs,
SMS, or email reminderswerelesscommon preferences. There
were no significant differences between the two groups on any
interactive website feature.

Interactive Website Features Rated Very Important Drug Website Users Alcohol Website Users
% (n) N % () N

Print/download information 68.8 (526) 765 725 (321) 443
Being able to ask a question 57.3 (437) 763 58.2 (258) 443
External links 52.5 (400) 762 54.9 (242) 441
Pictures and graphics 46.8 (357) 763 51.8 (230) 444
Automated personal feedback 23.6 (179) 759 26.9 (119) 442
Video 16.1 (123) 762 17.0 (75) 442
Quizzes 15.3(117) 763 19.7 (87) 442
Flash / Animations 11.3(86) 760 10.6 (47) 442
Audio 11.3(86) 763 10.9 (48) 442
Access to a chat room 11.1(85) 763 12.7 (56) 41
SMS or email reminders 7.7 (58) 757 9.6 (42) 437
Blogging 8.7 (66) 759 6.8 (30) 439
Games 45 (34) 758 7.0(31) a1

Of the all respondents, 31 specified other important general and
interactive website features not listed in Table 2. The most
common responses were being able to post comments, access
to achat room with an expert to answer questions, online forums
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to ask anonymous questions, a “fregquently asked questions’
section, peer testimonials, real facts, polls and votes, and a
“where to get help” section.
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Preferences for specific interactive website features did not
differ according to gender or educational level. However, being
ableto ask aquestion wasinfluenced by age group (X2, = 36.1,
P < .001, n = 968). The youngest age group valued being able
to ask a question most highly, and those between 44 and 61
years of age valued this feature the least. The youngest age
group also significantly valued chat room access the most, and
those between 44 and 52 years of age valued it least (x2,p =
38.9, P <.001, n=968). Similarly, the option to blog was most
important to respondents between 16 and 24 years of age and
least important for those aged 25 to 33 (X310 = 53.3, P <.001,
n = 962). Furthermore, respondents 16 to 24 years of age valued

Table 4. Indicators of website trustworthiness judged very important

Kleinetal

games the most, and those aged 25 to 33 years old valued them
least (X210 = 27.8, P =.002, n = 965). In contrast, the youngest
age category valued downloading of information least, and those
between 33 and 43 and those between 53 and 61 years of age
valued it most (X2, = 18.6, P = .046, n = 968).

Judging Website Trustwor thiness

Respondentswere asked to rate theimportance (very, somewhat,
or not at all) of a number of trustworthiness indicators when
they judged whether or not they could trust a website. The
percentage of trustworthiness indicators judged as very
important are provided in Table 4.

Indicators of Website Trustworthiness Drug Website Users Alcohol Website Users
Judged Very Important % (n) N % (n) N

It provides evidence for its claims 86.8 (664) 765 87.3 (385) 441
It sayswhere it got itsinformation from 81.3 (621) 764 81.9 (363) 443
Thereisenough information to tell whether thewritersare 71.7 (548) 764 75.5 (335) 444
experts

It tells you when it was created or |ast updated 70.4 (539) 766 72.7 (322) 443
| can easily find who owns and wrote the website 67.9 (518) 763 73.3 (324) 442
It tellsyou it has a privacy policy 55.5 (422) 761 58.1 (257) 442
It tells you whether sponsors are involved 52.7 (400) 759 53.2 (236) 444
Past experience 50.4 (384) 762 51.8 (228) 440
Has reference or links to other websites 46.4 (354) 763 50.3 (222) 441
It displays a quality seal of approval (eg, HONcode) 44.3 (337) 761 47.1 (209) 444
It has been recommended to me by my peers 37.9 (289) 762 42.1 (187) 444
It has been recommended to me by my family 32.8 (249) 760 37.2 (165) 443
Another site said it was good 18.2 (138) 757 20.1 (89) 442

Over 80% of respondents identified the provision of evidence
for claims made on a website and statements describing the
source of information provided as very important factors for
judging website trustworthiness. No significant differenceswere
found between the two groups on any indicator of
trustworthiness.

In addition, 25 respondents were able to specify other important
indicators of trustworthy websites not listed in Table 4. The
most common responses were: the website was recommended
to them by pharmacists, doctors, or counsellors; the website
was government affiliated; the contact details of the website

http://www.jmir.org/2010/5/e51/

owner were provided; the website had a certain ”look and feel”
and a“ serioustone’ and the content was objective and unbiased.

Opinions About Preferred Website Toolsand
Functions When Using Alcohaol and Other Drug
Websites

Alcohol and drug website user groups were asked to consider
whether they would use arange of website tool s/functions and
how important (very important, somewhat, or not at al) these
features would be. The percentages of respondents endorsing
the tool/function as very important are presented in Table 5.
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Table 5. Alcohol and drug website tools/functions rated very important
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Website Tools/Functions Drug Website Users Alcohol Website Users
% (n) N % (n) N

Downloadable fact sheets for consumers 55.6 (348) 626 62.2 (224) 360
A Web portal sitethat hasinformation on the best siteand  49.5 (308) 622 51.5 (185) 359
treatment options
Onlinetests or other toolsto help gaugeif thereisan AOD  42.6 (266) 624 52.6 (190) 361
problem®
A quick and easy user profile system that tailors informa-  42.7 (268) 628 44.2 (159) 360
tion to need
Downloadable fact sheets for friends’ 37.4(232) 620 44.9 (162) 361
Prevention programs for those “at risk” of developingan  34.9 (217) 622 48,5 (174) 359
AOD problem®
Downloadable fact sheets for family or carers 35.7 (222) 621 45.9 (166) 362
An online treatment program with assistance (phone, IM,  32.0 (199) 622 32.7(118) 361
email or webcam)
A tracking functi on? 26.8 (167) 624 35.9 (129) 359
An online self-help treatment program 2 257 (160) 622 33.1(120) 362
A consumer information sharing hub to share experiences  29.5 (184) 624 25.3(92) 363
Material/text presented in a different language 10.9 (68) 623 12.5 (45) 360
A chat room 9.8 (61) 625 8.9(32) 361
Being able to start up your own online support group 8.9 (55) 619 9.2(33) 358

ap<.05

bp< o1

¢p<.001

Alcohol website userswere significantly morelikely to endorse
arange of tools/functions as very important in comparison with
the drug website users, specifically: online screening tools (x%,
=15.8, P <.001, n = 985); prevention programs (x2, = 27.5, P
<.001, n = 981); tracking functions (x%, = 11.5, P = .003, n =
983); self help treatment programs (x2, = 8.3, P =.02, n = 984);
downloadable fact sheets for friends (x?, = 11.6, P = .003, n =
981); and family (x3, = 12.7, P = .002, n = 983). In addition,
24 respondents added the following other important
tools/functions: the provision of ablend of positive and negative
personal testimonias, good information, and peer reviewed
journal articles.

Preferences for specific website tools or functions did not vary
by gender. However, several significant differences werefound
for age and higher educational level. Age group impacted on
the Web portal feature (X310 = 29.1, P = .001, n = 962) with
respondents between 16 and 24 years of age valuing a Web
portal least and those between 44 and 61 years valuing it most.
Those in the youngest age group also valued access to a chat
room most, and those aged 44 to 52 years placed least
importance on thisfeature (X2, = 30.4, P =.001, n = 967). The
youngest age group aso vaued a consumer hub the most, and
those aged 33 to 52 years valued it least (x?,o = 34.6, P <.001,

n = 968). Those in the youngest age category valued the ability
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to start up an online support group most, and those aged 44 to
52 placed the least importance on this feature (X2, = 26.97, P
=.003, n = 958). However, being able to download fact sheets
for family and carers was most important to those aged 43 to
52 and least important to those aged 16 to 24 (X2, = 49.6, P <
.001, n = 964).

Respondents without higher education valued support groups
most, and those completing an undergraduate degree valued
support groups|east in comparison with other education groups
(X*16 = 27.1, P = .04, n = 708). Access to therapist-assisted
online treatment programs was aso influenced by the
respondents higher education level (X%, =279, P =.03, n=
713), with those holding a diploma as their highest tertiary
educational qualification valuing therapist-assisted online
treatment programs most highly and those undertaking adegree
valuing them least. Finally, respondents with a diploma, an
apprenticeship, or no higher education valued the presentation
of website content in another language the most, and those
currently completing an undergraduate degree valued this the
least (X% = 27.7, P = .03, n = 714).

Preferred Support Mode for Alcohol and Drug
Praoblems

Respondentswere asked to consider what type of online service
they would prefer if they had an alcohol or drug problem. As
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shown in Table 6, the most highly preferred service mode for
either problem was a website with email support from a
therapist, and the least preferred was a website with no support
or with telephone support from a therapist. No significant

Kleinetal

differences were found between the alcohol and drug website
user groups on preferred support options (Drug problem: x2, =
5.2, P =.26, n = 994; Alcohol problem: x2,=15,P=.82,n=
994).

Table 6. Most preferred support mode if the respondent had a drug or alcohol problem (n = 994)

Type of Treatment Support Treatment for Drug Problem Treatment for Alcohol Problem

Drugs Alcohol Drugs Alcohol

(n=629) (n=365) (n=629) (n=365)

% (n) % (n) % (n) % (n)
Website with email support from a therapist 34.0% (214) 33.4% (122) 34.8% (219) 36.2% (132)
Website with face-to-face support from atherapist 23.7% (149) 29.0% (106) 21.0% (132) 21.9% (80)
A self-help website with no therapist support 18.9% (119) 15.3% (56) 20.3% (128) 17.8% (65)
Website with telephone support from a therapist 17.8% (112) 18.1% (66) 18.0% (113) 19.2% (70)
Other (Please specify) 5.6% (35) 4.1% (15) 5.9% (37) 4.9% (18)

Respondents were again abl e to specify other preferred support
optionsand 55 respondents did so. The most common responses
were “al the above” only wanting to see a hedthcare
practitioner on aface-to-face basiswithout atreatment website,
an alcoholics/narcotics anonymous online group, synchronous
online one-to-one counselling, and an Internet site with chat
room support.

No demographic variables were found to impact upon
preferences for online treatment and supports.

Discussion

This study was the first to capture information on the content
and functionality preferences of AOD and hedth-related
websites users in Australia. Consistent with previous research
on health-related websites, such as the study by Brouwer et al
[18], fundamental website features relating to design and
navigation were highly valued. The most common reason for
using an AOD website was to obtain information about al cohol
and other drugs, and approximately half of the respondents
found information they wanted in 5 to 15 minutes. It is unclear
whether thisresult was because website writers paid insufficient
attention to the provision of information that users want; was
due to deficiencies in website design, navigation, and search
functions; or reflected problems with the written expression,
structure, or layout of the material. However, consistent with
an informational focus, open access, the right amount of
information, easily understood language, no need for additional
software, and an ability to download or print material were
accordingly seen as particularly important.

Presentation was also important: approximately half the sample
highly valued interesting Web pages, picturesand graphics, and
external links, although video, audio, and flash or animations
were far less preferred. Being able to ask a question was also
valued by more than half of respondents, but other interactive
features such as quizzes and online games were highly valued
by less than 20% of the sample. This clearly raises important
questions for website developers with respect to the
prioritization of elements and features to be incorporated,
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particularly given the high cost of games, videos, and
animations.

Respondents were more likely to reply that website
trustworthiness was primarily indicated by evidence, cited
sources, expertness of its writers, and documented currency,
rather than by recommendations or seals of approval. These
results suggest that this sample of users was relatively
sophisticated in its ability to judge the quality of websites for
themselves.

Alcohol website users were more likely than respondents who
had accessed sites on other drugs to highly value online
screening tools, prevention and self-help treatment programs,
tracking functions, and fact sheets for family and friends. It is
unclear why thisresult was found, and in particular, whether it
reflected a greater willingness in this sample to consider
addressing problems with acohol than addressing problems
with other drugs. Replication of the result and further
investigation of its implications for website marketing and
design are needed. In other respects, the alcohol and other drug
samples provided very similar responses.

Gender did not affect any survey responses. However, there
were severa differences across age and education groups.
Notably, younger people were more likely to value interactive
and social networking features (being able to ask a question,
the consumer hub, chat room access, ability to set up an online
support group, games, and the option to blog). This result may
reflect the greater likelihood among younger website users to
turn to peers when seeking information or support. In contrast,
older respondents valued the site map, the Web portal and the
ability to download information or fact sheets for family and
friends more highly. The value placed on the ability to access
information may reflect a greater likelihood among this group
that they were caring for someone with a drug or alcohol
problem, and, therefore, valued high-quality information with
which to assist these people. It may aso reflect agreater reliance
among older respondents on expert information about alcohol
and other drugsin preference to obtaining thisinformation from
peers. Interestingly, respondents without higher education valued
having a support group most, and those undertaking a degree
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valued online treatment least. It is not clear whether less
educated respondents were more likely to see their existing
support system as inadequate or whether they felt less able to
address alcohol or other drug issues on their own. Respondents
undertaking a degree also valued multilingual options least
(presumably because higher educationin Australiaistypically
conducted in English).

Overall, these demographic differences suggest that website
developers should consider the characteristics of the intended
target group when designing a website. Greater understanding
of each of theresultsis needed to know how best to addressthe
differencesin perceived needs.

Lastly, we were interested in knowing what type of online
support was most preferred by the survey respondents if they
were to require treatment for either adrug or acohol problem.
An Internet site with email support from a therapist was the
most preferred option by both AOD website user groups,
although this was selected by less than a third of respondents,
with other selections being almost evenly spread across the
other options. This survey did not directly compare Internet
options with face-to-face treatment alone. However, as very
few AOD groups endorsed the “other” option for support and
only a subset of these identified standard face-to-face therapy
as their preferred type of support, this suggests that standard
therapy was not salient and that respondentsto an online survey
may be willing (and may even prefer) to use online treatment
modalities should they require treatment. It is particularly
noteworthy that neither the type of website accessed nor
respondent demographics impacted upon the preferred type of
online support. It seems that an important component of an
online “treatment” program could potentially be the provision
of some therapist support, especially via email.

Limitations

Survey respondents were primarily ayoung, educated, English
speaking, and employed Australian samplewho used the Internet
on a daily basis. Relative to the Australian population at the
time of the survey, our sample had more women (66% vs 51%),
was younger (median age 22.0 years vs median of 36.9 years),
had higher participation rates in employment (75% vs 65.2%
of 15-74 year olds), and had higher rates of post school
qualifications (7% vs 31% with no tertiary qualifications) [20].
However, the percentage of respondents for whom English was
asecond language (14%) was identical to the percentagein the
Australian general population.

Theinteraction between these sociodemographic variables and
health seeking/health literacy iswell documented. For example,
education can increase the likelihood of employment, thereby
affecting the means by which people can improve their health
and well-being aswell astheir ability to understand and choose
pathways to better health [21]. Higher rates of health literacy
are also found among people with higher levels of education
and who are employed versus unemployed [21].The
representativeness of the sample may have been further
compromised by the online nature of the survey (ie, self
selecting bias) and where it was marketed (eg, Facebook). The
implications of these differences in terms of generalizability
may also be similar to those encountered when conducting other
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Internet-based research. For example, in Australia, Internet
access is highest amongst people with higher incomes, higher
levelsof educational attainment, and in householdswith children
over the age of 15 years, with younger age groups reporting
higher levels of Internet usage compared with those aged 55
years and over [22]. Thus, our survey respondents may more
closely resemble Australian Internet users than the wider
population. Furthermore, our recruitment methods may have
attracted a sample of respondents with greater experience and
knowledge of AOD websites than the general population of
Internet users. These features can be seen as both a limitation
(results may not be generalized to the whole Australian
population) and a strength (they may more closely match
Internet users, especially those who access AOD sites). An
additional, related limitation is that the sample was entirely
Australian, and results may not be fully generalizable to AOD
respondents from other countries.

Respondents answered the questions based on websites they
had visited before. There was no control for variability in
website exposure (eg, type, frequency, or recency of previous
website visits). Nor were motivations for seeking information
standardized. So, respondents may have been seeking
information about their own substance use, about family
members or friends, or may have been seeking information for
study programs or for entertainment. Differing features may
have been seen as important or satisfactory based on these
differing agendas. Perhaps more importantly, we do not know
whether any of the respondents had an AOD use problem (either
in the past or currently) and accordingly, we do not know how
these results may relate to an AOD treatment-seeking
popul ation.

Future Research

Future researchers might consider conducting a comparison of
similarly motivated i ndividual s seeking websites on AOD issues.
Developing and evaluating AOD websites based upon the
specifications identified as highly important by this sample
could lead to higher rates of engagement and usage of AOD
websites. In addition, exploration of some of the functional
design issues, such as determining what amount of information
is considered the “right” amount could assist in the design of a
more user-friendly AOD website. Targeting people with AOD
use problems would also provide more specific information
regarding the wants and needs of this group in accessing online
AOD websites. Tailoring AOD websites based on age and
education level appears to be an important line of research
investigation, and whether gender isindeed an irrel evant factor
when developing AOD websites will be an important finding
to replicate.

Implications and Conclusion

Engagement of people with AOD problemsin behavior change
remains a difficult challenge. The Internet offers opportunities
both for increased community understanding of AOD issues,
and potentially, for engagement of affected individuals at an
earlier stage than traditional treatment services, with lower
stigma, and at less cost. However, community-wide Internet
sites have not engaged young people at the rates one might have
wished, with alcohol-related website users often having mean
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or median ages in the mid 40s, as in the study of Kramer et a,
for example[23]. Theresults of the current study suggest some
partial solutions. For example, the results suggest that both
younger and older website users may be attracted to sites that
offer easily understood information, particularly if it can be
easily accessed, as well as sites where there is no need to log
in or download additional software and there are opportunities
to ask questions. While websites should be attractive and easy
to use, high cost features such as games, animations, or videos

Kleinetal

to look at screening tools or tips, although once engaged, we
found that users showed a preference for therapist assistance
over stand-alone websites (apreference that may limit the ability
of the websites to fully realize their potential for reaching the
community at low cost). The results of the study also suggests
that the challenge of eliciting a transition from information
seeking to screening and treatment-seeking may be greater for
other drug website usersthan for alcohol website users, athough
that apparent effect requires replication and clarification.

are not required by the majority. Users may at first be tempted
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Abstract

Background: Self-report measures can guide clinical decisions and are useful when evaluating treatment outcomes. However,
many clinicians do not use self-report measures systematically in their clinical practice. Internet-based questionnaires could
facilitate administration, but the psychometric properties of the online version of an instrument should be explored before
implementation. The recommendation from the International Test Commission is to test the psychometric properties of each
guestionnaire separately.

Objective: Our objective was to compare the psychometric properties of paper-and-pencil versions and Internet versions of two
guestionnaires measuring depressive symptoms.

Methods: The 87 participating patients were recruited from primary care and psychiatric care within the public health care
system in Sweden. Participants completed the Beck Depression Inventory (BDI-I1) and the Montgomery-Asberg Depression
Rating Scale—Self-rated (MADRS-S), both on paper and on the Internet. The order was randomized to control for order effects.
Symptom severity in the sample ranged from mild to severe depressive symptoms.

Results: Psychometric properties of the two administration formats were mostly equivalent. Theinternal consistency wassimilar
for the Internet and paper versions, and significant correlations were found between the formats for both MADRS-S (r = .84) and
the BDI-II (r = .89). Differences between paper and Internet total scores were not statistically significant for either questionnaire
nor for the MADRS-S question dealing with suicidality (item 9) when analyzed separately. The score on the BDI-11 question
about suicidality (item 9) was significantly lower when administered via the Internet compared with the paper score, but the
difference was small (effect size, Cohen’s [d] = 0.14). There were significant main effects for order of administration on both
guestionnaires and significant interaction effects between format and order. This should not, however, pose a problem in clinical
use as long as the administration format is not changed when repeated measurements are made.

Conclusions: The MADRS-S can be transferred to online use without affecting the psychometric properties in a clinically
meaningful way. The full BDI-Il aso seemsto retain its properties when transferred; however, the item measuring suicidality in
the Internet version needs further investigation since it was associated with a lower score in this study. The use of online
guestionnaires offers clinicians a more practical way of measuring depressive symptoms and has the potential to save resources.

(J Med Internet Res 2010;12(5):e49) doi:10.2196/jmir.1392
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Introduction

Routine use of self-report measures (of depressive symptoms,
for example) can be useful in clinical settings. A recent study
found that clinicians in psychiatric practice rated a self-report
measure as helpful for making treatment decisions in 93% of
patient visits [1]. In the same study, all the psychiatrists rated
the feedback from such rating scales as helpful for monitoring
treatment response, and 94% regarded them as helpful for
measuring severity of illness. Frequent feedback to clinicians
on symptoms from self-report questionnaires has been found
to reducein-patient days and hence the costs of psychiatric care
without influencing treatment outcome [2]. According to these
results, self-report instruments can be useful tools in mental
health care. However, the use of such scalesis not the rulein
all psychiatric settings. In a survey among UK psychiatrists,
only 10.5% reported using self-report scales on aroutine basis
to measure depression and/or anxiety. Over 55% of psychiatrists
answered that they never used self-report scales to measure
these symptoms in their patients. One of the most common
reasons given for not using self-report was a perceived lack of
arobust infrastructure to support the process. In particul ar, many
saw a need for information technology solutions to make such
self-report scales more practically useful [3].

One medium that has the potential to make self-report
guestionnaires easier to use is the Internet. Traditional
paper-and-pencil questionnaires are now being complemented
by Internet-based questionnaires that can be completed
anywhere, reach their destination instantly, automatically
calculate scores correctly, and be stored in a practical way. By
employing Internet-based questionnaires, clinicians could easily
access information about symptom levels and use this
information to inform their decisions about treatment. Using
the Internet to facilitate this kind of “reflective practice” has
been suggested previously [4], and in several treatment studies
on Internet-based self-help, patients have used online
guestionnairesto rate their symptoms|[5,6]. Additional possible
advantages of Internet-based questionnairesincludelower costs,
less environmental load, and the ability to rapidly update
guestionnaires to later versions. More detailed discussions of
Internet-based psychological assessments are available [7,8].

There is also an indication that patients may prefer
Internet-based questionnaires. One study found that more people
reported a preference for responding to mental health
guestionnaires on a computer compared with answering on
paper [9]. Moreover, inacontrolled investigation, I nternet-based
versions of questionnaires yielded higher response rates and
fewer missed items compared with the paper versions [10].

Sincethe spread of the Internet, researchers and test developers
have adapted several testsfor Internet administration by simply
moving the items from established paper questionnaires to
websites. However, it has been argued that we cannot assume
that the psychometric properties remain the same after such
adaptation[11]. The new setting in which theitemsare presented
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could render earlier reports on psychometric propertiesinvalid.
Internet administration of self-report measures could yield
different answers than paper-and-pencil administration. For
exampl e, people may tend to answer in aless socially desirable
way on the Internet compared with when they answer the same
guestions on paper [12]. Another reason why Internet
administration could differ is computer anxiety, meaning that
the use of the computer per se could create some of the very
feelingsthat are rated in questionnaires. One indication of this
is a significant correlation between computer anxiety and the
score on ascale measuring hegative mood that was found when
the assessment was made on computer but not when it wasdone
on paper [13]. If scores from Internet versions of self-report
measures differ from the established paper versions, it could
have serious consequencesif decisions about treatment are based
on them. This is especially true when it comes to questions
about suicidality (item 9 in both the Beck Depression
Inventory—second edition (BDI-11) and the
Montgomery-Asberg Depression Rating Scale—Self-rated
(MADRS-S) since a score that underestimates the risk might
reduce the inclination to ask further questions about suicidal
ideation. In Internet-based self-help, possibly underestimating
suicide risk becomes even more important since the clinician
typically does not meet the patient face-to-face.

The International Test Commission (ITC) guidelines on good
practice in Internet-based testing contain recommendations
about the process of adapting an established paper-and-pencil
questionnaire for online use. The equivadence of the
psychometric properties of the two versionsis a central issue,
and the ITC recommends presenting evidence that the two
versions produce scores with comparable means and standard
deviations, comparable reliabilities, and a correlation at the
expected level from the reliability estimates. It was also stated
that there should be the same level of test taker control (for
instance the possibility to review or skip items in a similar
fashion) [14].

In two previous randomized studies [15,16] that compared
Internet and paper versions of the MADRS-S [17], the results
indicated similar psychometric properties of the two versions.
In spite of these consistent results, there was aneed for further
investigation mainly because both previous studies used samples
with mild depressive symptoms, recruiting only from a
university campus in one case [15], and the generalizability of
the results is therefore limited. The established paper version
of the BDI-11 [18] was aso compared with Internet versionsin
the reports of these studies [15,16] as well as with a
computerized version in an earlier study with a student sample
[19]. There were no differences in the psychometric properties
between the two versions in the two studies with samples
showing minima symptoms of depression [15,19], but a
significantly higher mean score was generated from the I nternet
version of the BDI-II compared with its paper version in the
study with a sample showing mild depressive symptoms [16].
However, the difference was small.
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Previous research on these questionnairesindicates equivalence
between Internet and paper versions. Participantsin thosetrials,
however, are probably not representative of patients seeking
help at psychiatric or primary care clinics, making the results
less relevant to this context. From a health care perspective, a
study of clinic patients could increase the external validity of a
psychometric study, not only because such a study population
would consist of persons exhibiting higher levels of depressive
symptoms, but also becauseit isreasonableto assumethat clinic
patients would have less experience with computers compared
with study populations composed of students. Having higher
levels of depressive symptoms, individualsin aclinical sample
may have some concentration difficulties and therefore might
also be more negatively affected by new technology.

The aim of this study was to compare the psychometric
properties of two administration formats for the BDI-11 and the
MADRS:-S using a sample of clinic patients. We contrasted
paper-and-pencil versus Internet administration of the two
guestionnaires.

Method

Participants

Participants completed the paper and Internet-based
guestionnaires as part of their registration for aclinical trial of
Internet-based treatment for depression. Participants were
recruited within public health care in Orebro County Council
and Varmland County Council in Sweden. Patients and staff in
primary care and psychiatric care were informed about thetrial
at staff meetingsand viapostersin waiting rooms. Both referrals
and self-referrals were accepted. Participants were required to
be at least 18 years of age, have access to a computer with an
Internet connection, be fluent in the Swedish language, and be
willing to attend two interviews with a psychol ogist.

Procedure

All patients who expressed interest in the clinical trial received
aletter with an informed consent form. When written consent
was received from the patient, the patient was randomized to
complete the questionnaires on paper or Internet first to control
for order effects. A block randomization sequence was created
by a statistician and concealed from study personnel by the use
of sealed envelopes. After randomization, a letter was sent to
the patient’s homethat contained instructions on how to proceed.
Patients randomized to completing the paper version first
received the questionnaires together with the instructions and
a return envelope. Patients randomized to completing the
Internet version first received aletter with instructions on how
to fill out the Internet version as well as a user name and
password. Assoon asthetrial staff received the responsesfrom
the first administration of the questionnaires, a new letter was
sent out that contained instructions for the opposite
administration format. MADRS-S was completed first and
BDI-II second both on the Internet and on paper. Group 1 (n =
43) completed the paper version first and then the Internet
version. Group 2 (n = 44) answered the questionnaires in the
opposite order. Ethical approval was obtained from the Regional
Ethics Committee in Uppsala, Sweden.
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Material

A website was constructed for the study, and al Internet-based
measurements were carried out by patients logging in and
completing the questionnaires under their user name. All items
had to be answered one-by-one, and only one item at a time
appeared on the screen. After the answer to an item had been
provided, the next item appeared on the screen. It was possible
to change the answers of previous items until the last item was
completed for each test (BDI-1I and MADRS-S).

The Montgomery-Asberg Depression Rating Scale—Self-rated
(MADRS-S) is a 9-item self-report scale that measures
depressive symptoms. The patients are asked to rate their
symptom severity on a scale ranging from 0 to 6, resultingin a
total score ranging from O to 54. A higher score indicates a
higher level of depressive symptoms. Satisfactory internal
consistency was found in a recent study, in which a Cronbach
alpha of .84 was reported [20]. The MADRS-S is a self-rated
version of the origina clinician-rated MADRS, which was
especially designed to be sensitive to change in symptom levels
[21]. MADRS-Swas used in our study because of its briefness,
its good psychometric properties, and the fact that it is freely
available.

The Beck Depression Inventory—second edition (BDI-Il) isa
21-item self-report scale of depressive symptoms. Each item
yields a score ranging from 0 to 3 resulting in a total score
ranging from 0to 63, and ahigher scoreindicates ahigher level
of depressive symptoms. Theinternal consistency of theBDI-11
has been reported to be good in several studies, for example, a
Cronbach apha of .90 has been reported [22]. The BDI-Il isa
revised version of the original BDI [23]. BDI-Il was used in
our study because it is one of the most widely used self-report
scales for depressive symptoms and is, therefore, of interest to
many clinicians.

Analyses

Cronbach alpha coefficients were used to estimate internal
consistency, and Pearson correl ations were cal cul ated between
the different administration formats. To test differences between
the two orders of administration (paper first or Internet first),
and formats (paper or Internet) two-way Analyses of Variance
(ANOVA) were calculated. Significant interactions were post
tested with t tests with Bonferroni adjusted alpha levels (P <
0.0125). Effect sizes (Cohen’'s d) were calculated by dividing
the difference between scores by the pooled standard deviation.

Results

Out of 119 patients that showed interest in aclinical trial, 112
gave written consent and were asked to fill out the
guestionnaires on both Internet and paper. The response rate
was 77.7%, that is, 25 patients did not complete thetask (4 filled
out questionnaires only on the Internet, 8 filled out
guestionnaires only on paper and 13 didn’t fill out any). A total
of 87 patients filled out both questionnaires on paper and on
the Internet and are included in the analyses. On average, 9.79
days (SD 9.83) passed between thefirst and second assessment.
Of the 87 study participants, 57 (65.5%) were women, and 30
(34.5%) were men; the mean age was 41.1 years (SD 13.0),
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ranging from 20 to 72 years of age. The degree of depressive
symptoms ranged from minimal to severe, with arange from 7
to 57 on the BDI-Il and 6 to 39 on the MADRS-S (paper
versions). The mean scores on the paper version of the
MADRS:S indicated moderate depressive symptoms, and on
the paper BDI-II the mean value indicated severe depressive
symptoms.

Cronbach apha levels were similar for the Internet and paper
versions of the Montgomery-Asberg Depression Rating Scale

Holldndare et d

— Self-rated (MADRS-S). The alpha levels for the different
orders and formats of administration are presented in Table 1.
The correlation between the MADRS-S total scores from the
Internet administration and the paper administration was high
r = .84 (P < .001). Correlations between scores from Internet
and paper in the different groups are shown in Table 2. The
correlations between the Internet and paper versions of all
MADRS:S items were significant. Correlations for each item
separately are shown in Table 3.

Table 1. Internal consistency (Cronbach alpha) for the two groups and administration formats

Paper-First Group Internet-First Paper-First Group Internet-First
on Paper Group on Internet on Internet Group on Paper
Alpha Alpha Alpha Alpha
MADRS-S 81 .73 81 .81
BDI-II .90 .87 .89 .89
Table 2. Pearson Correlations between scores from paper and the Internet
Paper First Internet First Both Groups Together
ra rd ra
MADRS-S .86 .80 .84
MADRS-Sitem 9 .88 .64 79
BDI-II 91 .85 .89
BDI-Il item 9 .84 .73 .80
8All correlations are significant at the P < .001 level.
Table 3. MADRS:-S item, mean score on paper and Internet and the correlation (Pearson) between them
Item Paper Format Internet Format Correlation®
Mean (SD) Mean (SD)
1 Mood 2.38(1.73) 2.43(1.34) 57
2 Anxiety 3.53(1.36) 3.55 (1.02) 58
3Sleep 2.32(1.45) 2.32(1.52) 66
4 Appetite 1.36 (1.36) 1.48 (1.26) 65
5 Ability to concentrate 2.83(1.38) 2.90(1.32) 71
6 Initiative 3.18 (1.48) 3.22(1.43) 74
7 Emotional involvement 2.66 (1.28) 2.63(1.21) .65
8 Pessimism 3.20(1.38) 3.48(1.21) 63
9 Zest for life 2.34(1.26) 2.41 (1.10) 79
Total 24.43 (6.97) 23.79 (7.98) 84

3A|l correlations are significant at the P < .01 level.

For the MADRS-S there was no significant main effect for
administration format (paper or Internet). There was, however,
a significant main effect of administration order, indicating
higher scores for the group that answered the questionnaire on
paper first compared with the Internet-first group (means 26.2
vs 22.08), and the effect size was moderate (Cohen’sd = 0.57).
There was aso a significant interaction between order of
administration and administration format. Subsequent t tests
with Bonferroni adjusted alpha levels showed no significant

http://www.jmir.org/2010/5/e49/

difference between scores from paper and Internet for the
paper-first group (t,, = 0.53, P = .60), and no significant
difference between scores from paper and Internet for the
Internet-first group (t,3 = -2.37, P =.02). The paper-first group,
however, scored significantly higher on the paper-MADRS-S
than the Internet-first group (tgs = 3.1, P = .003). No significant
difference was found between the Internet scores from the two
groups (tgs = 2.16, P = .03).

JMed Internet Res 2010 | vol. 12 | iss. 5 [e49 | p.179
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

For MADRS:S item 9 (suicidality) there was no significant
main effect for format or order of administration. There was,
however, a significant interaction effect between format and
order of administration. The subsequent t tests showed no
significant difference between paper scores and Internet scores
in the paper-first group (t,, = 1.15, P = .26), and no significant
difference between paper scores and Internet scores in the
Internet-first group (t;3 = -1.98, P = .05). No significant

Table4. Means (SD), main effects, and interaction effect

Holldndare et d

difference was found between the paper scores from the
paper-first and the Internet-first group (tgs = 2.47, P = .02), nor
was a significant difference found between the Internet scores
from the two groups (tg5 = 1.22, P = .23). Means and standard
deviationsfrom MADRS-Sand BDI-I1 are shown together with
F and P values for the two groups and administration formats
in Table 4.

Group Paper Format Internet Format Main Effect Interaction
Mean (SD) Mean (SD) Format Order
F, P Vaue F, P Vaue F, P Value

MADRS-S Paper first 26.35 (7.93) 26.02 (7.32)

Internet first 21.30(7.28) 22.86 (6.31) 1.88,P=.18 7.68, P =.007 4.36, P = .04
MADRS-Sitem9  Paper first 2.67 (1.39) 2.56 (1.24)

Internet first 2.02 (1.05) 2.27(0.92) 0.68, P=.41 395, P=.05 51,P=.03
BDI-II Paper first 34.21(10.9) 31.93 (10.54)

Internet first 26.98 (9.34) 27.48(9.2) 297,P=.09 7.86, P =.006 7.26, P =.009
BDI-Il item 9 Paper first 0.88 (0.66) 0.72 (0.66)

Internet first 0.52 (0.66) 0.5(0.55) 4.28, P=.04 5.08, P=.03 244,P=.12
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Table 5. BDI-II item, mean score on paper and Internet, and the correlation between them

Item Paper Format Mean (SD) Internet Format Correlation®
Mean (SD)
(1) Sadness 1.26 (.58) 1.29 (.61) 70
(2) Pessimism 1.38(.72) 1.39(.62) .66
(3) Feelings of failure 1.55(.92) 1.53(.86) .68
(4) Loss of pleasure 1.72(.77) 1.59 (.77) .70
(5) Guilty feelings 1.53 (1.0) 1.53 (.94) .69
(6) Punishment feelings 0.68 (.97) 0.80(1.03) 74
(7) Self-dislike 1.72 (.98) 1.78 (1.02) 59
(8) Self-criticism 1.43 (.90) 1.43 (.86) .59
(9) Suicidal thoughts or wishes 0.70 (.68) 0.61 (.62) .80
(10) Crying 1.68 (1.21) 1.69 (1.19) .80
(11) Agitation 1.25(.81) 1.05 (.70) 66
(12) Loss of interest 1.49 (.83) 1.48(.85) .63
(13) Indecisiveness 1.53 (.91) 1.53 (.91) 71
(14) Worthlessness 1.43(.90) 1.38(.90) .79
(15) Loss of energy 1.84(.64) 1.68(.69) .61
(16) Change in sleeping patterns 1.64 (.85) 1.59 (.87) .66
(17) Irritability 1.47 (.89) 1.40 (.90) 68
(18) Changesin appetite 1.39(.98) 1.22 (.99) .64
(19) Concentration difficulty 1.52 (.66) 1.44 (.68) .63
(20) Tiredness or fatigue 1.85(.77) 1.79 (.88) 71
(21) Loss of interest in sex 1.48 (1.06) 1.49 (1.04) .88
Total 30.55(10.72) 29.68(10.07) .89

8A|| correlations are significant at the P < .01 level

For the BDI-II Cronbach aphalevelswere similar inthe Internet
and paper versions. Theaphalevelsfor the different ordersand
formats of administration are presented in Table 1. The
correlation between the BDI-11 total scores from the Internet
administration and the paper administration was high, r = .89
(P <.001). Correlations between scores from I nternet and paper
in the different groups are shown in Table 2. The correlations
between the Internet and paper versionsof all BDI-Il itemswere
significant. Correlations for each item are shown in Table 5.

For the Beck Depression Inventory (BDI-II), there was no
significant main effect for administration format (paper or
Internet). There was, however, a significant main effect for
administration order, indicating higher scoresfor the paper first
group compared with the Internet-first group (means 33.07 vs
27.23), and the effect size was moderate (d = 0.58). There was
also asignificant interaction between order and administration
format. Subsequent t tests with Bonferroni adjusted alphalevels
showed that the paper-first group scored significantly higher
on the paper BDI than on the Internet BDI (t,, = 3.36, P =.002).
No significant difference was found between the paper score
and the Internet score for the Internet-first group (t,; = -0.65,
P =.52). The paper-first group scored significantly higher than
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the Internet-first group on the paper BDI (tgs = 3.33, P =.001),
but not on the Internet BDI (tgs = 2.1, P = .04).

For BDI item 9 (suicidality), there were significant main effects
of format and order of administration, but no significant
interaction between them. The mean score for the paper BDI
item 9 (both groups) was higher than the Internet BDI item 9
(means 0.7 vs 0.61) and the effect size was small (Cohen’sd =
0.14). The paper-first group scored higher (both formats) than
the Internet first group (means 0.80 vs 0.51) and the effect size
was small (Cohen’sd = 0.46).

Discussion

The internal consistency of both questionnaires was similar
across administration formats, and medium to high correlations
were found between paper and Internet total scores, and for
each individual item. No significant main effect separated the
paper total scoresfrom the Internet total scores, but interaction
effects were found as well as main effects for order of
administration. Participants rated their suicidality on the same
level on paper and Internet-based MADRS-S, but rated lower
suicidality levelsonthe Internet BDI-I1 compared with the paper
version.
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These results do not indicate any clinically relevant differences
between thetotal scoresfrom paper and Internet versions of the
BDI-Il and MADRS:-S, but rather that people suffering from
depression rate their overall depressive symptoms on the same
level with both administration formats. An important clinical
implication is that it is probable that the questionnaires tested
in this study can be used online with the same cutoff pointsand
without changed internal consistency. Online versions should
make it easier for cliniciansto administer these questionnaires,
hopefully making them more common in everyday practice.

If peopletend to rate their suicidality lower on the Internet, this
has to be taken into account in clinical use. In aprevious study
[15], however, we did not find a significant difference between
suicidality ratings on paper and Internet BDI-II (item 9), and
although the difference in the current study was significant, the
effect size was small. When it comes to the overall scores,
previousresearch hasindicated similar psychometric properties,
but in samples with minimal and mild symptoms. Although
encouraging, this was of limited clinical relevance since these
levels of symptoms are rarely seen in clinical practice. In the
current study, the psychometric properties of paper and Internet
versions of BDI-II and MADRS-S were compared using a
sample of clinic patients recruited within public health care.
The sample had mean scores indicating moderate to severe
depressive symptoms.

In an earlier study [16] with a sample size of 350, the subjects
scored significantly higher on the Internet version than on the
paper version of the full BDI-II. In contrast, the current study
showed no significant main effect for administration format.
The actual difference found by Carlbring et al was small (0.49
points) [16], and thus both studies indicate no clinically
meaningful differencesbetween the two administration formats.
The difference between the results in the two studies mainly
seems to be a difference in statistical power. The significant
correlations between scores from Internet and paper versions
of each item needs replication since the authors found no
previous studies that presented separate results for each item.

A case could be made for a possibl e difference between the two
administration formats, mainly concerning computer anxiety
and social disinhibition on the Internet, although this was not
directly investigated in the current study. Since no clinically
relevant differences were found, these arguments are probably
less important in our study. In the case of computer anxiety, a
recently published study [24] found that experience with
computers reduced the problem, indicating that it isatemporary
problem that mainly occurs when new technology isintroduced.
It is therefore possible that computer anxiety is higher in
countries, or subgroups, with low levels of computer experience.
In such populations, paper and Internet versions of the same
guestionnaires may not be equivalent. The design of the current
study does not allow any analysis to investigate this.

The significant main effects for order of administration mean
that the paper-first group had higher scores regardless of
administration format. It is difficult to interpret these results,
but one possible explanation is a small difference surrounding
the administration of the paper and Internet versions. Before
completing the Internet versions, patients had to identify
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themselves by means of a personal username and password,
after which they were asked some questions about
sociodemographic characteristics. It is unclear whether this
could affect results of both administration formats. Another
possible contributing factor could be an actual difference in
depressive symptoms between the two groups. The interaction
effects found in this study indicate that the order of
administration affects the difference between the first and the
second measurement if different administration formats are
used. In aclinical context it is therefore important to use the
same administration format for all measurements made by the
same individual.

Since al patients in this study showed an interest in an
Internet-based treatment trial, it is possible that they are
relatively positive toward using the Internet, which could limit
the generalizability of the results. Another limitation of this
study isthat although the MADRS-S has a maximum score of
54, no subjectsin the sample had a score higher than 39 (on the
paper version). Thefull range of the scale was not used and thus
the results should not be generalized outside the score range of
the samplein the study. A third limitation isthat the design did
not address the question of test—retest reliability of the Internet
versions of thetests. Future studies should address this question
by using repeated measures with Internet-based tests. A fourth
limitation isthat computer anxiety and socia disinhibition were
not measured. A fifth possible limitation is that the items were
presented one at atime on the Internet, which differs from the
paper versions. However, earlier research shows that the two
methods are psychometrically equivalent [25]. The most
apparent strength of the current study is the use of a sample of
clinic patients with moderate to severe depressive symptoms.

The results in this study, and in previous studies, suggest that
the Internet-based BDI-11 generates a total score that does not
differ in a clinically meaningful way from the total score
generated from the paper version. The suicidality rating in the
BDI-I1, however, needs further investigation since we found a
small but significant difference in this study, but no difference
wasfound in aprevious study. Future research on thisis needed
and should be made with samples with higher levels of
suicidality compared with the levels found in this study.

The psychometric properties of MADRS-S were not affected
when the scale was transferred for use on the Internet in this
study. Sincethisfinding is consistent with two previous studies,
it seems safe to transfer the MADRS-S to online use without
affecting the psychometric propertiesin any clinically relevant
way. Internet-based MADRS-S is, therefore, a clear candidate
to complement traditional self-report measuresin clinical work.

Besidesthe psychometric properties, however, there might also
be other problems that have to be addressed before clinical
implementation of Internet-based self-report measures, one of
which is the security of information technology solutions.
Another challenge may be test taker preferences. If patients, or
subgroups of patients, find Internet-based questionnaires less
attractive than traditional administration formats, it could lower
response rates. Future research should investigate the
possibilities and chall enges associated with implementing online
guestionnaires in clinical practice. Patient acceptability,
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information security, and cost effectiveness are someimportant ~ aspects.
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Abstract

Background: The science of eHealth interventions is rapidly evolving. However, despite positive outcomes, evaluations of
eHealth applications have thus far failed to explain the high attrition rates that are associated with some eHealth programs. Patient
adherence remains an issue, and the science of attrition is till in its infancy. To our knowledge, there has been no in-depth
qualitative study aimed at identifying the reasons for nonadherence to—and attrition from— online interventions.

Objective:  This paper explores the predictors of attrition and participant-reported reasons for nonadherence to an online
psycho-education program for people newly diagnosed with a bipolar disorder.

Methods: As part of an ongoing randomized controlled trial (RCT) evaluating an online psycho-education program for people
newly diagnosed with a bipolar disorder, we undertook an in-depth qualitative study to identify participants reasons for
nonadherence to, and attrition from, the online intervention as well as a quantitative study investigating predictors of attrition.
Within the RCT, 370 participants were randomly alocated to 1 of 2 active interventions or an attention control condition.
Descriptive analyses and chi-square tests were used to explore the completion rates of 358 participants, and standard regression
analysis was used to identify predictors of attrition. The data from interviews with a subsample of 39 participants who did not
complete the online program were analyzed using “thematic analysis’ to identify patternsin reported reasons for attrition.

Results: Overal, 26.5% of the sample did not complete their assigned intervention. Standard multiple regression analysis
revealed that young age (P=.004), male gender (P=.001), and clinical recruitment setting (P=.001) were significant predictors
of attrition (F; 330= 8.08, P<.001). Thematic analysis of interview datafrom the noncompl eter subsample revealed that difficulties
associated with the acute phases of bipolar disorder, not wanting to think about one’s illness, and program factors such as the
information being too general and not personally tailored were the major reasons for nonadherence.

Conclusions; The dropout rate was equivalent to other Internet interventions and to face-to-face therapy. Findings from our
qualitative study provide participant-reported reasons for discontinuing the online intervention, which, in conjunction with the
quantitative investigations about predictors, add to understanding about Internet interventions. However, further research is needed
to determine whether there are systematic differences between those who complete and those who do not complete eHealth
interventions. Ultimately, this may lead to the identification of population subgroups that most benefit from eHealth interventions
and to informing the development of strategies to improve adherence.

Trial Registration: ACTRN12608000411347; http://www.anzctr.org.aw/ACTRN12608000411347.aspx (Archived by WebCite
at http://lwww.webcitation.org/5uX4uY wV N)

(J Med Internet Res 2010;12(5):€57) doi:10.2196/jmir.1450
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Introduction

The science of eHealth interventionsisevolving [1,2]. Drawing
on quality standards for the field [3], new programs and
platforms have been developed, clinical trias utilizing gold
standard methodologies have been conducted, and clinical
efficacy and cost effectiveness have been demonstrated [4,5].
However, participant adherence to the interventions remains an
issue. A recent systematic review of 19 Internet-based
psychological treatment programs found that attrition during
treatment ranged from 2% to 83% with amedian of 19% and a
weighted average of 31% [6]. High eHealth attrition rates may
be anatural and typical feature[7], but the reasons are not well
known, and the phenomenon creates methodol ogical challenges
in studies evaluating eHealth applications. In this particular
area, the science of eHealth interventionsis still initsinfancy.

Dropout rates from online programs do not differ greatly from
psychotherapy delivered face-to-face. A mean rate of premature
termination of 46.86% (SD 22.25) wasfound in ameta-analysis
of 125 studies of face-to-face therapy [8], while more recent
studies of attrition in face-to-face psychotherapy have reported
rates of 24% in a clinical psychology service setting [9] and
33% in primary care settings [10]. However, the vast
methodological differences between traditional and eHealth
interventions necessitate the investigation of attrition from online
interventions in their own right. Appropriate frameworks and
models of eHealth attrition are needed to fully understand and
assess the reasons behind dropout in order to maximize the
impact of interventions. Eysenbach [7] has posited that, among
other factors, “losing interest” is one common factor to both
dropout to follow-up and nonusage of the application, but this
has yet to be tested. Other hypothesized reasons for attrition
include characteristics of theintervention such asitsease of use
[7], clarity of expectations[7], and adjunctive personal contact,
which can influence usage [7, 11]. User characteristics such as
education level, severity of the mental health problem, need for
anonymity, availability of alternative resources, and preference
for treatment modalities have a so been suggested [12].

Until recently, very little research hasinvestigated nonadherence
to and attrition from Internet interventions [7, 13]. A recent
review of Internet interventions for anxiety and depression by
Christensen et a [14] noted that many studies failed to report
adherence to the content of the intervention, detailing only
dropout from trial assessments. Even fewer studies have assessed
the predictors of adherence, while only one [15] has formally
examined participant-reported reasons for nonadherence and
dropout. Although an important addition to the field, the data
from that study were collected by questionnaire, which by
necessity imposes restrictions on their possible richness and
depth.

The paucity of research into attrition represents a significant
gap in the science of eHealth interventions [7]. The necessity
for such studies is emphasized by the tendency to base
judgments of the utility of interventions on dropout rates.

http://www.jmir.org/2010/5/€57/

However, Proudfoot et al’s [16] survey of noncompleters of
their “ Beating the Blues” computer-based cognitive behavioural
therapy (CCBT) for depression and anxiety found that only hal f
the noncompl eters (53%) cited negative reasonsfor abandoning
the program. Therefore, the assertion that nonadherence and
dropout are negative reflections on interventions may not always
be correct in eHealth, and more investigation is required to
better understand the intricacies of attrition.

As eHeadlth interventions have the potential to significantly
enhance access to high quality cost-effective care throughout
the world, reasons behind participant nonadherence, and an
examination of who continues with the intervention and why
isof scientificinterest and crucial for the future utility of online
mental health delivery.

The current study was designed to investigate patterns of
adherence to an online psycho-education program for people
with bipolar disorder. Bipolar disorder is a chronic illness that
ischaracterized by periods of mania/hypomaniaand depression.
It was earlier reported that 1.3% of the population will suffer
from bipolar disorder acrosstheir lifetime; however, more recent
evidence suggestsalifetimerisk of 5% [17,18]. Bipolar disorder
has been ranked the sixth leading cause of disability in the
world, with approximately 40% of peoplewith bipolar disorder
relapsing in the first year, 60% over two years, and 75% over
three years [19]. Moreover, bipolar disorder bears the highest
suicide rate of all psychiatric disorders, with approximately
25% of patients attempting suicide, and 10% to 20% compl eting
suicide [20]. Psycho-education has been shown to increase
patients and their supporters’ knowledge of the disorder and
of treatment options, improve treatment adherence, and decrease
relapses and hospitalizations [21].

Our study aimed to identify participant, program, and setting
factors related to nonadherence in an online psycho-education
program and to fill agap in theliterature by undertaking in-depth
qualitative interviews with a cross section of non-completers
to understand their reasons for discontinuation. Based on
previous research [13-15] we predicted that gender, age, and
illness severity would influence program adherence.

Methods

Participants

Thisstudy ispart of an ongoing randomized clinical trial (RCT)
aimed a evauating the effectiveness of an online
psycho-education program in helping people newly diagnosed
with bipolar disorder to adjust to their diagnosis and to gain
control of their illness. Details of the randomized controlled
trial have been outlined in Proudfoot et al [22]. Participants
wererecruited through the Black Dog I nstitute Mood Disorders
clinic, the Black Dog I nstitute website [ 23], community mental
health organizations, general practitioners and psychiatrists,
and the print media. Information and flyers were placed in the
clinic and on the website and were distributed to community
organizations, general practitioners and psychiatrists, and their

JMed Internet Res 2010 | vol. 12 | iss. 5 [€57 | p.186
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

professional and support organizations. In addition, brief text
advertisements were placed in 3 newspapers, 1 Australia-wide
and 2 Sydney-based (see Multimedia Appendix 1). To be
eligible for the study, participants had to be 18 or more years
of age, had to have been diagnosed with bipolar disorder by a
genera practitioner or psychiatrist within the past 12 months,
had to be currently seeing ahealth professional for the treatment
of their bipolar disorder, had to be without suicidal ideation,
had to have access to the Internet, had to be computer literate,
had to be living in Australia, had to be able to read and write
English, and had to be prepared to take part in the 6-month
study. To confirm their diagnosis of bipolar disorder,
participants completed the Mood Swings Questionnaire [24],
and those who scored at or above the cutoff of 22 were invited
to take part in the study. Power calculations based on the
outcome measures showed that to detect an effect size of 0.5
between the online psycho-education program and the control
group, and 0.4 between the two online programs, with a power
of 80% (alpha = .05), a sample of 100 participants per group
wasrequired. To alow for attrition, we set a sample size of 140
in each of the 3 groups (ie, asample size of 420). From January
2007 to August 2009, 370 participants were enrolled in the
program and their pattern of adherence was studied as a substudy
within the RCT. The results of the RCT will be reported
separately when the full sample has been recruited and follow-up
data have been collected.

Interventions

Using acomputer-generated randomization list, an independent
researcher randomly allocated consenting participantsto 1 of 3
conditions: 2 active interventions and 1 attention control
condition. Those allocated to the 2 active intervention groups
received an online psycho-education program for bipolar
disorder either aone (Bipolar Education Program [BEP], see
below) or with email support from informed supporters (BEP
+ 15). The dlocation sequence was concealed from the
researcher (author JN) who enrolled and assessed participants.

Informed supporters were expert patients with bipolar disorder
who were effectively managing their condition and trained to
provide email support to participants under the supervision of
the research team. Informed supporters were evaluated for
suitability for the study on advice from their managing
psychiatrist and the judgement of study chief investigator (author
JP) of their performance during the training program. Informed
supporters attended an 8-hour manual-based training course

http://www.jmir.org/2010/5/€57/
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devel oped specifically for the program, which was administered
over 2 sessions by the study team. Session 1 provided an
overview of the research study, including study protocol and
ethical requirements and the psycho-education program. Session
2 concentrated on the role of informed supporters and included
how to offer practical advice and coping strategies, particularly
on issues associated with the module content, how to write
sensitive and supportive emails, and how to stay within the
boundaries of the role. Informed supporters attended monthly
supervision sessions with the research team and were paid on
an hourly basis for the supervision sessions and for the time
they spent carrying out their role. All informed supporter emails
to and from participants were copied to the research team for
quality control and safety checking throughout the study.

The online psycho-education program consisted of 8 modules,
each with associated workbooks, delivered 1 per week. It was
estimated that viewing the module content and completing the
workbook would take participants 30 minutes each week. The
content of modules was presented as an audio-visual
lecture-style slide presentation with voice narration, and topics
included the causes of bipolar disorder, medications,
psychological treatments, and “stay-well plans’ (see Table 1).
Workbooks consisted of exercises and activities designed to
help participantsto apply the psycho-education material to their
individual situation. Specifically, the workbook activities were
designed to assist participants to develop and implement their
own “stay well plan.” For example, one workbook activity
focussed on helping participants to identify their triggers to a
depressive or manic episode. Another required them to devise
amap of their support network, deciding on whom they would
allow to assume what rolesif they becameiill.

The attention control condition consisted of online information
about bipolar disorder presented in text as bullet points, of no
more than 2 pages in length. It was matched on duration (8
weeks) and structure (1 module per week) to the intervention
conditions and contained a*“workbook” containing abrief quiz
(4 questions) relating to the content of the module and a mood
chart, similar to the active conditions. All participant workbook
responses and mood chartswere monitored by the research team
for any reports of suicidal ideation or extremes in mood.
Participants reporting these states were contacted by theresearch
team viaemail and advised to consult their health professional.
In extreme cases, the clinical psychologist on the research team
contacted the participant’s doctor.
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Table 1. Content of the Online Bipolar Education Program

The importance of detection, diagnosis, and management of the bipolar disorders and distinguishing
them from other conditions such as attention deficit/hyperactivity disorder, anxiety states, personality

Genes, neurochemistry, hormones, environmental factors, stress, and personal and family background
Mood stabilizers, antidepressants, antipsychotics

Cognitive behaviour therapy; narrative therapy; solution-focussed therapy; pinpointing “ early warning
signs,” the signals that an episode of depression or mania may be on the horizon

How to reduce stress, minimize risks and maximize the chances of staying well; identifying personal

Developing a contingency plan about what to do if they become unwell; considerations: extra medi-
cation, finances, work, additional treatment(s), and who to allow to help them make those decisions

The benefits of establishing routines for regular sleep times and relaxation, taking medication, exer-
cising, eating healthy foods, drinking less alcohol and caffeine, avoiding stress

People with bipolar disorder have an illness, but they themselves are not theillness; steps for setting

up and implementing an action plan to stay well with bipolar disorder

Module  Topic Content
1 Diagnosing bipolar disorder:
styles, and, in particular, schizophrenia
2 The causes of bipolar disorder
3 Medications for bipolar disorder
4 Psychological treatments
5 Stay-well plans
triggersto illness episodes
6 Carers and support networks
7 Lifestyle changes
8 Personfirst, illnesslast, and conclu-
sion
Procedure

Participant adherence was monitored throughout the study to
identify noncompleters. Adherence was defined as active use
(completion and return of workbooks) and sufficient dose
(completion of 4 or more sessions) of the program. Participants
who returned 3 or fewer completed workbooks were considered
“noncompleters.” In total, 370 participants took part in the
guantitative study to identify predictors of attrition.

In addition, those who met criteria for noncompletion were
contacted at the 6-month follow-up point and invited to
participate in a semistructured telephone interview about their
impressions of the program and their reasonsfor discontinuation.
To encourage nonrespondersto participate, theinterviewswere
not audio taped but participants' responses were transcribed in
real time. We employed the standard qualitative sampling
technique of “sampling to saturation” which rests not on
generalizability nor on representativeness, but on notions of
“saturation,” that is, sampling is continued until the point is
reached at which no new information or insights are obtained
[25]. All recruited participants had completed the intervention
phase of the randomized controlled trial and, consistent with
best-practice qualitative method, we continued sampling as
participants reached the 6-month follow-up point until no new
insights were gained from the interviews. We contacted
participants prior to the actual interview to allow them to choose
a time that would suit them for the interview. We also asked
interviewees general questions about their hedth at the
beginning of the interview to get an indication of their current
state. Participants were sent a double cinema pass for taking
part in the interview. The study was approved by Human
Research Ethics Committee of the University of New South
Wales.

M easures

Participants completed baseline questionnaires before taking
part in the online program. Theseincluded the Goldberg Anxiety
and Depression Questionnaire [26] consisting of 2 subscales,
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each of 9 items rated with ayes/no response. “Yes’ responses
were summed, producing a possible range of scores from 0 to
9, with higher scores representing more severe
anxiety/depression. Details of the age that participants
experienced their first symptoms of mania and depression and
their current self-rated mood state (normal, depressed, high, or
mixed) were also collected, as well as arange of demographic
information including age category, gender, marital status,
education level, and current employment status. Age category,
rather than exact age, was collected as our pilot testing showed
that it was more acceptable to potential participants and,
therefore, they were more likely to supply it. As participants
were sent modules weekly—regardless of whether they had
completed the previous week’s workbook—we measured
attrition by the number of participants “forever lost” from the
program and their last completed workbook, aswell asthetotal
number of workbooks completed.

A specialy designed semistructured interview schedule was
used to gather noncompleters’ perceptions of the online bipolar
psycho-education program, their health status, and their reasons
for discontinuation. The health assessment portion of the
interview consisted of questions measuring perceived
self-control and understanding of bipolar disorder. Participants
were aso asked to rate their mental health at the time of
discontinuation and whether they felt that depression or mania
compromised their ability to do the program. The second part
of theinterview assessed participants' perceptions of the online
program and reasons for discontinuation. Questions related to
motivationsfor and expectations upon joining the study, aswell
astheir comments about the main program elements, the module
information, the workbooks, their overall thoughts of, and what
they would change about, the online program as a whole, how
often they accessed the information, and their reasons for
discontinuation. Whether participants expectations of the study
were met and their thoughts on the online format were also
explored.
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Analysis

Exploratory descriptive analyses and chi-square tests were
conducted to compare the completion rates of the groups of
participants. Because the majority of people with bipolar
disorder are diagnosed in their twenties and an inclusion
criterion for the study was that participants had to have been
diagnosed within the last 12 months, we dichotomized the age
categories into 18 to 29 years and over 30 years for analysis.
Standard multiple linear regression was used to explore
predictors of attrition; the number of workbooks completed was
the studied outcome.

Noncompleter interviews were anayzed using “thematic
analysis’ [27] to identify patterns in reported reasons for
attrition. This method entails allowing the datato inform major
themes derived from the participants’ responsesto the questions
and issues raised at interview. It involves organizing and
describing the datain rich detail within atheoretical framework.
In contrast to other forms of qualitative analysis, thematic
analysisisnot wedded to any preexisting theoretical framework,
although the theoretical position used in the analysis is made
clear [27]. In our analysis, we used an essentialist or realist
theoretical approach, in which participants experiences,
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meanings, and reality are examined in an inductive way, in
contrast to other frameworks which focus on, for example, the
manner in which participants’ meaningsare“ constructed’ within
the broader context of society. Participants’ interviews were
analyzed by two members of the research team (authors JN and
RB). Recurrent themes were identified and coded, and
discrepancies in theme identification were resolved by
discussion. Consistent with thematic analysis procedures, themes
rather than numbers were analyzed and reported.

Results

Originally, 370 participants took part in this study; however,
the data from 12 participants were excluded from analysis as
these participants subsequently withdrew. Participant flow for
the attrition substudy within the RCT is reported in Figure 1.

Of the sample of 358 participants, 69.8% (250) were female,
28.8% (103) were under 30 years of age, 45.5% (163) were
married, 70.7% (253) were tertiary educated, and 57.5% (206)
were in full-time employment. The mean anxiety score at
baseline was 6.97 (SD 2.16), while the mean depression score
at baseline was 6.47 (SD 2.11). Further details of the sample
are shown in Table 2.
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Figurel. Flow diagram
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Table 2. Participant demographic characteristics
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BEP BEP+ IS Control
n=120 n=121 n=117
n (%) n (%) n (%)
Gender
Male 38 (31.7%) 32 (26.4%) 38 (32.5%)
Female 82 (68.3%) 89 (73.6%) 79 (67.5%)
Age
18-29 40 (33.3%) 34(28.1%) 29 (24.8%)
30-39 43 (35.8%) 39 (32.2%) 45 (38.5%)
40-49 21 (17.5%) 35 (28.9%) 30 (25.6%)
50-59 12 (10.0%) 12 (9.9%) 11 (9.4%)
60+ 4(3.3%) 1(0.8%) 2 (1.8%)
Marital status
Never married 40 (33.3%) 41 (33.9%) 35 (29.9%)
Married 53 (44.2%) 54 (44.6%) 56 (47.9%)
Separated or divorced 18 (15.0%) 21 (17.4%) 21 (17.9%)
Other 9 (7.5%) 5 (4.0%) 5 (4.3%)
Highest education level
Primary school 1(0.8%) 0 (0%) 2(1.7%)
Secondary school 33 (27.5%) 35 (28.9%) 34(29.1%)
Tertiary education 86 (71.7%) 86 (71.1%) 81 (69.2%)
Employment
Employed (full- or part-time) 66 (55.0%) 71 (58.7%) 69 (59.0%)
Unemployed 7 (5.8%) 7 (5.8%) 11 (9.4%)
Full-time education 10 (8.3%) 12 (9.9%) 3(2.6%)
Unable to work due to sickness 16 (13.3%) 8 (6.6%) 14 (12.0%)
Looking after home/family 11 (9.2%) 8 (6.6%) 7 (6.0%)
Retired 2 (L.7%) 1(0.8%) 5 (4.3%)
Other 8 (6.6%) 14 (11.6%) 8 (6.8%)

Of the noncompleting participants, 44 were invited to be
interviewed regarding their impressions of the program and
their reasons for nonadherence, of whom 39 agreed. A further
26 noncompl eting participantswere eligible, but wewere unable
to contact them. Participants from all 3 study groups were
interviewed, 16 from the unsupported intervention group (BEP),
9 from the supported BEP intervention group (BEP + |S), and
14 from the minimal information control group. Of these 39
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noncompleting participants, 22 (56%) were female, 20 (51%)
were aged less than 30 years of age, 14 (36%) were married,
29 (74%) weretertiary educated, and 24 (62%) werein full-time
employment.

Attrition Patterns

The attrition patterns of the three 8-module interventions are
presented in Figure 2.
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Figure2. Completion rates for each of the 8 modules by intervention group: Bipolar Education Program (BEP); Bipolar Education Program with email
support from informed supporters (BEP + 1S); and minimal information about bipolar disorder (control)
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Across the 3 interventions, there was a 73.5% (263/358)
completion rate throughout the 8-week intervention, with the
remaining 26.5% (95/358) of participants returning 3 or fewer
module workbooks. Furthermore, 44.7% (160/358) of
participants returned al 8 module workbooks, whereas 15.4%
(55/358) did not return any module workbooks. Adherence was
significantly higher in the supported intervention (98/121,
81.0%) compared with the unsupported (80/120, 66.7%)

intervention (X2 o4 = 6.4, P = .01).

Predictors of Attrition

The results of the standard multiple regression analyses are
presented in Table 3.

Table 3. Predictors of attrition

Completion rates as a function of
intervention group

3 o ! B

Modules

—— BEP

—— LEF +15%

Control

Significant predictors of attrition were male gender, young age,
and recruitment via the Black Dog Institute clinic rather than
the other recruitment avenues. Maleswere estimated to complete
an average of 0.98 fewer workbooks than females, holding all
other variables constant. Participants over 30 years of agewere
estimated to complete an average of 1.04 more workbooks than
those under 30 years of age, and those recruited from other
avenues, on average, completed 1.77 more workbooks than
those recruited from the clinic, holding al other variables
constant for each. Level of symptomatology, highest level of
educational attainment, and baseline depression and anxiety
scoresdid not significantly contribute to the overall model. The
total variance explained by the model was 14.6% (F; 330 = 8.08,
P <.001).

Variable Coefficient Standard Error P
Gender (female vs male) -.98 .36 .001
Symptomatic at recruitment 24 .33 46
Age (old vs young) 1.04 .36 .004
Anxiety preintervention score -.02 .08 .83
Depression preintervention score -13 .08 .66
Method of recruitment (other vs clinic) 177 .34 .001
Highest level of education achieved =11 .34 75

http://www.jmir.org/2010/5/€57/

RenderX

JMed Internet Res 2010 | vol. 12 | iss. 5 €57 | p.192
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

Participant-Reported Reasons for Nonadherence

There were no statistically significant differences in baseline
measures between interviewed participants and program
completers or noncompleters who we were unable to contact
or who declined to be interviewed.

A quadlitative analysis of the interview transcripts elicited a
number of key themes regarding reasons for noncompletion of
the intervention. They related to participants health,
characteristics of the onlineinterventions, and practical issues,
as detailed below. Participant ratings of their mental health on
10-point scales at the point of discontinuation yielded the
following: mean reported “ general mental well-being” was6.18
(SD 2.5) (where0="normal” and 10 = “worst”); mean reported
“control over their bipolar disorder” was6.94 (SD 2.18) (where
0="no control” and 10 =“extreme control”); and mean reported
“understanding of their bipolar disorder” was 7.17 (SD 2.12)
(where 0 = “no understanding” and 10 = “understand very
clearly”).

Key Themes of Qualitative Analysis

Discontinuation Dueto the lllness | tself

Many interviewees reported that, while they were able to
complete the modules and workbooks when well, being in an
acute phase of the illness interfered with their ability to
participate in the program. Those in a depressive phase of the
illness found the lack of energy and motivation common to
depression a significant hurdle to completing the program.

The biggest problem | have with my bipolar disorder
is consistency; when I’'mdown | can’'t even brush my
teeth or get up inthe morning. So doing an education
program with workbooks was beyond me. [Female,
18-29 years, BEP group]

A very short while after doing the program | fell into
ancther episode, a depressive episode, and pretty
much stopped doing everything, the programincluded.
[Male, 18-29 years, BEP+IS group]

Participants who experienced episodes of mania during the
study discussed how they became distracted by their manic
symptoms and were unable to compl ete the online modul es.

My highs interrupt my ability to see things through,

and | get caught up in my highs. [Female, 30-39 years,

Control group]

| often go walking when having highs because | have

to keep moving, so | didn’t want to sit at a computer.

[Male, 40-49 years, BEP+IS group]
Thus, the nature of the illness itself made it difficult for some
participants to continue their involvement in the program. This
was the most common theme in terms of reasons for
discontinuation.

Did Not Want to Think About IlIness

Several participants reported that they found receiving weekly
information about their disorder confronting or overwhelming.
Many said they did not want to think about their illness and
instead wanted to put it out of their minds.
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| found it quite confronting, and reading the
information made me feel uncomfortable, thinking
that theseissuesrelated to me—| preferred the ostrich
approach. [Male, 40-49 years, BEP group]

[1] found it difficult to sit down and do those things.

| got into an anxiety and went off to do other things.

| didn't really want to sit down and think about it.

[Female, 50-59 years, BEP+IS group]
Some participants reported that they were not ready to accept
their diagnosis of bipolar disorder and so didn't relate to the
program’sinformation and practical advice. Asthewider study
was investigating the utility of the program in those newly
diagnosed, some expressed the opinion that they may have
enrolled in the program too soon after their diagnosis.

| wasn't ready to accept theillness. At that stage after
diagnosis| wasn’t willing to change my lifeaccording
to the program. [Male, 18-29 years, control group]

The Online Program

The online bipolar psycho-education program itself was
identified as a reason for discontinuation by a few of the
participants who received that intervention. Most commonly,
the information was regarded as too basic or simplistic, and
those parti cipants reported that they were already aware of alot
of the content before commencing the program.

The information in the modules was too general and

too limited. [Male, 18-29 years, BEP group]
Other participants said they were dissatisfied with the program
because they expected personally tailored information or
feedback, which was beyond the scope of the current program.

| wanted something more about me specifically, as
opposed to talking about general issues. [Male, 40-49
years, BEP group]

There were also comments around the layout of the programs
and the amount of personal information participants were
required to disclose, but these were raised by single participants
and, therefore, represented a minority opinion.

Feeling Well

Some participants reported ceasing to utilize the program after
they gained what they wanted from it or once their mood had
stabilized. Other participantsindicated that they worked through
the modules but did not complete the associated workbooks.

| was so self-absorbed at the time that | was only
interested in the information [ rather thanin returning
workbooks]. [Male, 50-59 years, BEP+|S group]

It was also reported by some participants that they no longer
felt the need to participate in the program once their mood had
stabilized and they were feeling well. This response was
associated with another issueraised in the interviews, whereby
a number of participants stated that they would reaccess the
programs’ information after the study was completed if/when
they were feeling depressed.

Thingsreally improved for me...l just felt really good
and didn’t really feel like | had that much to offer in
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regard to finding out more about it. [Female, 30-39
years, control group]

Time Pressures and Competing Demands

Time-related factors such as being too busy or life being too
hectic were also given as reasons for discontinuation. Such
reasonsincluded being busy at work, moving house after signing
up for the program, and having more important focuses.

| didn't have the time, and with everything else, it

wasn't apriority. [Female, 18-29 years, control group]
However, lack of mativation was also a commonly mentioned
reason, such as being forgetful or lazy about completing the
program.

| have issueswith procrastination. | suppose laziness

is the only reason. [Female, 18-29 years, control

group]
In these cases, the motivational problems were cited as
personality characteristics, as distinct from symptoms of the
bipolar disorder.

Discussion

A comparison of adherence rates from the 3 participant groups
within thelarge sample showed significant differences between
the groups. Participants who were supported by an expert patient
“informed supporter” were significantly more likely to adhere
to the program compared with those who worked through the
intervention modules and workbooks alone. This is consistent
with previous research, which has found that guided
interventions are associated with better adherence than fully
automated interventions[4]. Interestingly, adherence was poorer
in the unguided intervention group than in the control condition,
although the difference did not reach statistical significance.
Overall, our attrition rate of 26.5% is comparable to the 31%
weighted average from the systematic review of 19
I nternet-based psychological treatment programs [6]. It isalso
comparable to the attrition rate of 21% from the meta-anaysis
of Web-based and non-Web-based self-care interventions for
chronic illness conducted by Wantland et al [28], but it islower
than the 47% dropout rate found in the older meta-analysis of
psychotherapy programs delivered face-to-face [8].

Participants recruited through the Black Dog Institute Mood
Disorders Clinic were significantly less likely to adhere to the
program than those recruited through the other avenues. The
reason for this is unclear but may have been due to
clinic-recruited participants on the whole having been very
recently diagnosed (often the same day as recruitment to the
study) and, while they opted to take part in the study, perhaps
they needed more time to come to terms with the diagnosisin
order to gain more from the online psycho-education program.
It is unknown whether completing the program in the clinic
setting rather than at home might have enhanced adherence for
this subgroup of participants. Certainly other e-mental health
programs that have been delivered in clinic settings have had
good rates of adherence [29].

Our finding that young age and male gender predicted
nonadherence supportsthat of previous e-mental health findings
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[15] but is in contrast to research involving face-to-face
treatments, such asthe study by Strom et a [30], which reported
that such demographic variables did not predict patient
adherence across health conditions. While the relationship
between gender and attrition may be mediated by other variables
in the online environment [6], reaching younger males and
keeping them engaged represent two distinct chalenges in
e-mental health research.

Similar to studies by Lange et a [15] and Strom et al [30], we
did not find a significant association between education level
and attrition. This is in contrast to research involving
face-to-face therapies that found that clients who were from
minority ethnic backgrounds, lower income groups, or were
less educated were morelikely to terminate therapy prematurely
[8]. Although our finding does not shed any light on the
commonly held belief that more highly educated users of online
interventions preferentially gain greater benefit, it does point
to the need for further research to tease out the relationship (if
any) between benefit from online interventions and attrition.

Among people with depression, higher symptom severity has
been shown to be a predictor of decreased adherence, whereas
lower generalized anxiety symptom levels has predicted better
adherence [14]. However, in our study, neither being
symptomatic at the time of recruitment nor the severity of
baseline depression or anxiety symptoms were predictors of
adherence. Participant-reported reasons for nonadherence from
the interviews indicated that difficulties associated with the
acute phases of the illness were common reasons for
nonadherence. Yet, wellness also influenced participation. The
latter finding supportsthe hypothesis proposed by other eHealth
researchers [12] that a positive factor “e-attainment” may be
the root cause of some nonadherence, that is, eHealth users
cease using the intervention because they feel they have
achieved as much as they wish from it. This phenomenon is
particular to eHealth, probably because of the relative ease with
which users can disconnect, and it warrants further research.

Not wanting to think about their illness was another reason for
discontinuation mentioned by participants, and this can be
interpreted in a number of ways. It may be a form of denial
about the diagnosis or a need to first understand some of the
more existential questions associated with the diagnosis, such
aswhat it means about the participant as aperson, that is, “who
am|?’ Both explanations have been documented in other studies
[31]. Program factors such asthe information being too general
and not personally tailored were the mgjor dissatisfactionscited
by some participantsin the 2 intervention arms of the study.

In summary, the key reasons for nonadherence were, in the
main, participant-related, and while some of the reasons given
in the qualitative interviews concerned the intervention, we
were unable to explore program factors to the same extent in
our quantitative study. It was interesting to note that none of
the reasons for attrition related to the online setting for the
intervention and the study. Our findings are consistent with
studies of face-to-face treatments, in which very few variables
have emerged as significant predictors of premature termination
from face-to-face therapy when attrition studies have been
aggregated, despite the multitude of variables that have been
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examined in that context including client, therapist, and
program-related factors. While the only consistent findings in
face-to-face settings have related to socioeconomic variables
[9], further research is needed to confirm whether the same set
of variables exists across an aggregation of online studies.

Weaknesses of this study include thefact that workbook returns
were used astheindicator of active participation and adherence.
Other metrics may have been more precise, such aslogs of page
views or time spent on the website. Second, the sample of
intervieweeswas not representative, asit wasanonprobabilistic
sample, purposively selected. Thereisalso apotential for recall
bias in the interviews, as participants current mood state was
not recorded at the time of interview. Additionally, the nature
of the sample (people with severe mental illness) and the type
of onlineintervention (psycho-education rather than treatment)
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limits the generalizability of results from the quantitative study
to other online interventions for high prevalence conditions.

Nevertheless, the study highlights a number of issues
surrounding attrition that are of relevanceto eHealth researchers.
Further research is needed to methodologically investigate
nonadherence and attrition using comprehensive interviews and
prediction modelsto assess whether any systematic differences
exist between those who complete interventions and those who
do not and between those who drop out early in an intervention
versus those who drop out later. Ultimately this will allow the
identification of population subgroups who most benefit from
eHealth interventions and will inform the development of
strategies to improve adherence. The study of attrition is
essential for the future efficacy and utility of online
interventions.
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