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Abstract

Background: Walking represents alarge part of daily physical activity. It reduces both overall and cardiovascular diseases and
mortality and is suitablefor cardiac patients. A step counter measureswalking activity and might be amotivational tool to increase
and maintain physical activity. Thereisalack of knowledge about both cardiac patients’ adherence to step counter usein acardiac
telerehabilitation program and how many steps cardiac patients walk up to 1 year after a cardiac event.

Objective: The purpose of this substudy was to explore cardiac patients' walking activity. The walking activity was analyzed
in relation to duration of pedometer use to determine correlations between walking activity, demographics, and medical and
rehabilitation data.

Methods: A total of 64 patients from a randomized controlled telerehabilitation trial (Teledi@log) from Aalborg University
Hospital and Hjoerring Hospital, Denmark, from December 2012 to March 2014 were included in this study. Inclusion criteria
were patients hospitalized with acute coronary syndrome, heart failure, and coronary artery bypass grafting or valve surgery. In
Teledi @log, the patients received tel erehabilitation technology and selected one of three telerehabilitation settings: acall center,
a community health care center, or a hospital. Monitoring of steps continued for 12 months and a step counter (Fithit Zip) was
used to monitor daily steps.

Results: Cardiac patients walked a mean 5899 (SD 3274) steps per day, increasing from mean 5191 (SD 3198) steps per day
in the first week to mean 7890 (SD 2629) steps per day after 1 year. Adherence to step counter use lasted for a mean 160 (SD
100) days. The patients who walked significantly more were younger (P=.01) and continued to use the pedometer for a longer
period (P=.04). Furthermore, less physically active patients weighed more. There were no significant differencesin mean steps
per day for patients in the three rehabilitation settings or in the disease groups.

Conclusions; This study indicates that cardiac tel erehabilitation at a call center can support walking activity just as effectively
as telerehabilitation at either ahospital or a health care center. In this study, the patients tended to walk fewer steps per day than
cardiac patients in comparable studies, but our study may represent a more realistic picture of walking activity due to the

http://www.jmir.org/2016/4/e69/ JMed Internet Res 2016 | vol. 18 | iss. 4 [e69 | p.3
(page number not for citation purposes)


mailto:cbt@rn.dk
http://www.w3.org/Style/XSL
http://www.renderx.com/

JOURNAL OF MEDICAL INTERNET RESEARCH

Thorup et a

continuation of step counter use. Qualitative studies on patients' behavior and motivation regarding step counter use are needed
to shed light on adherence to and motivation to use step counters.

Trial Registration: ClinicaTrails.gov NCT01752192; https://clinicaltrials.gov/ct2/show/NCT01752192 (Archived by WebCite

at http://lwww.webcitation.org/6fgigfUyV)

(J Med Internet Res 2016;18(4):€69) doi:10.2196/jmir.5191

KEYWORDS

heart disease; rehabilitation; step counters; physical activity; telerehabilitation

Introduction

Cardiac diseases are the main causes of death and account for
13%t0 15% of all deathsworldwide[1] and 24.8% of all deaths
in Europe [2]. Cardiac rehabilitation aims to improve cardiac
patients’ functional capacity, recovery, psychosocia well-being,
and health-related quality of life through a multidisciplinary
intervention consisting of physical activity support, exercise
training, diet and weight counseling, psychosocia coping, and
management of the disease [2]. Cardiac rehabilitation is vital
for recovery after cardiac disease, yet cardiac rehabilitation has
poor compliance and adherence [2,3]. Home-based cardiac
rehabilitation programs, such as cardiac tel erehabilitation, have
been introduced to increase access, participation, and adherence.
Cardiac telerehabilitation is defined as cardiac rehabilitation
that usesinformation and communi cation technology to improve
health and lifestyle by monitoring and communicating through
interactivetools. Cardiac telerehabilitation has proven to be just
as effective in decreasing morbidity and mortality as center-
and hospital-based cardiac rehabilitation programs [4-6].
Furthermore, cardiac tel erehabilitation hasthe potential to reach
citizens who live long distances from rehabilitation centers
[4-12]. Physical activity decreases cardiovascular mortality and
morbidity [13-20]. Walking is a simple physical activity that
forms a large part of daily physical activity in both sedentary
and activeindividua s, reducing both overall and cardiovascular
disease mortality [21]. As aresult, walking strategies need to
be included in cardiac rehabilitation. Walking is suitable for
cardiac patients because it is safe and feasible for aimost all
patients [22-24]. Step counters are recognized tools to count
steps and measure walking activity, and they represent an
important motivational tool to measure and increase adherence
to physical activity [17,25,26]. Studies of cardiac patients’ use
of step counters show an increase of physical activity with their
use [18,21,25,27-31]. Cardiac patients who receive walking
interventions have higher levels of walking activity compared
to control groups, and their walking activity increases over 1
year [16-18].

People are considered physically active when they perform more
than 30 minutes of moderate to intense activity per day (on most
days of the week) [32]. Researchers agree that approximately
7000-10,000 steps per day is equivalent to 30 minutes per day
of moderateto intense physical activity. More than 10,000 steps
per day is considered highly active [15,17,24,32]. There is a
lack of knowledge about cardiac patients’ adherenceto, and use
of, step counters during rehabilitation. We also lack knowledge
regarding how many steps cardiac patients walk during the
period up to 1 year after a cardiac event [16,17]. A 1-year

http://www.jmir.org/2016/4/e69/

follow-up is considered relevant because sustained behavioral
changes require a long observation period [33]. In an attempt
toincrease patients' physical activity, it isimportant to identify
realistic and appropriate goals [21,29,31,34]. Six studies have
been identified that explore the amount of walking activity by
patients with cardiac disease [15-18,21,35] and these studies
show diversity in results. Further studies on cardiac patients
walking activity and use of step counters are needed.

This study is part of a larger Danish research project,
Teledi@log, in which a cardiac telerehabilitation program has
been devel oped and tested as a randomized controlled trial for
patients with heart diseases. This paper focuses explicitly on
cardiac patients’ walking activity. The walking activity will be
analyzed in relation to the duration of step counter use to
determine correl ations between wal king activity, demographics,
and medical and rehabilitation data.

Methods

Cardiac Telerehabilitation

The patients selected were participants from a randomized
controlled cardiac telerehabilitation study, Teledi@log
(Clinical Trails.gov NCT01752192), and were included from
December 2012 to March 2014. The Teledi@log project was
approved by the Danish Ethical Committee (N-20120051). The
general objective of Teledi@log was to tailor cardiac
telerehabilitation based on the patient’s individual needs. The
telerehabilitation program lasted for 3 months. Patients in the
intervention group were provided with a step counter, a scale,
a sphygmomanometer, and a tablet. The tablet contained a
tailored personal health record (PHR) for health information
and communi cation between the patient and health professionals.
The patients measured blood pressure, pulse, and weight twice
aweek and number of steps recorded daily on a step counter.
Data were transmitted wirelessly from the devices to the PHR.
Based on the patient’s individual condition, the rehabilitation
nurse created a tailored rehabilitation plan for each patient,
containing an activity plan with goals for daily steps. Thiswas
done in accordance with European Association of
Cardiovascular Prevention and Rehabilitation recommendations
[3] and in collaboration with the patient before discharge from
thehospital. The plan was displayed in the PHR. Both the patient
and the health professional s at the hospital and health care center
had access to and communicated via the patient's PHR. All
patients had personal goals for daily steps in the PHR. In
addition to access to health information, the step counter was
the only telerehabilitation technology that the patients retained
after 3 months, allowing them to continue monitoring steps for
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12 months. The telerehabilitation technology provided the
patients with insights into their own walking activity, enabling
them to monitor and tailor their own activity plans. All patients
were assigned apersonal nurse attached to either the health care
center or the hospital. The control group received traditional
cardiac rehabilitation. In Denmark, Danish national guidelines
specify that cardiac patients can be offered either cardiac

Textbox 1. Settings for cardiac tel erehabilitation.

Thorup et a

rehabilitation at a hospital or at a health care center [36]. To
match this in the intervention group, cardiac patients in the
Teledi@log trial selected one of three rehabilitation settings:
cal center and telerehabilitation, individualized cardiac
telerehabilitation at a community health care center, or
individualized cardiac telerehabilitation at the hospital (Textbox
1).

1. Call center (contact person: cardiac nurse)

«  Follow-up time was based on individual needs
e Self-monitoring

«  Step counter

2. Hedlth care center (contact person: cardiac rehabilitation nurse)

« A cardiac nurse from the hospital wasin charge of the patient’s rehabilitation and all rehabilitation activities were provided through the persona
health record and in collaboration with the rehabilitation nurse in accordance with European Association of Cardiovascular Prevention and
Rehabilitation, individualized activities were planned (patient decided what activities to follow)

« A rehabilitation nurse from the health care center was in charge of the patient’s rehabilitation and all rehabilitation activities were provided

through the personal health record and in collaboration with the rehabilitation nurse in accordance with recommendations from European
Association of Cardiovascular Prevention and Rehabilitation; furthermore, the rehabilitation consisted of individual and group sessions once or

twice aweek for 12 weeks

«  Follow-up time was based on individual needs
«  Group exercise
e Self-monitoring

«  Step counter

3. Hospital (contact person: cardiac nurse)

«  Follow-up time was based on individual needs
o  Group exercise
o Self-monitoring

. Step counter

«  Group consultation and exercise sessions took place together with other cardiac patients

« A cardiac nurse from the hospital wasin charge of the patient’s rehabilitation and all rehabilitation activities were provided through the personal
health record and in collaboration with the rehabilitation nurse, in accordance with recommendati ons from European Association of Cardiovascular
Prevention and Rehabilitation; furthermore, the rehabilitation consisted of individual and group sessions once or twice aweek for 12 weeks

«  Consultation and exercise sessions took place in a group with other cardiac patients

Participants and Recruitment

A computer-based block randomization in groups of 10 was
performed. In total, 151 cardiac patients participated in
Teledi@log. Of these, 72 were in the intervention group who
received telerehabilitation technologies, including the step
counter. Eight of the patients in the intervention group dropped
out during the 1-year study period (four died, one had severe
progression of illness, one was unreachable at follow-up, and
two could not cope with or finish the project), leaving 64
patients for this step counter substudy. Figure 1 shows the
CONSORT flow diagram of Teledi @log, with the 64 patients
in this study shown as the intervention group.

Patients were recruited from Aalborg University Hospital,
Adborg, Denmark, and Vendsyssel Hospital, Hjoerring,

http://www.jmir.org/2016/4/e69/

Denmark. Theinclusion criteriawere patients hospitalized with
acute coronary syndrome (ACS), heart failure (gjection fraction
<40%), coronary artery bypass graft (CABG), or vave
replacement/mitral valverepair. Patients were excluded in cases
of pregnancy or breastfeeding, or if they did not speak Danish.
Telerehabilitation nurses at the participating hospitalsreviewed
patients charts for eligibility and digible patients were
approached. Those who agreed to participate signed aninformed
consent form. Demographic data were registered by the nurse.
Furthermore, the patients were instructed in how to use the
telerehabilitation technologies and measurement started
immediately after discharge. Fourteen days after inclusion, each
patient was visited by a research assistant to ensure that the
patients were using the tel erehabilitation technol ogies correctly.
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Figure 1. Teledi@log CONSORT flow diagram.
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Figure 2. Duration of Fithit use. Total days (gray) in relation to active days (black) of use for each patient.
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Step M easurements

The number of steps was assessed using the Fitbit Zip step
counter (Fitbit Inc, San Francisco, CA, USA) [37].

Patients were asked to fasten the Fitbit at the breast pocket or
hip during all waking hours (except for bathing and swimming)
for at least 3 months after hospital discharge and for a period
of up to 1 year. Before being used, the Fithit was programmed
with the patient’s date of birth, gender, weight, and height to
ensure accuracy of the step counts obtained. Fitbit Zip uses a
3-axis accel erometer and converts accelerometer datainto step
data. Step data were continually visible on the Fitbit's display;
each day at midnight, the steps per day were downloaded to the
patient’s PHR. For statistical analysis, each patient’s step data
were downloaded on a secure database at intervals of 1 minute
for 365 daysfrom the day of inclusion. Back et al [35] proposed
a graduated step index to describe activity in cardiac patients:
(1) <3000 steps per day (low activity/sedentary), (2) 3000-9999
steps per day (medium activity), and (3) 210,000 steps per day

http://www.jmir.org/2016/4/e69/

XSL-FO

RenderX

200

250 300 350 400 Days
(high activity). This classification was used in the presentation

of data.

Statistical Analysis
Means with standard deviation are presented for continuous
variables and proportions (%) for categorical variables. Mean

body massindex (BM1) was measured asthe difference between
baseline BMI and BMI at 3 months divided by 2.

The grand mean for every patient was measured as the mean of
all the patients’ active days. Active days were defined as days
with more than 100 steps per day. Thelow cut-off point of =100
steps per day was set to capture very low activity and till avoid
failure measurement when the Fitbit was moved around and not
worn. Activity of lessthan 100 steps per day was considered to
indicate moving the Fitbit around but not wearing it.
Furthermore, steps per day was also measured asaweekly mean
at day 7 and at 1 month, 3 months, 6 months, 9 months, and 12
months. Patients who stopped using the Fitbit were called
“nonusers’ from the time they stopped.
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Duration of use was measured as total days, counted from the
starting day to the final day of Fitbit use. The final day was
determined asthelast day of >4 consecutive active days of Fitbit
recordings despite any temporary break in use. If the patients
had less than four active days of consecutive Fitbit recordings,
the use was considered terminated.

The association between Fitbit groups and baseline
characteristics was tested using 1-way ANOVA for continuous
data values and the Fisher exact test for categorical data. In the
case of significant difference, a post hoc Bonferroni test was
carried out. For nonnormally distributed continuous data, a
Kruskal-Wallis test was done (days and total days) and at test
was performed for gender-sorted grand mean of steps walked.
To test association between mean numbers of stepswalked and
termination of step counter use, a repeated measure logistic
regression analysis was carried out. All tests were considered
statistically significant if P<.05. MATLAB release 2014b
(MathWorks, Natick, MA, USA) and STATA version 13.1
(StataCorp, College Station, TX, USA) were used for statistical
analyses.

Table 1. Patient baseline characteristics.

Thorup et a

Results

Patient Characteristics

Patient baseline characteristics are shown in Table 1. Of the 64
patients in our sample, 14 (22%) were classified as low active
with amean of <3000 steps per day and 14% (9/64) were highly
active, walking =10,000 steps per day. The remaining 41 patients
(64%) were medium active, walking between 3000 and 9999
steps per day. The mean age of the entire samplewas 62.8 years
(range 35-88 years). There was a significant difference in age
between the activity groups (P=.01). Patientsin thelow activity
group were significantly older than patientsin both the medium
activity group (P=.03) and the high activity group (P=.02). The
mean agesin thethree activity groupsof low, medium, and high
were 70.7 (SD 10.7), 61.1 (SD 11.4), and 58.2 (SD 8.3) years,
respectively. Males represented 51 of 64 (80%) participants.
Even though the less active patients mean BMI was higher,
thiswas not significant. Almost half (48%, 31/64) of the patients
had a primary diagnosis of ACS and 21 of 64 patients (33%)
were treated with surgery (CABG or valve replacement/mitral
valve replacement). Eight patients (11%) had heart failure and
five patients (8%) had both heart failure and ACS. For cardiac
telerehabilitation, 29 of 64 patients (45%) chose the health care
center and 23 of 64 (36%) chose the hospital. The remaining
12 patients (19%) chose the call center.

Characteristic? All patients Activity level (steps/day) pb
Low (<2999) Medium (3000-9999)  High (=10,000)

Demographic variables

Participants, n (%) 64 (100) 14 (22) 41 (64) 9(14)

Age (years), mean (SD) 62.8 (11.5) 70.7 (10.7) 61.1 (11.4) 58.2 (8.3) 01°

Sex, n (%) 29

Male 51 (80) 13 (20) 30 (47) 8(13)

Female 13(20) 12 11 (17) 1(2)

BMI (kg/m?), mean (SD) 28 (5.1) 29.7 (5.1) 27.7 (5.4) 27.0(4.2) 38

Primary diagnosisor treatment, n (%)

ACS 33 (48) 6 (9) 20 (31) 7(11)

Surgery? 18 (33) 6(9) 12 (19) 0(0)

Heart failure 8(11) 1(2) 5(8) 2(3)

ACS & heart failure 5(8) 1(2) 4(6) 0(0)

Cardiac telerehabilitation, n (%) .08

Health care center 29 (45) 7(11) 20 (31) 2(3)

Hospital 23(36) 3(5) 17 (27) 3(5)

Call center 12 (19) 4(6) 4(6) 4(6)

@ ACS: acute coronary syndrome; BMI: body mass index.

bp value for comparison of al three activity groups (low, medium, and high).
€ Post hoc Bonferroni corrected values: low versus medium activity groups (P=.03), low versus high activity groups (P=.02), and medium versus high

activity groups (P<.99).

d Surgery includes valve replacement, mitral valve repair, and coronary artery bypass grafting.

http://www.jmir.org/2016/4/e69/

JMed Internet Res 2016 | vol. 18 | iss. 4 [e69 | p.8
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

Duration of Step Counter Use

Two patients used the Fitbit for a total of 365 days each; the
overall mean total dayswas 160 (SD 100, range 26-365 days).
Patients in the low, medium, and high activity groups used the
pedometer for a mean of 109 (SD 56), 168 (SD 103), and 208

Thorup et a

between both the low and high activity groups in total days of
Fitbit use (P=.01). Active days comprised 139 (SD 93) of 160
(87%) total days. There was a significant difference between
both the low and medium activity groups (P=.01) and the low
and high activity groups (P=.003) in active days of Fithit use

(SD 112) days, respectively. There was asignificant difference (Teble 2).
Table 2. Duration of step counter use and mean daily steps.
Step counter use All patients Activity level (steps/day) P
Low (<2999) Medium (3000-9999)  High (=10,000)
Duration of use
Total days, mean (SD) 160 (100) 109 (56) 168 (103) 208 (112) 0420
Active days, mean (SD) 139 (93) 79 (26) 148 (97) 189 (102) .006%¢
Active days/total days, % 87 72 88 91
Walking activity (steps/day), mean
(SD)
Grand mean 5899 (3151) 1996 (716) 6016 (1784) 11,439 (440)
Gender 822
Male 5853 (3274) 2064 (696) 6008 (1785) 11,430 (469)
Female 6078 (2725) 1105 (0) 6037 (1869) 11,501 (0)
Week .004¢
Week 1 (7 days) 5191 (3198) 1578 (500) 5366 (2306) 9611 (2995)
Week 4 (30 days) 6362 (3834) 1807 (780) 6305 (2536) 12,697 (1678)
Week 13 (90 days) 6186 (3013) 2304 (1189) 6073 (2271) 10,637 (1095)
Week 26 (180 days) 6794 (3518) 808 (0) 6506 (3569) 9011 (884)
Week 39 (270 days) 8235 (4220) 0(0) 5960 (2461) 12,784 (3127)
Week 52 (365 days) 7890 (2629) 0(0) 7426 (2730) 9050 (2811)
Primary diagnose or treatment 122
ACS? 6549 (3149) 2194 (712) 6127 (1558) 11,588 (354)
Surgery' 4781 (3023) 1879 (653) 6058 (845) 0(0)
Heart failure 7340 (3190) 2636 (0) 5949 (2605) 10,916 (306)
ACS & heart failure 4505 (163) 865 (0) 5415 (845) 0(0)
Cardiac telerehabilitation 342
Health care center 5324 (2579) 2197 (585) 5779 (1243) 11,737 (333)
Hospital 6128 (3084) 2082 (980) 5950 ( 2242) 11,187 (518)
Call center 6847 (4353) 1578 (751) 7485 (1608) 11,478 (418)

3P value for comparison of al three activity groups (low, medium, and high).

b post hoc 2-sample Wilcoxon rank-sum test values: low versus medium activity groups (P=.05), low versus high activity groups (P=.01), and medium

versus high activity groups (P=.22).

¢ Post hoc 2-sample Wilcoxon rank-sum values: low versus medium activity groups (P=.01), low versus high activity groups (P=.003), and medium

versus high activity groups (P=.21).

dp value for correlation between termination of step counter use and mean steps walked at the specified days.

€ ACS: acute coronary syndrome.

f Surgery includes valve replacement, mitral valve repair, and coronary artery bypass grafting.
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Figure 3. Grand mean steps per day and standard deviation (Iength of whiskers) at different days for both users and nonusers.
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Step Measurement

The grand mean for all patients for all active days was 5899
(SD 3151) steps per day. The grand mean steps per day were
as follows: day 7: mean 5191, SD 3198; day 30: mean 6362,
SD 3834; day 90: mean 6186, SD 3013; day 180: mean 6794,
SD 3518; day 270: mean 8235, SD 4220; and day 365: mean
7890, SD 2629 steps per day indicating an increase in walking
activity over time (Table 2). Knowing that the increase in
walking activity could be aresult of the low activity patients
termination of step counter use, the week mean of nonusers (the
last determined) was calculated (Figure 3) together with the
increasein patients’ grand mean. In addition, alinear regression
revealed a significant relationship between termination of step
counter use and low week mean steps at different weeks

(P=.004) (Table 2). Despite the slight increase in nonusers
weekly means, it cannot be ruled out that the increase in steps
per week over the year might be due to the dropping out of those
patients with low walking activity.

No significant association was found between gender and mean
steps per day (P=.82) in the different activity groups. There
were no significant differences in mean steps per day between
thefour treatment groups (P=.12). Patients who choose the call
center for cardiac telerehabilitation had the highest mean steps
per day (mean 6847, SD 4353) and patients using the health
care center for cardiac telerehabilitation had the lowest (mean
5324, SD 2579 steps/day). There was no significant relation
between choice of rehabilitation setting and mean steps per day
(P=.34) (Table 2 and Figure 4).

Figure4. Mean steps per day and standard deviation (length of whiskers) at the three cardiac telerehabilitation settings.
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Discussion

Principal Results

We found a significant correlation in age in the step activity
groups. The patients used the step counter for a mean of 160
(SD 100) days and there was a significantly lower duration of
step counter use in the low activity group than in the medium
and high activity groups. The overall mean number of daily
stepswas 5899 (SD 3151), increasing slightly from mean 5191
(SD 3198) steps per day at the first week to mean 7890 (SD
2629) steps per day after 1 year. Nevertheless, this increase
might be due to dropout of patients with low activity.
Furthermore, the less physically active patients weighed more.
There were no significant differences in patients' treatment or
rehabilitation in the three activity groups.

The patients were given the opportunity to wear the Fitbit for
up to 365 days after the cardiac event; the mean total dayswere
160 (SD 100), of which 87% (139/160) were active days.
Inactive days might be due to forgetfulness or adecision not to
wear the Fitbit every day. A closer look at the datareveal ed that
some patients had 7 to 14 consecutive days without step
recordings, which might indicate holiday trips with no Fitbit
use. Qualitative studies of the patients' behavior and motivation
in relation to Fitbit wearing are needed to shed light on these
issues.

We can compare our results with a study by |zawa et al [18] of
cardiac patients who walked a mean of 8609 steps per day 1
month after discharge. In our study, the mean at 30 days was
6362 steps, indicating that our patients were less active at 1
month than those in |zawa et a’s study. The same pattern was
observed throughout the year. The mean for the patientsin our
study was up to 25% fewer steps per day than cardiac patients
in comparable studies [15,16,18,21,35,38,39]. The main
differencein the studies was the continuity of step counter use.
In al studies except ours, the step counter was given to the
patient for the first month or for 1 week before the time of
measurement (at 1, 3, 6, 9, or 12 months), whereas patientsin
our study retained the Fitbit for 365 days. This may explain the
discrepancy between the studies. Thereisreason to believe that
our findings represent amore realistic picture of walking activity
because patients might change their behavior to what is expected
on the days of measurement, meaning that they may walk more
than usual. This effect might have been eliminated due to the
continuous wearing of the Fitbit in our study. None of the
previously mentioned studies used the Fitbit Zip, which may
prevent adequate comparison of step results. Accuracy studies
on Fitbit Zip in healthy adults have revealed satisfactory step
measurementsin free-living physical activity [40,41], but slow
walking speed seems to provide inaccurate step measurements
[42]. Older people (>70 years) [43] and heart failure patients
[44] walk at aslow speed, which might hamper the Fitbit Zip's
capability to measure steps accurately. Studies of Fitbit Zip's
accuracy when used by cardiac patients are needed.

The explanation for the significant association between
long-term use of the Fitbit and high step activity was not
identified in this study. In line with other studies
[18,21,25,27-31], this might indicate that Fitbit users were
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encouraged to increase their walking activity. The
telerehabilitation setting also provided the patients with goals
for daily steps and an opportunity to monitor and follow their
own walking activity. In another of Teledi@log's substudies,
Thorup et al [45] found that self-monitoring of steps provided
aconscious awareness of walking activity dueto theimmediate
feedback on step activity. In our study, males represented 51 of
64 (80%) participants, almost the same asin comparable studies
[12,35,39,46]. The correl ation between high BM1 and low steps
per day has been seen in other studies [13,15,24] and may be
considered a health problem for cardiac patients [3]. The
significant negative relation between increasing age and steps
per day is also evident in other studies [21,25,32,46]. In our
study, 22% of the patients were classified as low active (mean
<3000 steps/day) and 14% were highly active (walking 210,000
steps/day). The remaining 64% were medium active and walked
between 3000 and 9999 steps per day. The recommendation of
10,000 daily steps to achieve health benefits appears to be a
reasonable estimate of daily activity for healthy adults, but this
goa may be too ambitious for people with cardiac disease
[17,26,46]. Research suggests that a target of approximately
7000 [35] to 7500 [17] daily steps might reduce waist
circumference, BMI, and cardiovascular disease risk factorsin
patients with coronary artery disease [17,35]. Bearing in mind
the dose-response relationship between physical activity and
health status [46-48], 7500 daily steps may not be sufficient to
reach optimal health statusin cardiac patients[17], yet it could
be the starting point to improving their physical activity levels.
However, experts do not agree on the number of steps needed
per day for cardiac patientsto provide better health in secondary
prevention of cardiac disease. Similar to other studies[13,15,46],
our study found no significant association between gender and
mean steps per day. Patients who choose cardiac
telerehabilitation through the call center did not follow group
exercises, whereas patients who chose cardiac rehabilitation at
either the health care center or the hospital did follow group
exercises. Despite the lack of group exercise, they had the
highest mean steps per day (mean 6847, SD 4353) compared
to the other cardiac telerehabilitation settings (although the
difference was not significant). Thismight indicate that cardiac
telerehabilitation at a call center can support walking activity
just as effectively as cardiac telerehabilitation at hospitals and
health care centers. In line with this, Thorup et a [45] found
that the Fitbit led to self-monitoring, which then led to
independence of standardized rehabilitation programs.

Limitations

Despitethe strength of our study, in that the patients’ stepswere
monitored continuously for 1 year, the results must be viewed
cautiously due to the low number of participants. Although
Fitbits provide an objective measurement of physical activity,
they are not designed to capture different modes of physical
activity (eg, cycling and swimming). Furthermore, Fitbits are
considered lessvalid during slow walking and in obese patients
[49,50], and thereisreason to believe that cardiac patients might
have a slower walking pace [24,44]. The Fithit was also part of
alarger telerehabilitation program; therefore, other factors might
have influenced the patients’ activity.
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Conclusion activity due to the continuation of Fitbit use (mean 160 days).
This study has demonstrated that cardiac patients in the | e patients who walked more tended to be of younger age,
Teledi @log program walked a mean of 5899 steps per day in had a lower BMI, and continued using the Fitbit for a longer
the year after a cardiac event, increasing from a mean 5191 period. There were no significant differencesin mean steps per
steps per day at thefirst week to amean 7890 steps per day after day for patients based on their type of treatment or rehabilitation
1year. In this study, the patients tended to walk lessthan cardiac ~ SEtting. Qualitative studies on the patients’ benavior and
patients in comparable studies, but there is reason to believe  MOtivation regarding Fithit use are needed to sned light on
that this study represents a more redlistic picture of walking 2dherenceto and motivation to use the Fitbit.
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Abstract

Background: Young adults (18-35 years) remain among the lowest vegetable consumersin many western countries. The digital
era offers opportunities to engage this age group in interventions in new and appealing ways.

Objective: Thissystematic review evaluated the efficacy and external validity of electronic (eHealth) and mobile phone (mHealth)
-based interventions that promote vegetable intake in young adults.

Methods: We searched several electronic databases for studies published between 1990 and 2015, and 2 independent authors
reviewed the quality and risk of bias of the eligible papers and extracted data for analyses. The primary outcome of interest was
the change in vegetabl e intake postintervention. Where possible, we cal culated effect sizes (Cohen d and 95% Cl's) for comparison.
A random effects model was applied to the data for meta-analysis. Reach and representativeness of participants, intervention
implementation, and program mai ntenance were assessed to establish external validity. Published validation studies were consulted
to determinethevalidity of tools used to measureintake. We applied the Grading of Recommendations A ssessment, Devel opment
and Evaluation (GRADE) system to evaluate the overall quality of the body of evidence.

Results: Of the 14 studies that met the selection criteria, we included 12 in the meta-analysis. In the meta-analysis, 7 studies
found positive effects postintervention for fruit and vegetabl e intake, Cohen d 0.14-0.56 (pool ed effect size 0.22, 95% CI 0.11-0.33,

1°=68.5%, P=.002), and 4 recorded positive effects on vegetable intake alone, Cohen d 0.11-0.40 (pooled effect size 0.15, 95%

Cl 0.04-0.28, 1>=31.4%, P=.2). These findings should be interpreted with caution due to variability in intervention design and
outcome measures. With the majority of outcomes documented asachangein combined fruit and vegetableintake, it was difficult
to determineintervention effects on vegetable consumption specifically. Measurement of intake was most commonly by self-report,
with 5 studies using nonvalidated tools. Longer-term follow-up was lacking from most studies (n=12). Risk of bias was high
among the included studies, and the overall body of evidence was rated as low quality. The applicability of interventionsto the
broader young adult community was unclear due to poor description of externa validity components.

Conclusions: Preliminary evidence suggests that eHealth and mHealth strategies may be effective in improving vegetabl e intake
in young adults; whether these small effects have clinical or nutritional significance remains questionable. With studies
predominantly reporting outcomes as fruit and vegetable intake combined, we suggest that interventions report vegetables
separately. Furthermore, to confidently establish the efficacy of these strategies, better-quality interventions are needed for young
adults, using valid measures of intake, with improved reporting on costs, sustainability and long-term effects of programs.

Trial registration: PROSPERO International Prospective Register of Systematic Reviews: CRD42015017763;

http://www.crd.york.ac.uk/PROSPERO/display_record.asp? D=CRD42015017763 (Archived by WebCite at
http://www.webcitation.org/6fLhM gUP4)
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Introduction

Poor fruit and vegetable intake contributes to 2.635 million
deaths per year [1]. Consuming the recommended 600 g daily
could reducethisglobal burden by 1.8% [1], with adequatefruit
and vegetable intake linked to minimized adiposity, improved
weight management [2], and reduced risk of heart disease and
some cancers [1]. Despite several decades of government-led
social marketing campaigns, alongside concerted effort by
researchersand practitionersto facilitate behavior change, intake
of vegetables remains suboptimal in many countries [3-6].

Australian young adults (18-34 years) are among the lowest
consumers of vegetables, with only 4.7% consuming the
recommended 5 or more servings a day [7]. During this
transitional phase of life, young adults are developing
self-determined food habits that will affect their future health.
Whilethe association between fruit and vegetable consumption
and reduced chronic disease risk is well established in the
literature [2,8-15], promoting these long-term health benefits,
asistypically donein nationwide social marketing campaigns,
does not appear to motivate young adults[16,17]. Young adults
are typically less concerned about their future well-being and
engage in more risky health behaviors [18]. Consequently, this
population should be targeted separately in interventions.

Research in the area of digital interventions has revealed that
electronic (eHealth) and mobile phone (mHealth) -based
strategies are effectivein promoting healthful behaviors[19-21].
eHealth and mHealth refer to the use of the Internet, mobile, or
wireless devices to deliver health services and information to
improve health outcomes or enhance health research [22,23].
Examples of eHealth and mHealth strategies include text
messaging, email, mobile phone apps, phone calls, and websites.
Young adults are among the highest users of mobile phonesand
wireless information sharing platforms [24], with 89% of 18-
to 29-year-olds in the United States reporting use of social
networking sites [25]. This offers an opportunity to engage
young adults in interventions in new and appeaing ways.
Harnessing this technology to deliver social marketing and
individually tailored programs could facilitate the widespread
dissemination of interventionsin an affordable, convenient, and
age-appropriate manner.

Previous systematic reviews of fruit and vegetable
consumption-promoting programs have identified that, while
interventions produced some positive changes in knowledge
and attitudes about the importance of fruit and vegetable
consumption, there were only minor improvements in intake
[26-28]. These interventions were typically delivered to adults
and children, and targeted fruit and vegetable intake
concurrently. To our knowledge, to date there is no published
review investigating the efficacy and external validity of social
marketing and eHealth and mHealth interventions on vegetable
intake in young adults. With greater perceived barriers for the

http://www.jmir.org/2016/4/e58/

consumption of vegetables, poorer knowledge about vegetable
servings [29], and just over half of the population already
meeting the recommended 2 fruit servingsaday [7], it isevident
that increasing vegetable intake is a greater challenge. Thus,
investigating the implications of interventions on vegetable
intake alone will help us understand how we can better support
and facilitate improved vegetable consumption.

When evaluating the efficacy of interventions, the accuracy of
outcomes should be considered. Thisisdependent on thevalidity
of intake measurement tools. To compare outcomes across
studies, definitions of what constitutes a vegetable serving is
also important. Thisis asource of confusion for the public and
for researchers, with variations between countries [30]. In
Australia, aserving of vegetablesis approximately 75 g or half
acup of cooked vegetables[31], whereasin the United Kingdom
aserving is equivalent to 80 g [32].

Furthermore, the specification of behavior change techniques
used in interventions is essential to the process of revealing
which strategies are effective in the target population and
allowing replication of successful interventions[33]. A review
of recent eHealth and mHealth interventions found that studies
that incorporated a greater number of behavior change
techniques had the largest effects [34]. Whether these effects
can be generalized to the broader young adult population
depends on external validity. Thus, evaluating the external
validity of studies is as important as determining efficacy and
will have implications for the trandlation of interventions into
larger health promotion programs.

Therefore, inthisreview we aimed to (1) systematically examine
the efficacy of social marketing, and electronic or mobile
phone-based interventions in increasing vegetable intake in
young adults, (2) assessthe quality of the studies, including the
validity of tools used to monitor changes in vegetable intake,
and (3) review the adequacy of reporting of external validity
components.

Methods

We used the Preferred Reporting Items for Systematic Reviews
and Meta-Analyses (PRISMA) framework [35] to develop the
systematic review pratocol, which has been published elsewhere
[36]. During the review process, we replaced the
quality-assessment tool specified in the original protocol with
the Grading of Recommendations Assessment, Devel opment
and Evaluation (GRADE) system [37].

Search Strategy

We conducted the systematic literature search between April
and August 2015 using the following electronic databases:
ScienceDirect, MEDLINE, PyscINFO, Scopus, the Cochrane
Library, CINAHL, Embase, and Web of Science. Thelast search
was conducted on August 17, 2015, with no new relevant papers
found. We excluded studies published before 1990, as email
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was not widely used before this period [38]. After hand
searching reference lists of key reviews and included studies,
as well as conducting a manual search of JMIR journals, we
included other relevant studies.

We conducted 2 searches. The first used combinations,
synonyms, and truncations of “online intervention,”
“computer-assisted therapy,” “electronic mail,” “Internet,”
“website,” “cell phones” “young adult” or “adult,” “fruits,
and “vegetables” While we were searching largely for eHealth
and mHealth interventions, we used other relevant MEDLINE
MeSH, such as “telemedicine” to encompass the terms

Nour et al

“mHedlth,” “eHealth” “telehealth,” and “mobile health”
Furthermore, although we were mainly interested in the efficacy
of vegetable interventions, we extended the search terms to
include“fruit,” asstudiestypically report on fruit and vegetables
concurrently. Additionally, we used the term “adult” alongside
“young adult” to broaden the search from 18- to 24-year-olds
(the typical database definition of young adults) to 18- to
35-year-olds (based on the US Nationa Institutes of Health
cut-off for young adults) [39]. Table 1 shows the first search
strategy used in the MEDLINE. The full search strategy is
presented in Multimedia Appendix 1 (Tables S1 and S2).

Table 1. Electronic database search: MEDLINE (search 1: eHealth and mHealth interventions).

Search number ~ Search statement?®

No. of citations retrieved

1 Online intervention.mp or Computer-assisted therapy.mp. or Therapy, Computer-Assisted/ 5242

2 Internet/ or Website.mp 55,352
3 Cell phones.mp or Cell phones/ 5040
4 Telemedicine/ or Cyber.mp 12,148
5 email.mp or Electronic mail/ 5193
6 Adult/or Young adult/ or young adult*.mp 4,093,057
7 Fruit/ or Fruit*.mp 65,586
8 Vegetable*.mp or Vegetables/ 39,576
9 lor2or3or4or5 77,751
10 7or8 87,363
11 6and 9and 10 120
12 Limit 11 to (English language and humans and yr = 1990-current) 120

3Modifiersare* (search term as major focus of articles), .mp (multiple purpose search including all fields: title, original title, abstract, subject heading,
name of substance, and registry word fields), and / (valid controlled vocabulary term which has been searched in the subject headings field of the

database).

We conducted separate database and Google searchesto locate
programsthat used social marketing and mass mediato increase
fruit and vegetable intake in young adults. Search terms were
“young adult” “adults” “fruits” “vegetables” “social

marketing,” “social media,” and “mass media” These studies
were not limited by publication type and included gray literature,
such as honpublished eval uations of programs by organizations.
Table 2 presents the second search strategy used in MEDLINE.

Table 2. Electronic database search: MEDLINE (search 2: social marketing and mass media interventions).

Search number ~ Search statement?®

No. of citations retrieved

1 Adult/ or Young Adult/ or young adult*.mp. 4126,552
2 Fruit/ or fruit*.mp. 66,529

3 Vegetable*.mp. or Vegetables/ 40,014

4 20r3 88,502

5 Social marketing.mp. or socia marketing/ 2976

6 Socia media. mp or Mass Media/ or Social Media/ 11,192
7 50r6 13,882

8 land4and7 6

9 Limit 8 to (English language and humans and yr = 1990-current) 6

3\ odifiersare* (search term as mgjor focus of articles), .mp (multiple purpose search including all fields: title, original title, abstract, subject heading,
name of substance, and registry word fields), and / (vaid controlled vocabulary term which has been searched in the subject headings field of the

database).
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Eligibility Criteria

Criteria for inclusion of eHealth and mHealth interventions
were as follows: (1) randomized controlled trials (RCTs) with
a primary or secondary aim of increasing fruit and vegetable
intake in young adults that (2) were targeted at young adults
aged 18-35 years inclusive, (3) reported fruit and vegetable
intake at baseline and follow-up, (4) involved heathy
participants with no disease or illness that would affect the
primary outcome or ability to modify fruit and vegetableintake,
(5) were written in English, (6) were published after 1990, and
(7) were limited to eHealth- and mHealth-based interventions,
defined as studies using texting, email, mobile phone apps,
phone calls, or websites to deliver the intervention.

Criteria for inclusion of social marketing and mass media
interventions wereidentical to points (1) to (6) above, but were

Nour et al

not limited by study design. Social marketing and mass media
interventions were defined as those that used media advertising
through the Internet, television, billboards, radio, or social media
platforms such as Facebook.

Study Selection

We downloaded titles and abstracts of al retrieved studies to
EndNote X6 citation management software (Thomson Reuters).
Duplicates were removed, then titles and abstracts were
reviewed by grouping papers into (1) those meeting selection
criteria or (2) requiring further examination; or (3) they were
excluded. Papers determined to be potentially relevant to the
review were downloaded asfull text and reviewed for eligibility
by two assessors (MN, JC) and further categorized (Figure 1).
We resolved discrepanciesin assessors' results by discussion.

Figure 1. Flow diagram demonstrating the process of selecting the included studies of interventions promoting fruit and vegetable intake in young
adults. Other sourcesincluded a Google search, ahand search of reference lists of relevant systematic reviews and included studies, and amanual search

of IMIR journals.
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Data Extraction Process

We created a data extraction table according to the principles
of the PRISMA statement for reporting systematic reviews[35],
with some additional elements included for completing the
Cochrane Collaboration’s risk of bias tool [40]. Once we had
piloted the process on arandom selection of 4 of the included
studies, 2 independent reviewers extracted the following data
induplicate: study details (authors, year, country of publication,
funding, and affiliations); participants (characteristics, setting,
inclusion and exclusion criteria, attrition, and blinding);
intervention and comparator details; duration; and the summary
outcome measure (changein fruit and vegetabl eintake between
baseline and follow-up for the intervention and control arms).
We also extracted the name of the tool used to assess changes
in fruit and vegetable intake, as well as citations of available
validation studies.

Data Synthesisand Analysis

The primary outcome of interest was the change in vegetable
intake postintervention. Where possible, for al study armswe
recorded mean or median intakes (as servings, cups, freguency,
or percentage consuming) pre- and postintervention. If vegetable
intake was not reported separately, we documented the change
in fruit and vegetable intake. We also noted the measures of
error (SE or SD) and associated P values for change between
groups over time. To determine the magnitude of intervention
outcomes, we calculated effect sizes (Cohen d and 95% Cls)
for studies that reported sufficient data (means, and measure of
error or frequencies). Web-based calculators [41] based on
Lipsey and Wilson's formulas [42] assisted with calculations.
We assessed the magnitude of the effect sizes according to
Cohen’'s categories, whereby an effect <0.2 is considered
negligible, between 0.2 and 0.49 is small, 0.5-0.8 is medium,
and >0.8 islarge [43].

We also considered the clinical significance of outcomes. There
isno consensusin theliterature regarding what changein intake
is considered clinicaly significant. However, several
meta-analyses and longitudinal studies suggest adose-response
relationship, whereby an increase in vegetable intake by
approximately 1 serving is protective for cardiovascular health
(decreased risk of stroke and cardiovascular disease mortality
by 11% and 4%, respectively) [44,45]. Furthermore, every
1-serving increase in vegetabl e intake has been associated with
a 0.12 kg reduction in weight (95% CI -0.35 to -0.14) [46].
These studies define a serving of vegetables as approximately
1 cup of leafy vegetables or half a cup of cooked vegetables
(frozen, fresh, or canned) in line with previous US and current
Australian dietary guidelines [31,47].

To pool the outcomesfor the meta-analysis, we grouped studies
for which an effect sizewas calculated. We used STATA version
13 (StataCorp LP) to conduct the analyses using the metan,
metabias, and metafunnel commands. A random effects model
was applied. Publication bias was determined through Egger’s
statistical test for funnel plot asymmetry and visual inspection
of the funnel plots of the Cohen d effect size (standardized mean

difference), plotted against its standard error. The I value for
heterogeneity was calculated based on the Q statistic: [(Q
statistic - df/Q statistic) x 100%]. Cochrane Collaboration
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guidelines [48] suggest that an I for heterogeneity below 40%
is considered low, and a value above 50% is considered
substantial.

Quality Assessment

Risk of Bias Assessment

Using the Cochrane Collaboration’s tool [40], we established
risk of biasat theindividual study level, based on the following
study elements. selection of participants (random sequence
generation and concealment of allocation methods); attrition
(completeness of outcome data); detection (blinding of
participants and personnel); and reporting (selective reporting
of outcome measures). Two authors (MN and JC) independently
evaluated each study for risk of bias and coded them as having
low risk, highrisk, or unclear risk. Any differencesin judgment
were clarified through discussion.

GRADE Assessment

The quality of the body of evidence was determined by 2
independent reviewers (MN, JC) using the GRADE system
[37]. We considered 5 categories to ascribe a quality rating:
limitations in study designs; consistency of results; directness
of the evidence with regard to study populations, intervention
design, and outcomes measured; precision of outcomes; and
the presence of publication biases.

Rating Validity of Dietary Assessment Tools

We determined the validity of each tool used to measure changes
in vegetable intake based on published literature demonstrating
its accuracy [49-59]. The checklist of requirements by Nelson
et al [60] was also consulted to qualitatively examine the
effectiveness of reporting on measurement tools. This checklist
assesses factors such as data-collection procedures (objective
measure vs self-report), methods of quantifying portions, variety
of foods captured, food composition databases used and whether
checking procedures were applied.

Rating External Validity

We assessed the external validity of included studies based on
the Green and Glasgow’scriteria[61]. The assessment explored
components under 3 sections: (1) reach and representativeness
of participants, (2) intervention implementation and adaptation,
and (3) program maintenance and institutionalization
(sustainability of program implementation). Quantitative and
qualitative data pertaining to these external validity components
were extracted. We recorded specific datathat were not reported
as not reported, and if an assessment component did not apply
to the particular study we reported it not applicable. Individual
participation rate (%) was cal culated asthe percentage of eligible
participants agreeing to participate. Attrition rate (%) was
calculated as the percentage of participants who dropped out
after randomization. Attrition was further grouped by
intervention arm (treatment vs control). Extracted data were
used to examine the number of studies adhering to the external
validity components. The frequency and adequacy of reporting
of these componentswere a so examined and compared between
studies.
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Results

Study Selection

Astheflow diagramin Figure 1 shows, we found 2680 studies
through database searching and 3 additional studies through
hand searching the references. We screened a total of 2252
papers by title and abstract. Of these, we assessed the full text
of 87 studies. A total of 14 studies [62-75] met the selection
criteria and were included in the review. See Multimedia
Appendix 2 for the completelist of references excluded by full
text with corresponding reasons. None of these studies used
social marketing strategies or mass media to encourage
vegetabl e consumption in young adults specifically. Therefore,
the remaining results report the effectiveness and external
validity of eHealth and mHealth interventions aimed at
increasing fruit and vegetable intake in young adults. We
included 12 studiesin the meta-analyses. For the meta-analysis,
we combined the reported resultsin 2 groups for comparability:
fruit and vegetable (8 studies) and vegetable only (5 studies);
1 study contributed results for both groups [64].

Study Reach and Representativeness of Participants

Overall, 7984 healthy people participated in the eHealth and
mHealth RCTs (see Multimedia Appendix 3, Table S3). There
were, however, large discrepancies in the sample sizes. Only 3
of the 14 studies had recruited >500 participants at baseline
[62-64], and 1 study had a sample size of <100 [64]. More than
half of the interventions were conducted in the United States
[62,64,67,69,71,73,75], 4 in Australia[65,65,67,72], 1 in New
Zedland [74], and 1 in Malaysia[70]. The target audience was
college or university students for the majority of the studies
[62,63,67-75], and 3 studies reported their target audience to
be young adults [64-66].

Recruitment methods were reported for 13 of the 14 studies,
but limited details were provided. All but 2 studies recruited
through the university or college setting [64,66]. Participants
were recruited through undergraduate psychology coursesin 2
studies [67,68], from random nonnutrition classes in 2 studies
[69,70], and through advertisements and flyers posted on
university grounds in 4 studies [62,63,65,71,72]. In 1 study a
recruitment table was set up on campus|[ 73], and another study
invited patients attending the student university health service
[74]. In 1 study [64] advertisements with a toll-free phone
number were used, and the fina study distributed letters of
invitation through participating family doctors, aong with
electronic and print advertisements[66]. Of theincluded studies,
9 indicated their participation rate, with amean of 78.0%. The
inclusion criteria were detailed by 10 studies, all of which
specified age (years) as one of their criteria. Demographic data
were provided by most of the studies although not consistently.
Baseline age (years) wasreportedin all but 1 study (Multimedia
Appendix 3, Table S3), with a mean age of 20.8 years across
the studies. The ethnicity of participants was reported to be
>50% Caucasian or whitein 7 studies. The percentage of female
participants was reported by 13 studies, with women more
commonly recruited than men (mean 69.8% female)
(Multimedia Appendix 3, Table S3).
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I ntervention Implementation and Adaptation

Detailsof theintervention and comparator groupswere provided
in detail. All studies recruited an intervention and a control
group (see Multimedia Appendix 4, Table $4), with 4 studies
using multiple intervention and control arms [67,71,72,74]. A
total of 6 studies provided no treatment to the control arm
[67,68,70,71,74,75], 7 studies gave the comparator group general
infformation not containing the intervention material
[62,64-66,69,72,73], and 1 study provided the control group
with the intervention material on completion of the follow-up
assessment [63]. The duration of interventions and number of
sessionswere easily extrapolated from each study. The level of
contact between researchers and participants ranged from
one-off sessions (provision of feedback) to daily contact by
email or text message (Multimedia Appendix 4, Table $4). The
majority of the interventions used online education through
learning platforms, websites, and emailing, with only 2 studies
using apps [65,66] and 4 using text messaging [65,66,70,72].
No studies reported the use of social media platforms. The
studies predominantly used goal setting for behavior change,
with monitoring and feedback also commonly incorporated.
For the majority of the interventions, the aim was to offset
weight gain in young adulthood. Targeting improvements in
fruit and vegetabl e intake was one such method used to address
weight gain. While 1 study was designed to reduce health-risk
behaviors in young adults [74], only 5 studies focused
specifically on fruit and vegetable intake [64,68,69,72,75], and
none targeted vegetables alone.

The reviewed studies varied in the detail provided regarding
the behavior theories and techniques considered in the
intervention design. The design of 5 studies was based on the
transtheoretical model of behavior change, where the
participants’ stage of change determined the content received
[63-66,75]. A total of 6 studies were theory or education based
[62,63,67,70,71,73]. Social-cognitive theory informed 2
interventions [67,69]. Half of the reviewed studies applied the
behavioral construct of self-efficacy in their intervention
[62,64,69,70,71,73,75]. The study by Kypri and McAnally [74]
did not report consideration of theoretical frameworksin their
intervention design. The remaining 2 studies [68,72] were
informed by the theory of planned behavior and the theory of
habit formation (Multimedia Appendix 4, Table $4). All the
studiesthat we reviewed intervened at theindividual level. Only
2 studies were implemented outside of the university setting,
thus limiting the generalizability of the interventions to the
overall young adult population. Of these studies, one [64] was
targeted at lower socioeconomic status young adults, while the
other mainly captured young adults from higher socioeconomic
areas [66].

The duration of the interventions (excluding postintervention
follow-up) ranged from one-off contact to 6 months of treatment,
with amean of 10 weeks (Multimedia Appendix 4, Table $4).
A tota of 9 studies dlocated a follow-up period
[62-64,66,69,71-73], with amean of 16 weeks. Adherence was
most commonly documented as the number of sessions
completed or the amount of materials viewed by participants
(Multimedia Appendix 4, Table $4), but was not consistently
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reported across studies. The mean level of compliance among
those reporting adherence was 85.4%.

Delivery expertise varied among the studies (Multimedia
Appendix 4, Table $4). Research staff were more commonly
reported to have conducted the interventions, with little
specification of their qualifications and the number of research
staff involved. Registered dietitians delivered 5 of the
interventions[63,65,66,69,75]. Other expertiseincluded ahealth
promotion officer [ 71] and outreach educators [64].

Study Maintenance and I nstitutionalization

The rate of attrition was documented in all reviewed studies.
At completion of the interventions the mean attrition rate was
19.6% (see Multimedia Appendix 5, Table S5). All but 4 studies
[64,69,71,75] reported attrition for the control and intervention
group separately, and 4 did not assess differences in
characteristics between completers and noncompleters
[65,70,71,73]. Only 2 studies looked at the long-term impacts
of the study, by ng outcomes at least 12 monthsfollowing
treatment [62,63]. Both of these studies found that the changes
in fruit and vegetable intake were not maintained at follow-up
(Multimedia Appendix 5, Table S5). The sustainability of
program implementation was poorly reported, with only 1 study
mentioning that resultswould be used to refine the intervention
for trial in a broader young adult population using a larger
sample size [66]. Finally, only 2 studies published a process
evaluation documenting effective program elements [62,66].

Nour et al

Risk of Bias

We rated the mgjority of the studiesreviewed as unclear to high
risk because they did not perform intention-to-treat analyses,
which introduced biases in the outcome data (attrition bias)
[62,70-75] (see Multimedia Appendix 6, Table S6). We rated
2 studies high in asecond domain (detection bias) [71,73]. The
majority of the studies did not clarify their methods of blinding
(n=8). Selection bias was mainly unclear within and across
studies, with 5 studies not reporting the method of sequence
generation in randomization [62,64,69,71,75] and only 2 studies
specifying all ocation conceal ment methods[66,74] (Multimedia
Appendix 6, Table S6). While al of the studies reported results
for prespecified outcomes, we could not completely rule out
reporter bias across studies because only 5 RCTs published their
original protocol [63,65,66,68,69] or provided details of their
trial registration [66]. However, no selective reporting was
apparent based on the methods within the reviewed manuscripts
(both successful and unsuccessful outcomesrecorded). Overall,
the combined lack of clarity of the level of bias across studies
raises concerns about the plausibility of the studies’ resuilts.

GRADE Quality Rating

The reviewed interventions had several limitations in study
design and did not address the research question directly,
resulting in an overall low quality rating (Table 3).

Table 3. Overall assessment of quality in 14 studies (7984 participants in total) of promotion of fruit and vegetable intake using the Grading of
Recommendations Assessment, Development and Evaluation (GRADE) system.

Category Rating with reasoning

Limitations —2 quality levels due to very serious limitations

Consistency No subtraction of levels, asinconsistency doesn't affect confidence in results
Directness —2 quality levels, as the population, outcomes, and study design are indirect

Precision No subtraction of levels due to good precision

Publication bias No subtraction of levels, as funnel plot symmetry suggests publication biasis unlikely
Overal quality Low: our confidence in the effect estimateis limited

Study Limitations

All the included studies were RCTs. However, only 2 studies
adequately conceal ed the difference between intervention arms
[66,74]. In 1 study, the study design and purpose of
randomization was explained to participants, preventing
allocation concealment [71]. The remaining 11 studies did not
clearly describe their method of concealment. Furthermore, 8
studies did not describe their method of blinding and 3 did not
blind effectively [65,71,73]. Half of theincluded studies had a
loss to follow-up of >20% [62-64,67,72,73,75] and did not
conduct intention-to-treat analysis [62,70-74]. A total of 3
studies did not state methods for dealing with missing data or
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conducted analysis on completer populations[63,68,69]. Severa
studies used nonvalidated measures of intake, further limiting
the quality of the body of evidence.

Consistency

The studies with effect sizes for change in fruit and vegetable
intakeyielded an 1% statistic of 68.5% (P value for heterogeneity
=.002), indicating that there may be considerabl e heterogeneity.
However, a higher heterogeneity can be caused by small
variations in point estimates from studies with larger sample
sizes, as is evident in Figure 2. An 12 of 31.4% (P value for
heterogeneity =0.2) for studies reporting vegetable intake
separately suggests low heterogeneity.
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Figure 2. Forest plot of Cohen d effect size (standardized mean difference, SMD) for studies reporting change in fruit and vegetable intake combined.
The diamond represents the overall effect size; the percentage weighting of each study toward the overall effect isindicated by the size of gray squares,
and the 95% confidence limits are shown by horizontal lines. The overall intervention effect lies at the center of the larger clear diamond with right and
left end points indicating the 95% confidence limits. Note: weights are from random effects analysis.
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Directness

While comparisons between control and intervention armswere
direct for theincluded interventions, variationsin study design,
populations, and outcome measures meant that the overall body
of evidence was indirect. The population of included studies
was predominantly college students. Only 2 interventions
recruited beyond the university or college setting, but they were
still not representative of the broader young adult population.
This review allowed for the inclusion of studies that measured
changesinintake asasecondary outcome. Consequently, several
studies were weight management interventions targeting fruit
and vegetable intake as a component of the program. Only 5
studies targeted fruit and vegetables specifically
[64,68,69,72,75] and none targeted vegetables alone. Measures
of fruit and vegetable intake also varied considerably. Thus, the
overall evidence is an indirect representation of the impact of
eHealth and mHealth on vegetable intake.

http://www.jmir.org/2016/4/e58/

Precision

Only 6 of the 14 studies reported conducting power calculations
[63,67-69,71,73]. However, these were mainly based on primary
outcomes other than vegetabl eintake, such aschangein nutrition
knowledge or weight. Sample size varied from 51 to 2024
participants but yielded 7984 in total, which is considered
sufficient.

Publication Bias

While we implemented a comprehensive search strategy to
capture the gray literature, we may have missed unpublished
studies (interventions with insignificant or negative findings)
or those published in journals not indexed in major databases.
The outcomes of statistical tests of publication bias (Egger’s
test) were not reported, as these results are less accurate when
based on fewer than 10 studies or when there is significant
heterogeneity [48]. Visual inspection of funnel plots (Figures
3 and 4) indicated symmetry in the distribution of pointsaround
the mean effect size, suggesting that bias from missing studies
isunlikely.
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Figure 3. Funnel plot for risk of publication bias: intervention effect for fruit and vegetable intake represented by the standardized mean difference
(SMD) plotted against the standard error, se(SMD). Dashed diagonal linesindicate the pseudo 95% confidence limits and scatter dots represent individual

studies.
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Figure 4. Funnel plot for risk of publication bias: intervention effect for vegetabl e intake represented by standardized mean difference (SMD) plotted
against the standard error, se(SMD). Dashed diagonal lines indicate the pseudo 95% confidence limits and scatter dots represent individual studies.

Funnel plot with pseudo 95% confidence limits

=
-
: -,
- bt
; ks
I N
r ks
r -,
s -,
- x
—— Iy & Y
. . "
.-‘f H"u
Cany 1
[ - * o
= . -
(] . kS
o - -,
- ; u
. -,
- s
o4 + i
& ",
- x
: 1
g -,
- .
Iy -
. -
' - "H
o7
1 1 I 1 I 1
-4 -2 2 4 ]
sSMD

Efficacy of Interventions

Of the 14 reviewed studies, 9 provided results for fruit and
vegetable intake, and we included 8 in the meta-analysis. Of
these studies, 7 found positive effects postintervention
[62-64,67,68,74,75] (Cohen d 0.14-0.56), 4 of which were
statistically significant [62-64,75]. For al but 1 study [75], the
magnitude of effect was small. In total, 2 studies also reported
clinically significant improvements of >1 serving/day [62,75]
(see Multimedia Appendix 7, Table S7). The pooled effect size
for interventions reporting change in fruit and vegetable intake
was 0.22 (95% CI 0.11 to 0.33), indicating a small positive
effect of eHealth and mHealth interventions on fruit and
vegetable intake. The 4 studies [62-64,75] with significant

effects contributed 72.9% weighting (Figure 4). The I? was
68.5%, P=.002, suggesting considerable heterogeneity between
these studies, and so findings should be interpreted with caution.

Of the 6 studies that assessed vegetable intake independently
of fruit [64-66,70-72], weincluded 5 in the meta-analysis, 4 of
which had positive effects on vegetable intake [64-66,70]
(Cohen d 0.11-0.40). Two of these positive effects were
statistically significant [64,66]. Increases in intake were <1
serving/day, with the exception of the results reported by
Partridge et a [66] (Multimedia Appendix 7, Table S7). The
pooled effect size for change in vegetable intake was negligible

at 0.15 (95% Cl 0.04 to 0.28; 1°=31.4%, P=.2) (Figure 5).

Studiesthat were more successful inimproving fruit or vegetable
intake provided participants with individualy tailored advice

http://www.jmir.org/2016/4/e58/

and feedback based on their stage of change [64,66,75] and
incorporated goal setting [62,66,75]. Of the studies producing
clinically and statistically significant resultsfor fruit or vegetable
intake, or both [62,66,75], 1 used online theory education based
on nondiet principles [62]. This intervention was designed
according to 2 educationa models, Carey and colleague’ssystem
of instructiona design [76] and Keller's instructional
motivational model [77]. Fruit and vegetable intake goals were
set after completion of each weekly educational lesson, and
self-evaluation of progress preceded the next weekly Web-based
module. The study by Richards and colleagues [75] used
motivational interviewing in combination with Web-based
resources and emails. The resources were tailored to the
participants' stage of change, where precontemplators and
contemplators were given reasons to and tips on how to eat
morefruitsand vegetables, aswell asagoal-setting framework.
Action and maintenance participants received emails with tips
for maintaining consumption and trying new fruits and
vegetables. Finaly, the study by Partridge et a [66] combined
multiple eHealth and mHealth strategies to support behavior
change, with text messaging found to be the most popular, and
the website and discussion boards the least popular, among
participants. The text messages contained reminders and tips
on how to achieve their individualized goal set during their
phone counseling session with a dietitian and were based on
the 10 processes of change (transtheoretical model). Participants
could monitor their fruit and vegetable intake goals using a
personalized app that also provided recipes and tips on how to
increase their intake.
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Figure 5. Forest plot of Cohen d effect size (standardized mean difference, SMD) for studies reporting change in vegetable intake separately. The
diamond represents the overall effect size; the percentage weighting of each study toward the overall effect isindicated by the size of gray squares; and
the 95% confidence limits are shown by horizontal lines. The overall intervention effect lies at the center of the larger clear diamond with right and left
end points indicating the 95% confidence limits. Note: weights are from random effects analysis.

Validity of Dietary Assessment Tools

Of thereviewed studies, 5 used toolsthat had not been validated
to assess changes in vegetable intake [68,69,71,73,75] (Table
4). While the majority of the tools were validated, only 1 was
tested specifically in the young adult population [30]. Of the
studies that used validated tools, short screeners were most
popular, including the US National Cancer Institute’s fruit and
vegetable screener [53], aswell as short questions adapted from
the Australian and New Zealand national nutrition surveys
[52,54,56]. Furthermore, only 2 studies defined what they
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classified as a serving [65,66], and the outcome measure for
intake lacked consistency, with studies reporting change in
terms of frequency, servings or cups of vegetables consumed,
aswell asthe percentage meeting recommendations. No studies
detailed which food composition databases they used for the
analysis, or whether they checked records with respondents as
per the requirements specified in the Nelson and colleagues
checklist [60]. All but 1 study [70] used a self-report
measurement tool. The study by Gow and Colleagues [67] did
not specify what the outcome measure was (servings vs score).
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Table 4. Validity of tools used to measure fruit and vegetable intake and source of tools.

Nour et al

Author [citation]

Fruit and vegetable intake measurement tool and source [citation]

Tool validated for

fruit and vegetables
Clifford et a [69] Food frequency questionnaire adapted from US National Cancer Institute's health habits and No
history questionnaire [59]
Franko et al [73] Single-item question measuring daily fruit and vegetable consumption [51] No
Gow et a [67] Block food screener [49] Yes
Greene et a [62] 2-item screener and National Cancer Institute screener [53] Yes
Hebden et a [65] Web-based short survey using questions from Australian nationa survey [30,52,56] Yes
Kattelmann et al [63] National Cancer Institute’s vegetable screener [43] Yes
Kothe and Mullan [68] Self-report measure of previous day’s consumption No
Kypri and McAnaly [74] 2 questions from New Zealand National Survey questionnaire [54] Yes
LaChausse [71] US Centers for Disease Control and Prevention’s youth risk behavior survey [58] No
Nitzke et a [64] 5 A Day screener (7-item fruit and vegetable screener) from 5 A Day program [53] Yes
Partridge et a [66] Short questions adapted from the Australian National Nutrition Survey [30,52,56] Yes
Richards et a [75] 1-item food frequency questionnaire [50] No
Rompotiset a [72] Short question on fruit and vegetable intake [57] Yes
Shahril et al [70] Diet history NA2

3NA: Not applicable.

Discussion

This systematic review found preliminary evidence to suggest
that eHealth and mHealth interventions may have a positive
impact on fruit and vegetable intake among young adults.
Meta-anal yses reveal ed asmall magnitude of effect on fruit and
vegetable intake and a negligible effect on vegetable intake
alone. Whether these effects have clinical or nutritional
significance remains questionable. The quality of the body of
evidence was rated low and therefore, findings should be
interpreted with caution. Rather than making recommendations,
we propose suggestions for improved research.

Among the studies that improved intake, only small changes
were observed (<1 serving/day). This is consistent with
conclusionsfrom existing reviews, in which interventions appear
to produce minor improvements in fruit and vegetable intake
[26-28]. The effectiveness of the reviewed interventions in
creating sustainable change in the long term remains unclear,
as follow-up periods were short. The observed dose-response
clinical outcomes associated with increasing vegetable intake
[44-46] are likely to become evident only in the longer term.
Additionally, the link between vegetable intake and weight
mai ntenance during the transition to adulthood occurs over time
[78]. Thus, investigators should integrate longer follow-up in
intervention protocols. Future studies may also consider
measuring secondary outcomes, such as weight and indicators
of cardiovascular health, over timeto understand the longer-term
clinical implications of improved vegetable intake.

With the measurement and reporting of fruit and vegetable
intakes as asummed value in most studies reviewed, theimpact
of the eHealth and mHealth strategies on vegetable consumption
specifically remains unclear. Previous research has shown that
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knowledge of serving sizes is poorer for vegetables than for
fruit [29], and for young adults, taste was a more important
barrier to increasing vegetable consumption than it wasfor fruit
[79]. Fruit and vegetables also have varying nutrient profiles
and product attributes. Considering these factors, it is apparent
that vegetables should be promoted and measured separately
from fruit. Additionally, most of the reviewed studies targeted
fruit and vegetable intake as part of alarger weight management
program. Thus, theimpact of anintervention focusing primarily
on vegetablesis an important question for future research.

Previous research established the importance of considering
behavior change theory in intervention design [33,80]. The
value of incorporating behavior change theory is reiterated by
this review, where the majority of the successful studies
incorporated behavior change constructs such as goal setting
[62,66,73,75] and the provision of individually tailored advice
and feedback was based on participants stage of change
[64,66,75]. While the transtheoretical model has been long
established as an effective means of improving fruit and
vegetable intake [81], these studies suggest its efficacy in
eHedth and mHeath interventions where, for instance,
motivational and confidence-enhancing text messages or phone
callscan benefit individualswho arein the earlier contemplative
stages of change. There was no clear pattern, however, to
indicate that the incorporation of more behavior change
techniquesinitiated larger improvementsas previoudy suggested
in the literature [34]. Researchers could consider investigating
whether a combination of efficacious strategies and repeat
exposure at a later date produces greater change to shed light
on whether intensive short-duration or less-intensive,
longer-duration interventions are more effective.

Themode of intervention delivery varied considerably between
studies, making it difficult to determine which eHealth and
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mHealth strategies were most successful in supporting behavior
change. However, 2 of the effective studies [66,75] used
motivational phone counseling as part of their intervention.
While details of the cost effectiveness of this design were not
provided, generaly, the individualized nature of this approach
can be expensive, due to the necessity for trained staff and the
monetary reimbursement required for their time. Consequently,
the applicability of these studies to the whole population level
may be limited. The use of other low-cost and convenient
eHealth and mHealth techniques (texting and email) that can
incorporate individually tailored information may be more
feasible for interventions. Preliminary evidence suggests that
these methods are successful [66,75]; however, further research
isrequired to confidently determine their efficacy.

Our review was unable to identify social marketing campaigns
targeted specifically at young adults. Addressing thisgap isan
opportunity for future public health promotion projects, with
research indicating that young adults have poor awareness of
popul ation-wide campaigns and perceive considerable barriers
to increasing their intake despite the promoted health benefits
[82]. Additionally, we found no studiesthat incorporated social
media platforms in their intervention. Using these high-reach
and lower-cost information-sharing platforms can help to
increase interactivity and collaborative content sharing. This
may be the fastest and most wide-reaching way to engage young
people, with approximately 89% of young adults using social
media[19]. Effectiveness studies on the use of socia mediato
improve health behaviors are limited, although preliminary
reports are encouraging [83,84].

Thereis considerable uncertainty regarding the accuracy of the
findings summarized by this review, due to the use of
non-validated self-report measures of intake, which may not be
sensitive enough to detect small changes and may be subject to
reporter bias. Therefore, further effort is required to develop
validated toolsfor the measurement of vegetableintakein young
adults for consistent and accurate reporting of intervention
outcomes. Researchers need to specify what is considered a
serving of vegetables to allow easier comparison of outcomes
and should use abjective measures of intake for validation.
Biomarkers such as vitamin C and beta-carotene are useful
indicators of fruit and vegetableintake, respectively. Whiletests
for these biomarkers are potentially costly for use in large
interventions, they would be feasible and reliable in small
validation studies [85].

The degree to which the interventions can be trandated to the
general young adult populationsis questionable, asthe majority
of studies were conducted in the university or college setting
in asample of educated young adults. Whilethe latest statistics
indicate that an increasing proportion of young adults are
enrolled in tertiary education [86], those of lower socioeconomic
status remain underrepresented [87]. Future studies should limit
the use of convenience sampling and aim to recruit a wider
range of socioeconomic groups. Overall, the studieswe reviewed
did not consistently report on externa validity, particularly
program sustainability, costs, and long-term effects of the
intervention. Process evaluations were aso lacking.
Consequently, the external validity of interventions for
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improving vegetable consumption in young adultsis uncertain.
There is a growing body of evidence in heath research
indicating that investigators are not reporting on external validity
[88-90]. Improvements in this area are required to determine
the potential for implementation of study designs in broader
health promotion programs. Of particular importance is
consideration and reporting of the costs involved in upscaling
these interventions, which will have implications for health
promotion officers and policy makers [91]. Furthermore,
researchers should invest in conducting process evaluations to
determine how to improve the efficacy of interventions and
enhance their generalizability [92].

Strengthsand Limitations

This is the first systematic review to report on the effect of
eHealth and mHealth interventions on vegetable intake
specifically and highlights relevant opportunities for future
research. We conducted the review protocol in line with the
PRISMA guidelines [35] and used a comprehensive search
strategy. While we searched severa electronic databases and
made an effort to include gray literature, we may have missed
some studies. The variability across interventions with
differences in study designs and measures of vegetable intake,
and the overall poor study quality, madeit difficult to establish
definitive conclusions. Consequently, we werereluctant torule
out any eHealth or mHealth approach as ineffective and rather
discussed the outcomes as a means of highlighting gapsin the
current literature and opportunities for future research to
generate a stronger body of evidence on whether
technology-based strategies are effective in this population.
Finally, the lack of consistent reporting of external validity
components prevented us from making conclusions about the
potential for trandating interventions to the wider young adult
population.

Conclusions

Overdll, this review revealed that young adults have been
neglected in fruit and vegetable social marketing campaigns,
and most interventionstarget fruit and vegetables concurrently.
Very few good-quality eHealth and mHealth interventionsusing
validated dietary assessment tool s have been designed to support
young adults in improving their vegetable intake. With
preliminary evidence suggesting that eHealth and mHealth
strategies may be an effective mode of delivering vegetable
interventions, continued research using stronger and
higher-quality study designsisrequired to better determine the
efficacy of technol ogy-based strategiesfor improving vegetable
consumption in young adults. With previous research suggesting
that multiple behavior change strategies should be used for
greater improvements, researchers could consider combining
promising strategies such as goal setting and tailored feedback
in future interventions. The potential impact of using social
media platformsto create awvareness of theimportance of eating
enough vegetables also deserves attention. Finally, in light of
the lack of reporting of external validity components in the
reviewed papers, it is critical that future studies address key
factors such as program costs, sustainability, and longer-term
impact in order to determine the potential for upscaling
interventions to the broader young adult population.
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Abstract

Background: Web-based computer-tailored interventions for multiple health behaviors can improve the strength of behavior
habits in people who want to reduce their cardiovascular risk. Nonetheless, few randomized controlled trials have tested this
assumption to date.

Objective: The study aim was to test an 8-week Web-based computer-tailored intervention designed to improve habit strength
for physical activity and fruit and vegetable consumption among people who want to reduce their cardiovascular risk. In a
randomized controlled design, self-reported changes in perceived habit strength, self-efficacy, and planning across different
domains of physical activity as well as fruit and vegetable consumption were evaluated.

Methods: This study was a randomized controlled trial involving an intervention group (n=403) and a waiting control group
(n=387). Web-based data collection was performed in Germany and the Netherlands during 2013-2015. The intervention content
was based on the Health Action Process Approach and involved personalized feedback on lifestyle behaviors, which indicated
whether participants complied with behavioral guidelines for physical activity and fruit and vegetable consumption. There were
three Web-based assessments: baseline (TO, N=790), a posttest 8 weeks after the baseline (T1, n=206), and afollow-up 3 months
after the basdline (T2, n=121). Data analysis was conducted by analyzing variances and structural equation analysis.

Results: Significant group by time interactions revealed superior treatment effects for the intervention group, with substantially
higher increasesin self-reported habit strength for physical activity (F1,199=7.71, P=.006, Cohen’s d=0.37) and fruit and vegetable
consumption (F1,199=7.71, P=.006, Cohen’s d=0.30) at posttest T1 for the intervention group. Mediation analyses yielded
behavior-specific sequential mediator effectsfor T1 planning and T1 self-efficacy between the intervention and habit strength at
follow-up T2 (fruit and vegetable consumption: beta=0.12, 95% CI 0.09-0.16, P<.001; physical activity: beta=0.04, 95% ClI
0.02-0.06, P<.001).

Conclusions: Our findings indicate the general effectiveness and practicality of Web-based computer-tailored interventionsin
terms of increasing self-reported habit strength for physical activity and fruit and vegetable consumption. Self-efficacy and
planning may play major roles in the mechanisms that facilitate the habit strength of these behaviors; therefore, they should be
actively promoted in Web-based interventions. Although the results need to take into account the high dropout rates and medium
effect sizes, alarge number of people were reached and changesin habit strength were achieved after 3 months.
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Introduction

Cardiovascular diseases (CVD) are major causes of morbidity
and mortality in men older than 45 years and women older than
65 years in most developed European countries, including
Germany and the Netherlands [1-5]. Regular physical activity
and a hesalthy diet play an important role in preventing CVD
because of their wide range of beneficia effects on physical
health. Results from different meta-analyses reveal that people
who already suffer from CVD have alower risk of reinfarction
[6], cardiac mortality [6-8] and overall mortality [6,7,9] if they
improve their physical activity levels. Sufficient fruit and
vegetable consumption is a so recommended becauseit reduces
therisk of further cardiovascular issues, such as coronary heart
disease [10,11] and ischemic heart disease [12], cardiac
mortality [13], and overall mortality [11].

To reduce CVD risk, one of themain goalsisto adopt ahealthier
lifestyle (ie, regular physical activity and sufficient fruit and
vegetable consumption). Changes that make these behaviors
more habitual are a desired goal in primary and secondary
prevention because once a behavior has become habitua it
requires less conscious effort and relapses become less likely
[14,15]. Habituation of the healthy behavior may be the final
phasein the health behavior change chain, whereby the behavior
has stabilized and its strength has plateaued [14].

People who are aware of their risk for CVD are usualy highly
motivated to practice recommended health behaviorsand break
old, unhealthy habits [16]. However, the process of health
behavior change involves motivational factors that extend
beyond merely having knowledge about behavior change
benefits [17] and good intentions [18]. Even when people
successfully initiate recommended changes, the gains are often
short term and, without i ntervention, behavior change adherence
declinesover time[19,20]. Thus, long-term studiesinvestigating
the underlying mechanisms of health behavior maintenance are
needed.

Thereisample empirical support that intentions for behavioral
change may best provoke behavior initiation by increasing the
use of self-regulation strategies (ie, self-efficacy [21,22] and
planning [23-25]). According to Bandura [26], self-efficacy
describes optimistic self-beliefs concerning the ability to cope
with possible failure and recover from relapses. Perceived
self-efficacy seems to be important at all points in the health
behavior change process [21] and is not only important for
behavior initiation, but also behavior maintenance, recovery,
and habituation. Evidence for the relevance of techniques that
increase self-efficacy can befound inintervention studies, which
found that experimentally induced changesin selfefficacy were

http://www.jmir.org/2016/4/e78/

positively associated with behavior initiation at a later point
[27-29]. However, research on the direct effect on habit strength
islimited.

In addition to self-efficacy, it is likely that planning promotes
habit strength because habits are assumed to result from frequent
behavior enactment in stable settings [30-32]. For example, if
a person plans to go swimming on Fridays after dinner, the
behavior becomes closely tied to contextual cues such as the
time and location for which he or she choseto perform theinitial
action plan and the behavior becomes automatized with minimal
forethought [15]. Previous intervention studies using
self-regulatory techniques have reveal ed effects on habit strength
at short-term follow-up in the case of physical exercise[33] and
nonsmoking [34], although no research is available addressing
multiple behaviors.

Because habit strength isarelatively new concept in behavioral
intervention research, it isnot yet fully understood how planning
and self-efficacy might interplay with habit strength.
Interventions that make use of both self-efficacy and planning
techniques may enhance social cognitions, thereby leading to
increased habit strength. Thus, mediation analysis might unfold
the underlying working mechanisms of such an intervention.

A growing area of research focuses on the incorporation of the
Internet as a mode of delivery to alow for individualized
behavior change interventions [35-38]. Because interventions
cannot fit all populations and circumstances in the same way,
tailoring intervention content and offering personal behavioral
and action feedback might increase the effectiveness of such
programs in comparison to generic interventions or so-called
“one-size-fits-all” approaches[39,40]. Specific tailored feedback
for individual s based on their perceptions about a given behavior
may be similar to feedback provided in face-to-faceinteractions
and thus hold a higher personal relevance for the participant
[41-43]. In addition, compared to face-to-face interventions,
tailored interventions are easily accessible when delivered via
the Internet and provide a cost-effective meansto reach awide
population [35,36]. Previous studies on computer-tailored
Web-based hedlth behavior change interventions provided
positive results for a variety of health behaviors, including
physical activity [44-48], fruit and vegetable consumption
[49,50], and multiple health behaviors [51-53] among the
general adult population as well as people with cardiovascular
risk profiles [54,55]. Although these previous Web-based
computer-tailored studies focused on behavioral achievement,
this study extended thistopic by directly assessing its ability to
enhance habit strength.

In this study, the first objective is to investigate the effects of
an 8-week Web-based computer-tailored intervention on
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improvements of self-reported physical activity habit strength
and fruit and vegetable consumption habit strength among
people who were interested in reducing their cardiovascular
risk. Moreover, we also test the prediction that social cognitive
variables targeted by the tailored intervention (ie, self-efficacy
and planning) increase morefrom the baselinein theintervention
group than in the control group. Finally, weinvestigate whether
changes in self-efficacy and action planning mediate the effect
of the intervention on improvementsin habit strength after two
follow-up measurements. Testing the mechanisms of how the
intervention exhibits an effect on proximal indicators of habit
strength is the added value of our research. It is only when we
know whether interventions work in terms of supporting habit
formation by successfully targeting self-efficacy and planning
by model learning and concrete planning tasks that we can
conclude what onlineinterventions should addressin the future.

Methods

A detailed description of the study protocol has been published
previously [56]; therefore, only a summary of the study
methodology and procedures is provided.

Study Design, Procedure, and Participants

This study was a randomized controlled trial involving one
intervention group and one waiting control group. There were
three assessments:. baseline (TO, N=790), a posttest at 8 weeks
after the baseline (T1, n=206), and a follow-up 3 months after
the baseline (T2, n=121). The waiting control group obtained
access to the 8-week Web-based computer-tail ored intervention
at T2 after the intervention group had finished the intervention.
The study received ethica approval by the Deutsche
GesdlIschaft fur Psychologie in Germany (EK-A-SL022013)
and the Medical Ethics Committee of Atrium Medical Centre
Heerlen in the Netherlands (12-N-124).

Enrollment and follow-up took place from July 2014 to February
2015 in Germany and the Netherlands. We used different
recruitment strategies. participants were recruited face-to-face
by the authors of this study in 10 German and eight Dutch
cardiac rehabilitation facilities and heart training groups. The
authors of this study contacted the centers for acquisition and
they were willing to participate. In addition, we called for
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participation via Internet platforms on diabetes and
cardiovascular diseases as well as viaan email invitation from
two research agency online panels in Germany and the
Netherlands. No data on how many participants were recruited
through each strategy were available. The inclusion criteria
were as follows: age between 20 and 85 years, no
contraindications for physical activity and fruit and vegetable
consumption, having an interest in improving physical activity
and fruit and vegetable consumption, sufficient reading and
writing skills in the relevant language (German or Dutch), and
computer literacy and Internet access. Participation in the study
was voluntary and data were anonymized.

Figure 1 shows the flow of participants from enrollment in the
study to allocation to the two conditions (intervention group
and waiting control group) and follow-up visits after 8 and 12
weeks. To obtain access to the Web-based questionnaires, the
participants registered on the Rehabilitation-Aftercare for an
optimal Transfer into Autonomousdaily life (RENATA) website
with a self-chosen nickname and password. The website was
also open to the general public and provided broad information
on the inclusion criteria and the procedure of the 8-week
intervention as well as the duration of the questionnaires.
Participants were made aware of the two-group design and the
information provided was identical for all study participants,
independent of the recruitment strategy.

After providing informed consent online, 1010 participantswere
then randomly assigned to either the intervention group or the
waiting control group. Both groups took part in the identical
baseline measurement (T0). Randomization into theintervention
group and waiting control group was performed by the content
management system, TailorBuilder, which was developed for
Web-based tailored interventions. No block or cluster
randomization was applied; rather, the randomization was
conducted at the individual level. Participants and the authors
of this study were blinded to their allocation for the duration of
the study. The experiment was double blind. Overal, 220
datasets were excluded by the research team because of double
registration (n=5), missing gender information (n=86),
inadequate age (n=1 younger than 20 years), and no available
TO, T1, or T2 data (n=128).
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Figure 1. Flowchart of participants through the study.
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I ntervention Program

After registration, the 8-week intervention was delivered to the
intervention group viathe Internet, addressing physical activity
in the first 4 weeks and fruit and vegetable consumption in the
following 4 weeks. Once a week, the study participants were
reminded to participate in the weekly intervention sessions and
thefollow-up measurements by automatically generated emails
containing alink to the respective questionnaire.

The intervention was a Web-based computer-tailored
intervention to increase physical activity and fruit and vegetable
consumption among people who intended to change their
physical activity and fruit and vegetable consumption. We used
the Health Action Process Approach asatheoretical framework
to develop the 8-week Web-based intervention [21,57]. The
eight weekly sessions in the intervention period targeted the
concepts of the different stages (nonintender, intender, and
actor) via the use of behavior change techniques, such as
providing information about behavioral risk, the benefits of
behavior change, intention formation, barrier identification,

http://www.jmir.org/2016/4/e78/
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prompting specific goal setting, and reviewing behavioral goals
[58]. These techniques have proven effective in other computer
tailoring programs [51,59]. Physical activity was discussed
during thefirst four intervention sessions (sessions 1-4) and the
last four sessions focused on fruit and vegetable consumption
(sessions 5-8). Inthe following, we briefly describe the content
of each session for both behaviors. In sessions 1 and 5,
participants received tailored feedback about their risk
perception, outcome expectancies, and their actual health
behavior regarding physical activity and fruit and vegetable
consumption based on their previous assessment. During the
second and sixth sessions, participants were asked to determine
personal goals and action plans for physical activity and fruit
and vegetable consumption. During this session, participants
received example plans and tailored feedback on how to
structure a plan, and what elements a plan should contain
(where, when, who, how long, with whom). Subseguently,
participants had the opportunity to adapt their plans.
Self-efficacy was also addressed during this time and the
following sessions and participants were provided with
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motivating feedback on how to perform the desired behavior.
During the third and seventh sessions, participants were asked
whether they had succeeded in performing the action plan and
if they would like to adjust the plan. People who indicated
having problems formulating plans received role-model
examples. Thereafter, coping planning was addressed in the
third and seventh sessions, whereby participants were asked to
identify personal barriers and generate coping plans. Again,
these coping plans were evaluated during the next session and
could be adjusted by the participants. The fourth and eighth
sessions focused on social support. Participants developed an
overview about peoplein their environment who could support
themin achieving their plans. During theintervention, different
types of feedback were provided. | psative feedback was used
to provide participants with an overview of their devel opment
regarding physical activity and fruit and vegetable consumption
during the intervention. This feedback was based on a short
guestionnaire that participants had to complete at the beginning
of each session. Normative feedback was included to compare
the participants’ behavior with the norm of the population. Bar
charts were included in each session to present the progress of
the participant’s behavior change. In this study, feedback and
behavioral recommendations referred to the goals of five
portions of fruit and vegetables a day and physical activity for
at least 30 minutes five times a week because this constituted
the best match for the target group [11,60]. Bar charts were
included to monitor the behavior change progress and a personal
tone was applied.

M easurement | nstruments

All variableswere self-assessed online at baseline (T0) and after
the 8-week intervention period (T1) and during the 3-month
follow-up (T2). Study participantsindicated all social cognitive
itemson Likert scales ranging from “ 1=not true” to “ 7=exactly
true”

Sociodemogr aphic Variables

We assessed sociodemographic information such as gender
(1=male, 2=female), year of birth, country (1=Netherlands,
2=Germany), employment status (1=working part-time,
2=working full-time, 3=in training, 4=unemployed, 5=retired,
6=housewife/-husband), marital status (1=single, 2=close
relationship but not living together, 3=close relationship and
living together, 4=marital partnership/common law marriage,
5=divorced, 6=widowed), and highest level of education (1=no
school graduation, 2=primary school education, 3=secondary
school education, 4=vocational school graduation, 5=university
entrance diploma, 6=other) in the baseline questionnaire. The
participants additionally reported body height and body weight
to calculate their body massindex (BMI) at TO, T1, and T2.

Intentions

For physical activity, the three independent items used were
“On 5 days aweek for 30 minutes (or a minimum of 2.5 hours
per week), | have the intention to perform...” (1) “strenuous
physical activity,” (2) “moderate physical activity,” or (3)
“walking activity” [59]. Intention about fruit and vegetable
consumption was assessed using the item “| seriously intend to
eat at least five portions of fruit and vegetable daily” [61].
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Self-efficacy

Physical activity self-efficacy [62] was assessed with fiveitems
(Cronbach apha=.88), such as “I am certain that | can be
physically active permanently at a minimum of 5 days a week
for 30 minutes” Self-efficacy for fruit and vegetable
consumption [29] was assessed by five items (Cronbach
alpha=.92), such as “| am certain that | can eat 5 portions of
fruit and vegetable aday even if it is sometimes difficult.”

Action Planning and Coping Planning

Action planning and coping planning were assessed using Six
itemsfor physical activity (Cronbach alpha=.91) and six items
for fruit and vegetable consumption (Cronbach alpha=.92). For
both target behaviors, the question started with “For the next
month, | have already planned in detail...” (1) “which physical
activities | would like to do,” (2) “when | have to be especially
cautious not to stop being active,” and (3) “what | can do in
difficult situations to stick to my intentions” [63].

Planning for fruit and vegetable consumption started with the
same phrase, followed by the three items: (1) “when | will eat
5 portionsfruit and vegetables,” (2) “which fruit and vegetables
| will eat,” and (3) “when | need to be especially cautious not
to fall into my old eating habits’ or “what | can do in difficult
situations to stick to my intentions” [29].

Habit Strength

The strength of habit for physical activity (Cronbach alpha=.88)
and fruit and vegetable consumption (Cronbach alpha=.93) was
measured with an abbreviated version of the Self-Report Habit
Index (SRHI) [64] and included the two items*“ Being physically
active for at least 30 minutes on 5 days a week is something
that...” and “Eating five portions of fruit and vegetable per day
issomething...” (1) “has become a confirmed habit” and (2) “I
do without thinking about it.”

Statistical Analyses

Data analysis was conducted with SPSS version 22. Dropout
analysis was performed using ANOVAs for the quantitative
variables age, baseline intentions, baseline habit strength, and
BMI. Chi-square tests were performed for the categorical
variables gender and country. Age, gender, country, employment
status, marital status, highest level of education, and BMI were
included as covariates in all analyses because we were not
interested in subgroup differences.

To investigate the effectiveness of the intervention, we first
conducted separate ANCOVA s with repeated measures analyses
for the four outcome measures for habit strength for regular
physical activity, habit strength for fruit and vegetable
consumption, self-efficacy, and planning. In each analysis, time,
group, and a group by time interaction were entered as
independent variables and the group by time interactions were
interpreted. Effect sizes for differencesin means are presented
as Cohen’sd. Those effect sizesless than 0.30 were considered
small, those between 0.30 and 0.80 were considered medium,
and those larger than 0.80 were regarded as large [65].

To examine whether intervention effects on habit resulted from
changesin social cognitive variables, we used mediation analysis
to test indirect effects of intervention on changein habit strength
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through changesin those cognitionsthat the intervention aimed
to modify. The mediation analyses were performed using SPSS
AMOS mediation models according to Preacher and Hayes[66].
The bootstrapping approach (5000 bootstrap samples) was used
to estimate 95% confidence intervals of the standardized effects
of the intervention on habit strength through self-efficacy and
planning.

Baseline habit strength and baseline levels of self-efficacy and
planning were controlled for. Thelevel of statistical significance
was set at P<.05. All reported P values are two-tailed. We used
no statistical measures to correct for multiple testing.

For the 16 variables used in the analyses, the missing data
proportions were <21% at TO, <19% at T1, and <17% at T2.
Therefore, missing study variables were estimated with the
full-information maximum likelihood (FIML) method. We
exported the estimated datato SPSSto perform further analyses.
FIML is based on the maximum likelihood algorithm and,
compared with other options (ie list-/pairwise deletion,
regression imputation), maximum likelihood estimates exhibit
the least bias [67]. For example, Demirtas et a [68] reported
that parameters were estimated accurately with missing rates
up to 25%.

Results

Participation and Sample Characteristics

The final sample consisted of 790 persons with a mean age of
50.9 years at baseline (SD 12.2, range 20-84). In all, 62.9%
(497/790) of the participants were female, 71.8% (646/790) of
the participants were married or in a relationship, and 569
participants (72.0%) were employed either full- or part-time.
The mean BMI was 27.6 (SD 5.5, range 15.0-60.8), indicating
that the participants as a group were considered overweight.
Table 1 provides an overview of the main baseline variablesin
this study.

The t tests revealed small yet significant differences between
German (n=371) and Dutch participants (n=419) regarding age
(t7g9=8.51, P=.004), BMI (t;59=5.38, P=.02), self-efficacy for
physical activity (t7g9=8.24, P=.004), and planning for fruit and
vegetable consumption  (t;39=18.91, P<.001). German

participants were found to be dightly older and have a higher
BMI and higher self-efficacy levels compared to the Dutch
participants, whereas they reported less planning of their fruit
and vegetable consumption. In addition, there were morewomen

among the Dutch participants ()(2790:9.1, P=.004).

Dropout Analyses

Dropout analyses (1=dropout, 2=no dropout) showed no
significant differences between the participants who compl eted
all waves of data collection (TO, T1, and T2) and those who
dropped out after TO regarding age (F; 759=1.11, P=.29), BMI
(F1780=0.38, P=.54), basdline intentions (fruit and vegetable
consumption: F; 765=0.81, P=.78; physical activity: F; 795=0.02,
P=.90), and basdline habit strength (fruit and vegetable
consumption: F; 79=0.23, P=.63; physical activity: F; 749=2.75,
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P=.10). In addition, the dropouts after TO did not significantly
differ from those who participated in the follow-up questionnaire

in terms of gender (x%,=2.1, P=.15) and country (X%¢=1.2,
P=.27): Men and women, as well as German and Dutch

participants dropped out after the baseline measurement TO in
equal numbers.

Those who dropped out after posttest T1 did not differ from
those who participated in al measurement points in terms of
age (F1789=3.36, P=.07), BMI (F759=0.42, P=.52), baseline
intentions (fruit and vegetable consumption: F; 759=1.56, P=.21,
physical activity: F; ,05=0.01, P=.98), and baseline habit strength
for fruit and vegetable consumption (Fj 759=1.22, P=.27). In
addition, the dropouts after T1 did not differ from those who
participated in the follow-up questionnaire in terms of country
(X%90 =1.2, P=.27); German and Dutch participants dropped
out after the baseline measurement TO in equal numbers.
However, there were significant differences between those who
dropped out after T1 and thosewho completed all measurement
points in terms of baseline habit strength for physical activity
(F1780=6.71, P=.01) and gender (x%g=4.3, P=.04). Slightly
more women than men dropped out after T1; those people who
dropped out after T1 showed significantly lower baseline habit
strength for physical activity than those who completed all
measurement points. Overal, TO to T1 attrition was 73.9%
(584/790) and TO to T2 attrition was 85.3% (705/790).

Table 2 presents the number of participants who participated
in the single intervention sessions. Participation declined from
90.8% (314/790) in the first session to 19.9% (69/790)
participation in the last session of the 8-week intervention.
Participants completed amean 2.0 (SD 2.4) intervention sessions
of eight potential sessions. Most participants completed only
one session (41.9%, 331/790), 15.3% (120/790) compl eted two
sessions, 8.7% (68/790) compl eted three sessions, 4.6% (36/790)
completed four sessions, 3.8% (30/790) compl eted five sessions,
5.8% (45/790) completed six sessions, 5.5% (43/790) completed
seven sessions, and 8.1% (63/790) compl eted all eight sessions.

Intervention Effects on Baseline to Posttest Changes
in Habit Strength

The assumption that the 8-week Web-based intervention would
lead to an increase in habit strength for fruit and vegetable
consumption and physical activity at posttest T1 wastested first.
The results of the ANCOVA with repeated measurements (see
Table 3) showed an interaction effect of groupxtime for habit
strength for fruit and vegetable consumption (Fj69=7.71,
P=.006, Cohen’s d=0.30) as well as habit strength for physical
activity (Fy199=7.71, P=.006, Cohen’s d=0.37) with medium
effect sizes. The intervention group showed a higher increase
of dietary habit strength and physical activity habit strength
from baseline (TO) to posttest (T1) than the waiting control
group. This was then tested for the T2 follow-up, examining
changesfrom TOto T2. Therewas neither an intervention effect
for habit strength for fruit and vegetable consumption
(F1,114=0.82, P=.14) nor for habit strength for physical activity
(F1114=0.43, P=.24) at follow-up T2.
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Table 1. Sample characteristics at baseline TO (N=790).

Storm et al

Characteristics

Total (N=790)

Waiting control group  Intervention group

(n=387) (n=403)
Age (years), mean (SD) 50.8 (12.2) 50.8 (12.3) 50.9 (12.0)
Gender, n (%)
Male 293 (73.1) 151 (51.5) 142 (48.5)
Female 497 (62.9) 236 (47.5) 261 (52.5)
BMI (kg/m?), mean (SD) 27.6 (5.4) 27.3(5.2) 27.8 (5.6)
Physical activity, mean (SD)
Intentions 3.9(1.0) 3.9(1.0) 4.0(0.9)
Planning 4.3(1.4) 43(1.4) 4.3(L5)
Self-efficacy 46(13) 45(1.4) 4.7 (1.3)
Habit strength 35(1.8) 3.4(17) 3.6(1.9)
Fruit and vegetable consumption, mean (SD)
Intentions 45(1.4) 45 (1.4) 4.6(13)
Planning 3.8(15) 3.7(1.4) 3.8(1.6)
Self-efficacy 4.7 (1.5) 4.6(1.3) 4.7 (15)
Habit strength 3.7(1.9) 3.6(1.8) 3.8(1.9)
Ethnicity, n (%)
German 371 (47.0) 189 (50.9) 182 (49.1)
Dutch 419 (53.0) 198 (47.3) 221 (52.7)
Educational level, n (%)
No school graduation 1(0.1) 0(0.0) 1(100.0)
Primary school education 23(2.9) 15 (65.2) 8(34.8)
Secondary school education 86 (10.9) 40 (46.5) 46 (53.5)
Vocational school graduation 378 (47.8) 192 (50.8) 186 (49.2)
University entrance diploma 242 (30.6) 112 (46.3) 130 (53.7)
Other 60 (7.6) 28 (46.7) 32(53.3)
Working situation, n (%)
Working full-time 396 (50.1) 191 (48.2) 205 (51.8)
Working part-time 173 (21.9) 91 (52.6) 82 (47.4)
Schooling/vocational training 15(1.9) 8(53.3) 7 (46.7)
Unemployed 49 (6.2) 22 (44.9) 27 (55.1)
Retired 115 (14.6) 59 (51.3) 56 (48.7)
Housewife/-husband 42(5.3) 16 (38.1) 26 (61.9)
Family status, n (%)
Single 78 (9.9) 35 (44.9) 43 (55.1)
Close relationship but not living together 46 (5.8) 22 (47.8) 24 (52.2)
Close relationship and living together 76 (9.6) 41 (53.9) 35 (46.1)
Marital partnership/common law marriage 524 (66.3) 258 (49.2) 266 (50.8)
Divorced 54 (6.8) 27 (50.0) 27 (50.0)
Widowed 12 (1.5) 4(33.3) 8(66.7)
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Table 2. Intervention use in terms of participation in the single sessions for physical activity and fruit and vegetable consumption.
Weekly intervention session Participation in the specific session, n (%)
Physica activity
Session 1 373(47.2)
Session 2 240 (30.4)
Session 3 202 (25.6)
Session 4 148 (18.7)
Fruit and vegetable consumption
Session 5 166 (21.0)
Session 6 141 (17.8)
Session 7 132 (16.7)
Session 8 123 (15.6)
Table 3. Changes of outcome measures from baseline (TO) to posttest (T1) (N=790).
Measure Intervention group, mean (SD) Waiting control group, mean  F 1 199 P Cohen'sd
(SD)
Physica activity
Self-efficacy 0.22 (1.47) -0.06 (1.28) 2.11 01 0.22
Planning 0.60 (1.76) 0.14 (1.25) 5.70 .02 0.35
Habit strength 1.00 (1.66) 0.34 (1.53) 7.71 .006 0.37
Fruit and vegetable consumption
Self-efficacy 0.22 (1.47) ~0.06 (1.28) 1.40 .03 0.20
Planning 0.58 (1.72) 0.03 (1.60) 5.48 .02 0.36
Habit strength 0.83(1.83) 0.26 (1.51) 7.71 .006 0.30

Intervention Effects on Baseline-Posttest Changesin
Self-Efficacy and Planning

An ANCOVA with repeated measures revealed significant
interaction effects of conditionxtime for self-efficacy for
physical activity (F;399=2.11, P=.01, Cohen’s d=0.22) and
self-efficacy for fruit and vegetable consumption (F; 195=1.40,
P=.04, Cohen’'s d=0.20). The increase in self-efficacy from
baseline (TO) to posttest (T1) was higher in the intervention
group in comparison to the waiting control group. There was
no intervention effect for self-efficacy for fruit and vegetable
consumption (F;,14=3.63, P=.06) nor for self-efficacy for
physical activity (F;1,4=0.39, P=.54) at follow-up T2. For
planning, we found a significant interaction effect of
conditionxtime for both physical activity (F; ;09=5.70, P=.02,
Cohen's d=.35) and fruit and vegetable consumption
(F1,199=5.48, P=.02, Cohen’'s d=0.36) with small to medium
effect sizes. This indicates that the intervention led to a
significantly higher increase in planning from baseline (TO) to
posttest (T1) in the intervention group as compared to the
waiting control group for both target behaviors.

Mediation Analyses

To address whether the intervention had an effect on habit
strength through self-efficacy and planning, self-efficacy and
planning at posttest T1 were considered to serve as sequential

http://www.jmir.org/2016/4/e78/

mediators between the intervention and habit strength at T2
follow-up. The entire hypothesized model is portrayedin Figure
2 and shows an acceptable fit to the data (x%0,=6.1, P<.001;
comparative fit index=.91; Tucker-L ewisindex=.81; root mean
square error of approximation=.08). The intervention group
condition significantly predicted T1 self-efficacy (physical
activity: beta=0.32, P<.001; fruit and vegetable consumption:
beta=0.39, P<.001), holding higher mean values in the
intervention group. T1 self-efficacy was significantly interrelated
with T1 planning (physical activity: beta=0.61, P<.001; fruit
and vegetabl e consumption: beta=0.63, P<.001) for both target
behaviors, whereas T1 planning predicted subsequent T2 habit
strength (physical activity: beta=0.22, P<.001; fruit and
vegetable consumption: beta=0.50, P<.001). Accordingly,
people who planned more were aso more likely to show
strengthened habits later. Baseline habit strength also
significantly predicted habit strength at T2 (physical activity:
beta=0.79, P<.001; fruit and vegetable consumption: beta=0.43,
P<.001). The standardized indirect effect of the intervention
through T1 self-efficacy and T1 planning on T2 habit strength
was beta=0.04 (95% Cl 0.02-0.06) for physical activity and
beta=0.12 (95% Cl 0.09-0.16) for fruit and vegetable
consumption. The multiple mediator model accounted for 68%
of the variance in T2 physical activity habit strength and 44%
of the variance in T2 fruit and vegetable consumption habit
strength.
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Figure 2. Conceptual model with standardized regression coefficients showing the effect of the intervention for fruit and vegetable consumption (FVC)
and physical activity (PA) habit strength at follow-up controlling for age, gender, employment status, highest education, marital status, country, BMI,

and baseline levels for self-efficacy and planning.

Discussion

Principal Results

The aim of this study was to test the effectiveness of a
Web-based intervention in terms of improving habit strength
for regular physical activity and fruit and vegetable
consumption. The intervention led to significant increases in
participants' self-reported physical activity habit strength as
well asfruit and vegetable consumption habit strength 8 weeks
after baseline. This is in line with the results from previous
self-regulatory intervention studies, which yielded effects on
habit strength with a short-term followup in the case of physical

http://www.jmir.org/2016/4/e78/
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exercise [33] and smoking cessation [34]. However, our study
extends these findings to the context of Web-based
computer-tailored interventions for physical activity and also
fruit and vegetable consumption, and shows the online
practicality of a multiple behavior change intervention.

Previous research has mainly tested how habit strength isformed
based on cues to action [14,15]. Such a cue can be medical
treatment or advice received during an eHealth program. Instead,
we investigated which self-regulatory mechanisms accounted
for the effect of the intervention on habit strength. We were
able to show that the intervention successfully addressed two
key intervention variables, self-efficacy and planning, which
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subsequently mediated the intervention effect on habit strength
3 months after the baseline (ie, changes in self-efficacy and
planning contributed additively to habit strength). Thisreplicates
the results of Fleig et a [31], who used a multiple health
behavior model and theoretical assumptions [69]. Both
self-efficacy and planning were predictive of habit strength at
a later point; thus, they are not only important for behavior
initiation [27-29], but aso behavior maintenance. In future
studies, this behavior maintenance should be researched in more
depth with an Internet study design in a medical context (ie,
with patients only).

The theoretical framework of habit strengthening used in this
study may also be applied to processes when individuals try to
break unhealthy habits, such as smoking and snacking. For
example, Webb et al [34] showed that smokers with moderate
or low smoking habits were successful in overriding their
unhealthy habitual responseswhen accompanied with behavioral
alternatives that they had specified in an action plan (eg, “If |
am walking from the office to my car, then | will chew some
gum instead of smoking a cigarette!”). These compensatory
cognitions were not researched explicitly in this study, but
should be addressed in the future [69].

Our results for the hypothesized mechanisms are important
because they point toward the potential target constructs of
Web-based interventions and how to make such interventions
more efficient. It is imperative to address self-efficacy and
planning to enable individuals to develop habits and translate
intentionsinto behaviors. However, in future research thisneeds
to be evaluated further. For instance, it should be tested whether
the intervention effect only trandlates in the sequence via
self-efficacy first and then planning or whether it could also be
that self-efficacy moderates the mediation of intentions into
behavior viaplanning. In addition, experimental designs should
test whether the intervention addressing planning works only
in intenders or people with high self-efficacy because it was
found in previous studies [63].

Limitations

This study is subject to some limitations, including the
measurement of our criterion variables fruit and vegetable
consumption and physical activity habit strength. The SRHI
offers a standardized and reliable measure to assess habituated
action with evidence across behaviors and populations[70,71].
However, we relied on a short version of the habit strength
measure referring to general physical activity and fruit and
vegetable consumption. Future studies may include additional
items of the SRHI to capture further facets of habitual
automaticity (eg, lack of control). In addition, self-report for
behavioral outcome measures of intervention studies can be
criticized for their limitations, such as response and recall bias,
underreporting, socially desirable answers, and measurement
errors[72]. Thus, theinclusion of measures such as biomarkers
or pedometers is advocated as an objective indicator of
effectiveness [73,74].

Furthermore, the high dropout in our study needs to be
addressed. Web-based interventionstypically come with dropout
rates[75] that can be very high (eg, up to 86% [76]). Although
appropriate usage of the intervention differs among certain
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participant characteristics [76], we did not find any personal
characteristics that could explain high dropout. Due to our
widespread recruitment strategies, it can be assumed that alarge
number of the participants who signed up for the intervention
did so out of curiosity rather than having a genuine interest in
changing their health behavior, which could be one explanation
for the high dropout rate [77]. Furthermore, dropout and not
responding to questions could also be caused by intervention
characteristics, such as the length of the questionnaire, layout,
or navigation difficulties through the intervention [78]. Future
studies should further investigate characteristics of dropout and
nonresponse to eHealth interventions and consider how to tackle
them to obtain larger sample sizes, including at follow-up. The
results from a recent systematic review [79] show that the
differencesin technology and interaction predict user adherence
in Web-based interventions.

One possible recommendation for future interventions is the
inclusion of social media interaction, the integration of
environmental components, and regular updates to promote
adherence. Participants might show higher levels of engagement
and compl ete program challengesin aWeb-based program when
they have social ties [80], the possibility to exchange
experiences with others, and receive social support [81]. In
addition, because environmental intervention components (eg,
information on how to plan acycling route for being physically
active) might support peoplein finding possibilitiesto translate
their goal intentions to behaviors [44], the integration of these
environmental components could be useful in stimulating more
active intervention participation.

Finally, our study participants form a rather heterogeneous
group because weincluded participants viadifferent recruitment
channels. Unfortunately, no dataon how many participantswere
recruited through each strategy are available. Although baseline
intentions and sociodemographic datawere controlled for in all
analyses, a physician rating, medical diagnosis, or objective
index of medical severity should be included as a control in
future studies. In addition, there were small yet significant
differences between German and Dutch participants regarding
the measures used, athough it is assumed that none of the
differences in the results are due to country given that both
countries have similar nutrition recommendations [82,83] and
prevention campaigns (eg, “5 aday”) [84,85].

Conclusion

The results of this study are important for the future
development of Web-based computer-tailored interventions to
improve lifestyle behaviors that can reduce the risk of
cardiovascular  events.  Web-based  computer-tailored
interventions can be a suitable delivery mode to successfully
foster changes in sdlf-efficacy and planning, which predict
physical activity and fruit and vegetable consumption habit
strength. This research adds to the growing literature on
real-world habit strengthening, with our findings suggesting
that planning and confidencein one’s action may aid the process
of making behavior automatic. Our results add up to the current
body of knowledge because they display mechanisms of how
this intervention affects behavioral habit change. Future
interventions should address habit formation by targeting

JMed Internet Res 2016 | vol. 18 | iss. 4 [e78 | p.44
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

self-efficacy and planning by model learning and concrete
planning tasks.

Due to the high dropout rate, our results must be interpreted
with caution, although these findings can guide further research.
In particular, theinvestigated constructs and mechanisms should
be further elaborated. Practical implications can be retrieved
from the fact that habit-strengthening resources for plans and
self-efficacy boosters can be delivered briefly viathe Internet,

Storm et al

are easy for people to implement, and theoretically have the
potential for longer-term impact.

Future interventions may benefit from aids to support the
creation and recall of plans, particularly when accompanied
with self-efficacy prompting techniques, such as vicarious
experience, personalized feedback, providing contingent
rewards, self-monitoring (tracking one’'s own food- and
exercise-related behavior), and becoming conscious of mastery

experience [86,87].
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Abstract

Background: Self-monitoring isan essential behavioral strategy for effective weight loss programs. Traditionally, self-monitoring
has been achieved using paper-based records. However, technology is now more frequently used to deliver treatment programs
to overweight and obese adults. Information technol ogies, such as the Internet and mobile phones, allow innovative intervention
features to be incorporated into treatment that may facilitate greater adherence to self-monitoring processes, provide motivation
for behavior change, and ultimately lead to greater weight 10ss success.

Objective: The objective of our study wasto determine whether the consistency of self-monitoring differed between participants
randomly assigned to a basic or an enhanced 12-week commercia Web-based weight loss program.

Methods: We randomly assigned a sample of 301 adults (mean age 42.3 years; body mass index 31.3 kg/m2; female 176/301,
58.5%) to the basic or enhanced group. The basic program included tools for self-monitoring (online food and exercise diary,
and a weekly weigh-in log) with some feedback and reminders to weigh in (by text or email). The enhanced program included
the basic components, as well as extra individualized feedback on self-monitoring entries and reminders (by text, email, or
telephone) to engage with self-monitoring tools. We evaluated the level of self-monitoring by examining the consistency of
self-monitoring of food, exercise, and weight during the 12 weeks. Consistency was defined as the number of weeks during which
participants completed acriterion number of entries (ie, =23 daysof onlinefood or exercisediary records per week and =1 weigh-in
per week).

Results: The enhanced group’s consistency of use of self-monitoring tools was significantly greater than that of the basic group
throughout the 12 weeks (median consistency for food 8 vs 3 weeks, respectively, P<.001; for exercise 2.5 vs 1 weeks, respectively,
P=.003).

Conclusions;  Enhanced features, including additional individualized feedback and reminders, are effective in enhancing
self-monitoring behaviors in a Web-based weight |oss program.
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Introduction

Self-monitoring is a behavioral strategy considered essential
for effective weight loss programs[1]. Self-monitoring typically
involves systematic observation, measurement, and recording
of dietary intake, exercise, and weight [1]. Thismonitoring may
raiseindividuals awareness of their own actions, how and when
these actions occur, and the initial and lasting impact on their
actions [1]. It alows individuals to evaluate their progress
toward goal attainment, reinforces behavior changes made, and
highlights behaviors that may require further attention [2,3].

A systematic review eval uated the effects of self-monitoring of
diet, exercise, and self-weighing on weight loss as part of a
behavioral intervention program [4]. All 22 included studies
supported the hypothesis that greater frequency of
self-monitoring is associated with greater weight loss [4]. Due
to the diversity of measurements of self-monitoring of dietary
intake and exercise in theincluded studies, the reviewers could
not determine an optimal frequency of self-monitoring of dietary
intake and physical activity necessary for weight loss. However,
the review concluded that individual swho weighed themselves
at least once per week lost significantly more weight, which is
consistent with an earlier systematic review [5]. Notably, the
later review identified that very few studies have examined
participants’ adherence to self-monitoring over time (ie, how
consistently they self-monitored over time) and any association
with weight loss [4].

Behavioral weight loss programs are traditionally delivered in
a face-to-face format and self-monitoring is completed using
paper-based diaries [6]. However, new treatment modalities
using technologies, such as the Internet or maobile phone apps,
have been developed. The multimedia capabilities of such
technologies have the potential to minimize the obstacles
associated with paper-based self-monitoring, such as reducing
the participant’s burden by simplifying the recording process
[7]. Furthermore, technology provides an opportunity for
inclusion of featuresthat may facilitate greater adherenceto the
self-monitoring process, enhance motivation for behavior
change, and ultimately lead to greater weight loss success [4].
Such features include the provision of automated or tailored
feedback on weight, dietary intake, or exercise levels or
reminders (eg, text messages, emails) to compl ete program tasks
such as self-monitoring [4,8]. Using meta-analysis, a recent
systematic review demonstrated that eHealth weight loss
programs with additional features achieved 1.46 kg greater
weight loss postintervention than those providing a standard
eHealth program alone [8]. However, few studies have
investigated whether the provision of these additional
self-monitoring-related features improves adherence to

http://www.jmir.org/2016/4/e82/

self-monitoring and facilitates greater weight loss. Burke et al
[9] randomly assigned participants to self-monitor their dietary
intake using 3 approaches. a persona digital assistant with no
feedback; a personal digital assistant with daily tailored
automated feedback; or a paper-based diary with no feedback.
They found that after 24 months there was no significant
difference in weight loss between the 3 groups, athough the 2
personal digital assistant groups self-monitored on asignificantly
greater proportion of days than the paper-based monitoring
group over the 24-month period [9]. This study highlighted the
ability of technology to engageindividualsin the self-monitoring
process and, as the authors conclude, was an important “early
step” in understanding how technology can be used for
self-monitoring in weight loss programs. Further examination
of whether specific components of technology-based weight
loss programs can improve participants adherence to
self-monitoring of diet, exercise, and weight is required.

We previously conducted a randomized controlled trial (RCT)
comparing the efficacy of 2 versions (basic vs enhanced) of a
commercia Web-based weight loss program for 12 weeks[10].
Both versions of the program included toolsfor self-monitoring
(online food and exercise diary, and a weekly weigh-in log)
with automated feedback on self-monitoring records and
once-weekly reminders via text message or email to weigh in.
The enhanced group al so received additional weekly automated
individualized feedback reports on current diet and exercise
based on their previousweek’s self-monitoring records, aswell
asextraremindersviatext message, email, or phoneto complete
all self-monitoring records. Both groups lost weight; however,
we found no significant difference in mean weight change
between groups (basic -2.7, SD 4.0, enhanced -3.3, SD 4.5,
P=.21) or the proportion of participants who achieved a
clinically significant weight |oss of 5% (basic 24.5%, enhanced
32.9%, P=.11) at 12 weeks based on intention-to-treat anaysis
[11].

Therefore, the aims of this investigation were to determine
whether consistency (ie, number of weeks during which
participants completed a criterion number of online entries) of
self-monitoring of food intake, exercise, and weight differed
between participants randomly assigned to the basic version
and those assigned to the enhanced version of the commercial
Web-based weight loss program, and whether the consistency
of self-monitoring was related to weight loss after 12 weeks
[10]. We hypothesized that the enhanced group would achieve
significantly greater frequency and consistency of
self-monitoring of dietary intake, exercise, and weight than the
basic group.
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Methods

Study Design

We collected data for this analysis as part of a commercial
Web-based weight |oss program RCT. The methods of the RCT
have been published in detail elsewhere [10]. We investigated
online self-monitoring behaviors in adults allocated to 1 of 2
versions of a commercial weight loss program with basic or
enhanced features for 12 weeks.

Participants and Recruitment
We recruited overweight and obese (body massindex, BMI, of

2510 40 kg/m?) adults (18 to 60 years old) in the Hunter region
of New South Wales, Australia, through media advertising
(radio, TV, newspaper, flyers in general practitioner clinics,
university website) from October to December 2009. To be
included in the study, participants had to agree not to take part
in other weight loss programs for the study duration; pass a
health screening questionnaire; have accessto a computer with
Internet and an email account; and be able to attend assessment
sessions at the University of Newcastle campus (Callaghan,
Australia). Participantswereingligible for the study if they were
pregnant or trying to conceive; had major medical illnesses,
had physical inabilities such as orthopedic or joint problems;
had lost 4.5 kg or more in the preceding 6 months; or were
taking medications that affected or were affected by weight
loss. We obtained written informed consent from all participants
before their enrollment.

http://www.jmir.org/2016/4/e82/
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Random Allocation to Groups

We initialy randomly assigned participants to 1 of 3 groups
(basic or enhanced treatment group, or a waiting list control)
using a stratified randomized block design. Blocks of variable
length (either 3 or 6) were used to stratify participants according
to their sex and baseline BMI category (25 to <30; =30 to <35

or =35 to 40 kg/m?). After 12 weeks, we randomly reallocated
participantsin the control group to either the basic or enhanced
group, using the same procedures. We analyzed the
self-monitoring behaviors of all participants during their
participation in the basic or enhanced group. Participants were
informed of their group allocation in sealed envelopes, which
contained their online program login details. Participantsin the
basi c and enhanced groups and researchers ng outcomes
were blinded to participants' assignment to treatment groups.

Weight L oss I nterventions

Participants were given free access to a basic or enhanced
version of the commercial Web-based weight loss program The
Biggest Loser Club [12] provided by SP Health Co (Sydney,
NSW, Australia). The features of the Web-based program were
designed based on socia cognitive theory [13]. The program
targeted the major factors of behavioral change, including
self-efficacy, goal setting, self-monitoring, and social support.
Both the basic and enhanced programs were conducted through
the Web-based program for 12 weeks. Table 1 describes the
key features of the basic and enhanced programs, specifically
highlighting the self-monitoring tools, as well as features
designed to encourage participants to self-monitor.
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Table 1. Comparison of features of the basic and enhanced commercia Web-based weight loss programs.

Basic and enhanced

Enhanced only

Self-monitoring tools

Tools to enhance self-monitor-
ing: feedback

Tools to enhance self-monitor-
ing: reminders

Other tools

Online food and exercise diary to monitor energy in-
take and energy expenditure: participantswere encour-
aged to self-monitor their dietary intake and exercise
using an online diary at least 4 days per week.

Participants recorded the type and amount of food or
exercise by searching adatabase for the most appropri-
ate item, selecting the appropriate measurement unit,
and entering the amount.

Participants recorded weight (weigh-in) aswell as
other body measurements (waist and hip girths) via
website or text message, and were encouraged to
record at least once per week.

Online food and exercise diary: Automated calcula-
tionsof energy intake, energy expenditure, and energy
balance were provided on the onlinediary page. Auto-
mated nutrition summaries were available vialink on
onlinediary page. Reported intake was compared with
recommended nutrient targetsfor key nutrients: energy,
total fats, saturated fat, protein, carbohydrate, sugars,
fiber, sodium, calcium, iron, zinc, magnesium, iodine,
selenium, vitamins B1, B2, B3, B6, B12, A, C, and
folate (if entries made in online diary).

Weigh-ins: entered weight data (and other measure-
ments) were tracked and displayed graphically and in
abody (body mass index) silhouette to demonstrate
change over time.

Participants were encouraged to weigh-in via once-
weekly email or short message servicetext messaging
reminders to enter weight on the website on the due
date.

Participants set aweight loss goal and were assigned
individualized daily calorietargetsto facilitatea0.5-1
kg weight loss per week (~2600 kJ lessthan their esti-
mated energy requirements).

Online education in the form of weekly tutorials, fact
sheets, meal and exercise plans, and weekly challenges
were provided.

Access to weekly low-fat menu plan and grocery lists
designed to meet nutrient reference values and assigned
calorietarget was available.

Social support was available via online discussion fo-
rums.

No additional features were available.

A weekly automated individualized feedback report based
on online food and exercise diary entrieswas provided via
the website for the previous week. Feedback for key ele-
ments of diet and exercise (ie, weekly summary of energy
intake and expenditure, saturated fat, fruit and vegetable
intakes, frequency and intensity of physical activity, and
time spent being active compared with national recommen-
dations), usage patterns of the website (ie, cumulative av-
erage website visits, diary entries, and forum posts), and
level of success with weight loss (ie, weight loss to date)
was provided. The feedback used a color-coded traffic light
system (green, amber, red) to indicate whether a participant
was meeting recommendations (green), moving in theright
direction (amber), or not meeting recommendations (red).

Weekly reminders to further motivate participants to log
in to the website, weigh in, and use the online food and
exercise diary were sent. The reminders escalated with ur-
gency, starting with an initial reminder email, then atext
message, and lastly a phone call if participants did not en-
gage with the program. Reminders commenced when
weigh-in was 2 days overdue or if no site visits were made
in 3 days or site visits but no diary entries were made in 4
days.

An individualized weekly automated enrollment report
based on responses to the enrolIment survey was sent. It
included an assessment of current weight and suggestions
for appropriate weight loss goal's; an energy balance assess-
ment and recommended calorie target; an assessment of
eating habits and behaviors, including saturated fat and
fiber intake, daily servings of fruits and vegetables, high-
risk eating behaviors (eg, skipping meals, not eating
breakfast, drinking soft drinks), and nonhungry eating
triggers; and weight |oss motivation assessment.

M easures

All self-monitoring data were collected by SP Health Co and
provided to the researchers. Data stored by SP Health Co
included the date a participant submitted a food exercise or
weigh-in entry. To make a food or exercise entry, participants
searched for and selected a food or exercise item from the
database, sel ected a unit of measurement (eg, gramsor cupsfor
food, or minutes or distance in kilometers for exercise), and
then recorded the amount. A weigh-in entry required a weight
to be entered by participants either online or via text message.
For the purposes of this study, we required a participant to make
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1 entry per day (ie, enter 1 food item, 1 exercise, or 1 weight)
for the day to be counted as self-monitoring and therefore be
included in the calculation of consistency of self-monitoring.

Consistency of self-monitoring for this study refers to the
number of weeks during which a criterion number of entries
was made. For food and exercise the criterion number was =3
days of entries per week, as per the previous definition of
Peterson et a [14]. For weigh-ins the criterion number was >1
weigh-in per week, asper previous systematic reviewsindicating
that individuals who weighed themselves at least once weekly
lost significantly more weight [4,5].
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To determine the relationship between categories of
self-monitoring consistency and weight loss, we grouped
participants into 3 levels of self-monitoring consistency over
the 12 weeks, based on the number of weekswhen they met the
criterion number of self-monitoring entries (ie, =3 days of online
food or exercise diary records per week and =1 weigh-in per
week). Thelevelsweredefined aslow consistency if participants
met the criterion number of self-monitoring entriesin <4 weeks,
as moderate if they met the criterion between 5 and 8 weeks;
or ashighif they met the criterion for 29 weeks. L ow, medium,
and high were defined a priori, by dividing the number of
intervention weeks (ie, 12 weeks) into 3 groups covering an
equal number of weeks.

All other measurements were taken at the Human Performance
Laboratory at the University of Newcastle, Callaghan Campus,
with assessments at baseline and 12 weeks of the study. Height
was measured to 0.1 cm using the stretch stature method on a
Harpenden portabl e stadiometer (Holtain Limited, Dyfed, UK).
Weight was measured with the participant wearing light
clothing, without shoes, on a digital scale to 0.01 kg (model
CH-150kp; A& D Mercury Pty Ltd, Adelaide, Australia). BMI

was calculated as weight (kg)/height (m)?. Participants
completed asurvey at baselinethat captured sociodemographic
characteristics (age, sex, education level, ethnicity and income).

Statistical Analysis

We analyzed the data using Stata 11.0 (StataCorp LP).
Descriptive statistics are described as mean and SD for normally
distributed continuous variables, median and interquartile range
for nonnormal continuous data, and number (n) and percentage
for categorical variables. We used chi square tests to compare
the self-monitoring consistency each week (weeks 1 to 12) by
treatment group. Due to the multiple comparisons, we applied
the Bonferroni correction, with P<.004 (P=.05/12) considered
statistically significant.

We also used chi-square tests to compare the total number of
consistent weeks and consistency of self-monitoring groups
(low, moderate, high) by treatment group. Analysis of variance
tested for differences in percentage weight loss at 12 weeks
between consistency of self-monitoring groups (Ilow, moderate,
high). We performed post hoc comparisons using the
Tukey-Kramer method. An intention-to-treat approach was used
for calculating percentage weight | oss, with baseline observation
carried forward for those lost to follow-up at 12 weeks. We
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considered P<.05 to be statistically significant for these single
comparisons.

Results

Baseline Characteristics

Of the 591 adults who expressed interest in participating in the
study, 309 wererandomly assigned to 1 of 3 groups (basic n=99,
enhanced n=106, waiting list control n=104). We randomly
reassigned waiting list control group participantsto atreatment
group after 12 weeks (basic n=44, enhanced n=52, lost to
follow-up n=8); therefore, thisanalysisincluded 301 participants
(basic n=143, enhanced n=158). We previously reported
participants characteristicsat baseline[11]. In summary, 58.5%
of participants were female (176/301), with a mean (SD) age
of 42 (10.2) years, and most were born in Australia (273/301,
90.7%), were classified as obese (195/301, 64.8%), had an
educational level higher than high school (210/301, 69.8%),
and had a weekly household income of more than A$1500
(194/301, 64.5%). At baseline (treatment group entry),
characteristics of the basic and enhanced group participantsdid
not differ significantly [11], nor were there any differences
between participantsinitially randomly assigned to the waiting
list control group and their respective intervention groups.

Attrition Rates

A total of 62 participants did not have their weight assessed at
12 weeks, resulting in 20.6% (62/301) attrition. There was no
significant difference (P=.7) in attrition rates between the basic
(31/143, 21.7%) and enhanced groups (31/158, 19.6%) at 12
weeks.

Consistency of Self-monitoring

Table 2 describes the consistency of self-monitoring by
treatment group. The median number of weeks during which
participants made food and exercise entries on =3 days per week
and weighed in once per week was significantly greater in the
enhanced than in the basic group (food: 8 vs 3 weeks,
respectively, P<.001; exercise: 2.5 vs 1 week, respectively,
P=.003; weigh-ins: 11 vs 8 weeks, respectively, P<.001). The
enhanced and basic groups differed significantly in the
proportion of participants classified as having low, moderate,

and high self-monitoring consistency for food ()(22:18.9,
P<.001), exercise (x%=10.0, P=.007) and weight (x>,=16.5,
P<.001) entries (Table 2).
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Table 2. Frequency and level of consistency of self-monitoring® by basic and enhanced groups of a commercial Web-based weight loss program over

12 weeks.
Basic Enhanced
Data entered by participant (n=143) (n=158) P value®®
Food
No. of weeks =3 days of entries, median (I QRd) 3(0-12) 8(0-2) <.001
Low (n=133), n (%) 55.94 (80) 33.54 (53) <.001
Moderate (n=54), n (%) 18.18 (26) 17.72 (28)
High (n=114), n (%) 25.87 (37) 48.73 (77)
Exercise
No. of weeks =3 days of entries, median (IQR) 1(0-12) 25(0-12) .003
Low (n=207), n (%) 77.62 (111) 60.76 (96) .007
Moderate (n=36), n (%) 8.39(12) 15.19 (24)
High (n=58), n (%) 13.99 (20) 24.05 (38)
Weigh-ins
No. weeks with 1 weigh-in, median (IQR) 8(2-12) 11 (7-12) <.001
Low (n=79), n (%) 37.06 (53) 16.46 (26) <.001
Moderate (n=50), n (%) 13.99 (20) 18.99 (30)
High (n=172), n (%) 48.95 (70) 64.56 (102)

3 evels were defined as low consistency if participants met the criterion number of self-monitoring entries in <4 weeks; as moderate if they met the
criterion between 5 and 8 weeks; or as high if they met the criterion for =9 weeks.

Bwilcoxon test populations to compare between groups for median number of days, entries, and weeks with >3 days of entries.
€Chi square to compare between groups for number who used the self-monitoring feature, and number having low, moderate, or high consistency.

dIQR: interquartile range.

The figures illustrate the proportion of participants from the
basic and enhanced groups who consistently made an online
diary food entry (Figure 1) or exercise entry (Figure 2) or
weighed in (Figure 3) during each week of the program (weeks
1to12). A significantly higher proportion of the enhanced group
than of the basic group made food entries >3 days per week
from weeks 4 to 12 of the program. A significantly higher
proportion of enhanced group participants than of basic group
participants made exercise entries >3 days per week during
weeks 8 and 11, and a significantly higher proportion of
enhanced group participants than of basic group participants
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weighed in during weeks 2, 5, 7, 9, 10, and 11 (Multimedia
Appendix 1). Notably, both the basic and enhanced groups
consistency of self-monitoring declined from weeks 1 to 12
(Figurel, Figure 2, Figure 3, and Multimedia Appendix 1). For
example, in week 1 of the program, 79.6% (126/158) of
enhanced group participants made food entries to the online
diary >3 days compared with 46.8% (74/158) in week 12. In
comparison, 69.2% (99/143) of basic group participants made
food entriesto the online diary in week 1 compared with 28.7%
(42/143) in week 12.
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Figure 1. Proportion of participants from the basic (full line) and enhanced (dashed line) groups who consistently (3 or more days/'week) made food
entries to the online diary from weeks 1 to 12.
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Figure2. Proportion of participants from the basic (full line) and enhanced (dashed line) groups who consistently (3 or more days/week) made exercise
entries to the online diary from weeks 1 to 12.
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Figure 3. Proportion of participants from the basic (full line) and enhanced (dashed line) groups who consistently (1 or more days/week) weighed in

from weeks 1 to 12.
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Consistency of Self-monitoring and Weight L oss

Consistency of self-monitoring strongly predicted weight loss.
Therewas asignificant differencein percentage weight loss by
consistency of self-monitoring for food entries (F, 20g=57.39,
P<.001), exercise entries (F; ,93=66.20, P<.001), and weigh-ins
(F2205=33.49, P<.001). Post hoc comparisonsreveal ed that, for
food and exercise entriesto the online diary, participantswhose
consistency was high lost significantly more weight than those
whose consistency was low or moderate, and those whose
consistency was classified as moderate lost significantly more
weight than those classified as low (food entries online diary
for high: mean —6.2, SD 4.5%; moderate: —2.6, SD 3.7%; low
—1.1, SD 3.0%; exercise entries online diary for high: mean
—7.9, SD 4.7%; moderate—4.5, SD 3.8%; low: 1.7, SD 3.3%).
For weigh-ins, participants whose consistency was high or
moderate lost more weight (mean —4.9, SD 4.7% and 1.7, SD
3.0%, respectively) than those whose consistency waslow (0.7,
SD 2.7%)).

Discussion

Our study found greater consistency of self-monitoring among
participants randomly assigned to an enhanced version of a
12-week commercial Web-based weight loss program that
included additional individualized feedback on self-monitoring
records and remindersto engage with the self-monitoring tools.
The 2 groups differed in weigh-ins, and in food and exercise
entries to the online diary, although the enhanced features had
the least impact on exercise entries. Greater consistency of
self-monitoring of al 3 monitoring behaviors was associated
with increased weight loss. However, there was no significant
difference in weight loss between the enhanced and basic
intervention groups.

The greater use of self-monitoring tools by the enhanced group
may be associated with the push factors, such asthe reminders,
or the positive feedback or encouragement provided by the

http://www.jmir.org/2016/4/e82/

Week

weekly feedback reports, which is supported by the research of
Eysenbach [15].

Therefore, morein-depth eval uation of the multipleintervention
components used in the enhanced program is warranted, to
examinereasonsfor greater engagement with the self-monitoring
tools by the enhanced group participants. Furthermore, the
consistency of self-monitoring varied with the behavior (weight,
food, or exercise) being monitored and decreased over the 12
weeksfor all 3 behaviorsin both groups. Self-monitoring entries
of weight were much more consistent in both groups throughout
the 12 weeks than either food or exercise entries. Reasons for
this greater consistency of weight entries are not clear but
possible explanations are the relative ease of providing weight
entries and positive reinforcement of effort if weight continues
to decline. The consistency of food entries was al so reasonably
high initially, particularly in the enhanced group, but decreased
substantially over time, especiadly in the basic group.
Consistency of exercise entries was relatively poor from week
1. Although agreater proportion of enhanced group participants
consistently self-monitored exercise compared with the basic
group over the 12 weeks, it was only during 2 weeks (weeks 8
and 11) that a higher proportion of enhanced group participants
made exercise entries >3 days per week. The additional features
(eg, reminders, feedback) provided in the enhanced intervention
may not have prompted self-monitoring of exercise and suggests
that a greater understanding of the barriers to self-monitoring
of exerciseisrequired. However, it isalso possibl e that the poor
consistency of exercise entries may be dueto alack of exercise
being performed by participants.

There is evidence from systematic reviews that greater
self-monitoring within weight loss interventions is associated
with greater weight loss [4,5]. The provision of enhanced
features within the Web-based weight loss program appears to
havefacilitated greater consistency of self-monitoring; however,
this did not result in significantly greater weight loss in this
study [11]. This is consistent with several recent studies that
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have been unable to demonstrate a significant difference in
weight loss between Web-based interventions providing
additional features, such as individualized feedback, online
support groups, or behavioral lessonsto facilitate greater weight
loss success [16-19]. The similar rates of weight loss between
the 2 groupsin thisstudy and in other studies[16-19] may have
been due to both the standard and basic versions of these
programs having included key features known to contribute to
weight loss success (eg, goal setting, self-monitoring with some
feedback, and social support). In this study, although the
enhanced features motivated more participants to use the
self-monitoring tools, the additional feedback provided may
not have assisted all participants to adequately self-regulate
their behaviors in order to lose weight. For example, the extra
feedback provided was individualized to behaviors reported by
the participants as part of their self-monitoring records.
Therefore, if they reported the same behavior each week, they
would continue to receive an identical feedback message in
subsequent weekly feedback reports. Furthermore, although the
enhanced group’'s use of the self-monitoring tools was
significantly higher than that of the basic group, the use of the
tools varied among study participants in both groups, as
evidenced by the large interquartile ranges reported for all
self-monitoring metrics. Clearly not all study participants were
motivated to self-monitor by the enhanced program features,
nor did al participants require the enhanced featuresto facilitate
adequate levels of self-monitoring. Notably, both groups
demonstrated declining rates of self-monitoring over time, which
is consistent with previous reports of the use of online public
health interventions [20] and Web-based weight loss programs
(eg, [16,21]), including the program in this study [22]. Thismay
have further contributed to the nonsignificant difference in
weight loss between the 2 groups.

In acohort study, we previously identified that a higher median
number of days when participants used the self-monitoring
features of the basic version of the program was associated with
significantly greater weight loss[23]. A limitation of that study
was that it relied on self-reported weight data. The results of
the RCT reported here, with objective assessment of weight and
use of self-monitoring tools, confirm our previousfindings[23].
Participants who were highly consistent (=9 weeks out of 12)
in self-monitoring weight (=1 day/week) and in reporting food
or exercisein theonline diary (=3 days/week) lost significantly
more weight (5% to 8%). Our findings are supported by
Krukowski et al [24], who demonstrated that participants who
consistently self-monitored during a6-month online behavioral
weight control program were significantly morelikely to achieve
clinically important weight loss. They found that participants
who self-monitored on =6 days during the initial stages of the
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program (weeks 1 to 4) were more likely to achieve clinically
important weight loss after 6 months, as well as those who
self-monitored during the later weeks of theintervention (weeks
9 to 24) [24]. Further experimental research is required to
determine whether the association between self-monitoring
consistency and weight loss observed in this study isindicative
of a cause-effect relationship between self-monitoring and
weight loss success.

Study Strengths and Limitations

A strength of this RCT was the large sample including
substantial proportions of both male and female participants,
and use of objective measures of self-monitoring. Potential
limitationsincludethat we eval uated self-monitoring behaviors
during the 12-week weight loss intervention. Therefore, we do
not know whether self-monitoring was continued or maintained
beyond the 12-week period, and whether this was associated
with further weight loss. Thisis an area where future research
is warranted, as it was recently suggested that frequency and
consistency of self-monitoring of dietary intake after a6-month
weight loss program improved weight loss success at 12 months
[14]. Our study focused on 1 behaviora strategy
(self-monitoring) within the commercia weight |oss program,
and did not consider the potential influence of other key
behavioral strategies (eg, socia support via the discussion
forum, or provision of tailored feedback viaautomated feedback
reports). Due to errors with tracking of participant’s usage of
other program components during the trial, this analysisis not
possible. The definition of consistency of self-monitoring was
based on previous literature where possible; however, as no
universally accepted metricsfor self-monitoring exist, theresults
may vary with the use of different cut points.

Conclusion

Enhanced program features, such as reminders and tailored
feedback, facilitated greater consistency of self-monitoring of
food, exercise, and weight during a 12-week commercial
Web-based weight loss program. However, there were no
significant differencesin weight | oss between the enhanced and
basi c intervention groups. Given the strong association between
self-monitoring of these behaviors and successful weight change
outcomes, further evaluation of individuals' experiences with
self-monitoring and intervention components designed to
promote self-monitoring (ie, reminders, tailored feedback) is
warranted. This will provide greater insight into factors
contributing to group and individual variations in engagement
with self-monitoring toolsand facilitate the design of Web-based
weight loss interventions that are adaptive and provide
individually tailored features to optimize self-monitoring (eg,
frequency and mode of reminders, language used in feedback).
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exercise and weigh-ins) by treatment group (basic vs enhanced) from weeks 1 to 12.
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Abstract

Background: Brief automated messages have the potential to support self-management in people with type 2 diabetes, but their
effect compared with usual careis unclear.

Objective: To examine the effectiveness of interventions to change lifestyle behavior delivered via automated brief messaging
in patients with type 2 diabetes.

Methods: A systematic literature review of controlled trials examined the impact of interventions, delivered by brief messaging,
and intended to promote lifestyle change in people with type 2 diabetes, on behavioral and clinical outcomes. Bibliographic
databases searched included Medline, Embase, CINAHL, PsycINFO, and ISI WoK. Two reviewers independently screened
citations. We extracted information on study risk of bias, setting (high versus|ow- and middle-income countries) and intervention
characteristics (including use of theory and behavior-change techniques). Outcome measures included acceptability of the
interventions and their impact on 1) determinants of lifestyle behavior (knowledge about diabetes, self-efficacy, attitudestowards
self-management), 2) lifestyle behavior (diet, physical activity), and 3) clinical and patient-reported outcomes. Where possible,
we pooled data using random-effects meta-analyses to obtain estimates of effect size of intervention compared to usua care.

Results:  We identified 15 trials (15 interventions) meeting our inclusion criteria. Most interventions were delivered via short
message service text messaging (n=12) and simultaneously targeted diet and physical activity (n=11). Nineinterventions consisted
of unidirectional messages, whereas six consisted of bidirectional messages, with patients receiving automated tailored feedback
based on self-reported data. The acceptability of the interventions, and their impact on lifestyle behavior and its determinants,
were examined in alow proportion of trials, with heterogeneous results being observed. In 13 trials (1155 patients) where data
were available, therewas adifferencein glycated hemoglobin of -0.53% (95% CI -0.59% to -0.47%) between intervention groups
compared to usua care. In five trials (406 patients) there was a non-significant difference in body mass index of -0.25 kg/m2
(95% CI -1.02 to 0.52). Interventions based on unidirectional messages produced similar effects in the outcomes examined,
compared to those based on bidirectional messages. Interventions conducted in low- and middle-income countries showed a
greater impact than those conducted in high-income countries. In general, trials were not free of bias and did not use explicit
theory.
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Conclusions:
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Automated brief messages strategies can improve health outcomes in people with type 2 diabetes. Larger,

methodologically robust trials are needed to confirm these positive results.

(J Med Internet Res 2016;18(4):e86) doi:10.2196/jmir.5425
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Introduction

The number of people with type 2 diabetes worldwide is
currently estimated to be 387 million, and is expected to increase
to 592 million by 2035 [1]. This prevalence imposes a
substantial burden of disease, mainly due to life-long
multi-organ complications [2], leading to increased disability
and premature deaths in low- and middle-income countries
(LMIC) aswell as high-income countries (HIC) [3].

Available evidence suggeststhat better control of blood glucose,
blood pressure, and cholesterol levels would delay the onset of
complications, and thereby prevent premature deaths among
those already diagnosed with diabetes[4]. Lifestyle modification
focusing on hedthy diet is an accepted component of
management [5], alongside promotion of physical activity [6].
However, patients with diabetes do not aways follow advice
about recommended changesin diet and physical activity, and
therefore do not achieve optimal control of risk factors. Reasons
for this are multifactorial, including psychological, social, and
health care related factors [7,8].

Recommendations for supporting diabetes self-management
are now widely incorporated in clinical practice guidelines
[9,10]. However, strategies for providing effective continuing
support and motivation are not well devel oped, and facilitating
sustained behavior-changes remains an important challenge.
Emerging evidence suggests that mobile health (mHealth)
interventions may improve cardiovascular-related lifestyle
behaviors and disease management [11]. Interventions based
on brief messages delivered via mobile device technologies,
such as short message service (SMS) technol ogy, are one of the
most studied types of mHealth interventions, and available
evidence suggests that they may contribute to behavior-change
[11,12]. Messages can be readily delivered at awide-scale and
at alow cost, and can be used to provide information through
one-way (unidirectional) systems, but also to facilitate two-way
communication (interactive or bidirectional). In contrast to more
resource-intensive one-to-one clinician-patient contacts in
clinics, the use of brief messages can be attractive for patients
in terms of convenience, acceptability, and user-friendliness
[13,14]. Thistype of intervention could address non-adherence
to lifestyle recommendations by providing frequent reminders,
motivational support and prompts to action, as well as timely
access and feedback to relevant health information, while
making patient-provider communication much easier [15].
Although their impact in different resource settings is still
unclear, automated messaging technol ogies could be especially
relevant in low-resource settings, given their ubiquity, low cost,
and potential to underpin adeveloping health careinfrastructure
(eg electronic medical records systems). All of these features

http://www.jmir.org/2016/4/e86/

areleading to anincreasing interest in the use of brief messages
as apart of public health interventions.

A number of systematic reviews have provided evidence for
the effectiveness of mobile-phone based interventions on
self-management of long term conditions[11,16-19]. However,
so far no study has specifically reviewed the potential impact
of automated brief messages on promoting lifestyle
modifications in patients with type 2 diabetes. In addition, the
theoretical basis for this type of intervention is not well
established, and the usefulness of basing messages on
established behavior-change techniques is not known. These
gaps in knowledge may partly be due to inadequate
characterization of the techniques being used, which prevents
the identification of those that might be helpful.

The primary objective of this systematic review wasto examine
the effectiveness of brief messages in improving glycemic
control through promoting healthy eating and increasing physical
activity, compared to usual care. We focused specifically on
interventions delivered via mobile devices to people with type
2 diabetes. Secondary objectives included 1) examining the
extent to which interventions have used explicit theory, 2)
examining the behavior-change techniques used, 3) examining
the acceptability of theinterventions, 4) examining their impact
on lifestyle-change behavior and its determinants, 5) examining
their impact on other clinical (blood pressure, lipids, and weight)
and patient-reported outcomes, 6) comparing the impact of
unidirectional vs bidirectional messages, and 7) exploring the
specific impact of the interventionsin HIC and LMIC.

Methods

The study was planned, conducted, and reported according to
the Preferred Reporting Items for Systematic Reviews and
Meta-Analyses (PRISMA) guidelines[20]. Thereview protocol
was registered in the PROSPERO International prospective
register of systematic reviews (registration number
CRD42015024302).

Data Sources and Sear ches

Specific search strategies were designed for the following
databases (Multimedia Appendix 1): Medline, Embase,
Cumulative Index of Nursing and Allied Health (CINAHL),
PsycINFO, Cochrane Central Register of Controlled Trials
(CENTRAL), and Science Citation Index & Conference
proceedings Citation Index (1SI Web of Knowledge). To ensure
the identification of relevant studies carried out in LMIC, we
also searched the following databases: African Index Medicus,
Index Medicus for the Eastern Mediterranean Region, Index
Medicus for South-East Asia Region, Inter-Science Latin
American and Caribbean Health Sciences Literature, Western
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Pacific Region Index Medicus, and World Health Organization
Library Database (all accessed viathe Global Health Library).

The search strategy combined Medical Subject Headingsterms
and free-text keywords (Multimedia Appendix 2). Databases
were searched from inception to April 2015 and no language
restriction was applied. In addition, potentially relevant studies
were identified using a snowball technique initiated by the
examination of 52 previous systematic reviews on the broader
area of telehealth and diabetes. A bibliographical database was
created using EndNote X7, which was used to store and manage
the references.

Study Selection

We included controlled trials examining the impact of
interventionsintended to promote lifestyle changes on diet and
physical activity among people with type 2 diabetes. All
interventions were delivered by brief messaging using mobile
devices, and were compared on behaviora and clinical
outcomes, versus usual care.

The main component of eligibleinterventionswasthe provision
of information via brief messaging systems, characterized by
automated messages (including computer-generated messages
following an agorithm), which were tailored/custom-made
personalized messages, or bulk messages. Messages had to be
received via devices using mobile technology, such as mobile
phones, smart-phones or hand-held computers. Messaging
systems were those using the following technologies. SMS,
automated email, or software apps. These systems could be used
to provide information through one-way (unidirectional)
messages or to facilitate two-way communication (interactive
or bidirectional). Unidirectional messageswere conceptualized
as messages sent from the providers or researchers to the
participants. Bidirectional messages were conceptualized as
those involving a two-way communication regarding
self-monitoring data that was sent by the participants, who in
return received real -time automated brief messages providing
tailored feedback. Eligibleinterventionstargeted healthy eating,
physical activity, or both.

Inclusion criteria for study design specificaly focused on
controlled clinical trials, including randomized controlled trials
(RCTy), cluster RCTs, non-randomized controlled trials, and
crossover studies. Only studieswith control or comparator arms
that consisted of patients receiving usua (standard) clinical
care, or aminimal intervention (iean intervention that isunlikely
to produce any effect, such as sending non-heath related
messages, but allows blinding participants to condition
allocation) weredligiblefor inclusion. Eligible studiesincluded
adult (at least 18 yearsold) patientswith type 2 diabetes mellitus
(with or without comorbid conditions) and had to be set in the
community or inany primary, secondary, or tertiary care setting.

Studiesreporting at least one of thefollowing outcome measures
were included: acceptability by recipients, determinants of
change in lifestyle (namely knowledge, attitudes and
self-efficacy on lifestyle modifications), lifestyle behaviorsthat
impact on diabetic control (diet and physical activity), and
clinical outcomes (glycated hemoglobin [HbA1c], body mass
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index [BMI] or body weight, lipids, blood pressure, and waist
circumference).

Trials were excluded if they examined the use of messages
created by aclinician based on aclinical judgement of apatient’s
disease status (ie, not automated), had a proportion of patients
with type 2 diabetes lower than 90%, evaluated a multifaceted
intervention in which brief messages were not the main
component of the intervention, or were published only in the
form of conference abstracts. No language restrictions were

applied.

A preliminary screen for eligibility was followed by retrieval
and assessment of full texts of the selected articles. Studies that
met the inclusion criteriawereincluded for data extraction. All
citations were independently screened by two reviewers. Any
disagreements were solved by consensus with athird reviewer.

Data Extraction and Quality Assessment

Structured formswere used to extract data about thetrial design,
trial setting (HIC vs LMIC according to the World Bank
classification [21]), number of participantsin each group, length
of follow-up, key elements of the intervention, type of
comparison group, and acceptability of the intervention. In
addition, the impact on determinants of changein lifestyle, diet
and physical activity behavior, and clinical outcomes were
recorded.

The extent to which the trials used theory explicitly in the
development and evaluation of the interventions was assessed
using an established coding-scheme which contains 19 items.
This scheme assessed whether a theory was mentioned, how
theories were used in intervention design and in the selection
of intervention techniques, how intervention eval uations tested
theory, and the implications of the results for future theory
devel opment [22]. The behavior-change techniques used in each
intervention were classified using an established taxonomy [23].

We used the Cochrane Collaboration’s tool for risk of bias
assessment [24]. Two reviewers independently extracted all
information and assessed the risk of bias and the use of theory.
Disagreements were discussed with a third reviewer until
consensus was reached.

Data Synthesisand Analysis

We examined and synthesized the acceptability of the
interventions, and their impact on 1) determinants of changein
lifestyle, 2) behavior (diet and/or physical activity), and 3)
clinical outcomes. Outcomesin all studies were examined and
classified as measuring one of these three domains. Variables
that measured other domains were not included in the analysis.
For all pooled outcomeswe used subgroup analysesto examine
potential differences between types of messages (unidirectional
vs bidirectional) and settings (HIC vs LMIC).

From each study we extracted the mean and standard deviation
(SD) of HbA1c levelsand BMI, contacting study authors when
the information was not available. We transformed this
information into weighted mean difference (95% Cl), and pooled
the data using random-effects models. Where SD of the change
between intervention and control group for an outcome was not
provided, we derived them from baseline and final SDs,
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assuming a correlation of 0.5 [25]. A sensitivity analysis was
undertaken using different values of correlation to determine
whether the overall result of the analysis was robust to the use
of imputed correlation coefficients. Heterogeneity was quantified

by the I%statistic, where 12>50% was considered evidence of
substantial heterogeneity [26]. Publication bias was examined
with funnel plots and presence of asymmetry tested with Begg
[27] and Egger tests [28]. Meta-analyses were conducted with
Stata, version 12.0. We set a threshold of P=0.05 to accept
statistical significance.

Arambepola et a

Results

Trial Identification

Search results are summarized in the PRISMA flow diagram
(Figure 1). Theinitial search identified a total of 2096 unique
citations. Titleand abstract screening of these citationsresulted
in the inclusion of 169 citations for further review. Following
full text screening, 19 articles[29-47] reporting on 15 separate
trials (evaluating 15 separate interventions) were finaly
included.

Figure 1. Flowchart of articlesincluded at each stage of the screening process.
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Characteristics of Trialsand I nterventions

Each trial assessed only one intervention. Thirteen trials used
an RCT design, whereas the remaining two used a cluster-RCT
[39,40] and a crossover design [44]. The average number of
participants per trial was 92 (SD=52), ranging from 19 to 215.
Nine of the trials were conducted in HIC, whereas six were
conducted in LMIC (Multimedia Appendix 3).

http://www.jmir.org/2016/4/e86/

On average, interventionslasted 7 months (SD=4). The mgjority
of trials (n=12) used SM S technology to deliver the messages,
whereastherest were based on graphical information presented
to the patients [44], texts available in a website [37], or brief
video-messages [31]. Approximately three quarters of the
interventions (n=11) addressed both diet and physical activity.
Nineinterventions consisted of unidirectional messagesand six
of bidirectional messages. Bidirectional messageswere usually
initiated by the study participants, who were instructed to use
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specific devices to conduct the glucose (and in some
interventions blood pressure) measurements and transmit the
results to the study database using their mobile devices. Other
systems used by patients to transmit self-management
information included a hand-held electronic diary that allowed
participants to describe their meals by selecting the food
ingredients[44], or an SM S-based system that allowed them to
record their physical activity [47]. In all interventions for each
reported measurement, the patient received automated, real-time
educational, behavioral, and motivational messaging specific
to the entered data, on the basis of adecision-support algorithm.

Twelve behavior-change techniques were used in total. Most
interventions used multiple techniques. Most frequently used
techniques consisted of 1) providing information about the
consequences of inaction, 2) providing instructions about how
to perform a behavior, and 3) providing feedback on
performance — each of which were used in eight interventions.
Whereas all studies examined the impact of the interventions
on clinical outcomes, behavior-change was only measured in
six of them, with awide range of instruments being used.

Risk of Bias

Only aminority of thetrials presented low risk of bias, and none
was completely free of bias (Multimedia Appendices 4 and 5).
Most frequent biases were related to blinding of participants
and personnel to the interventions (eight trialswith high risk of
bias), and other sources of bias (seven trias), which were mostly
related to small sample sizesthat did not allow the detection of
clinically meaningful differences.

Acceptability of the I nterventions

Five tridls examined whether unidirectional messaging
interventions were acceptable to participants. Three
[29,30,32,33,42] reported high acceptability and satisfaction.
However, one [29,33] reported moderate usability, with 40%
of the participants requesting to stop receiving the messages
before the end of the intervention. Another tria, in which
messages were available through a website, reported low
acceptability due to the lack of a user-friendly interface and
inexperience with mobileweb use [37]. In atrial evaluating the
use of video-messages [31] it was observed that 47% of the
participantsin the intervention group did not view videos at all,
or did so only briefly at the beginning of their participation and
then stopped in the first two months.

Four trials examined participants' acceptability of bidirectional
messaging interventions, consistently observing high
acceptability in terms of easiness to use systems, usefulness,
and general satisfaction [38,44,45,47].

Effectiveness of the I nterventions

Impact on Determinants of Behavior-Change

The impact of unidirectional messages on behavior-change
determinants was only examined by two trials. One study
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observed significant improvement in diabetes knowledge and
self-efficacy, but not in self-management attitudes [34], whereas
the other observed no effect on knowledge or self-efficacy
[30,32]. None of the trials evaluating bidirectional messages
examined the potential impact on determinants of
behavior-change (Multimedia Appendix 6).

I mpact on Behavior-Change

Four trials examined the impact of unidirectional messages on
diet and physical activity. Two studies reported no effects
[30,32,42], whereas the remaining two reported statistically
significant improvements in both diet and physical activity
[34,43]. Only one trial examined the impact of bidirectional
messages on behavior-change [45], reporting no effects.

Impact on Clinical Outcomes

Datafrom thirteen trialsreporting theimpact of theinterventions
on HbAlc [29-41,43,45-47] were pooled in a meta-analysis
(Figure 2). The trials included thirteen comparisons assessing
the impact of unidirectional and bidirectional messages. The
weighted HbA 1c mean difference between intervention (n=583)
and control group (n=572) was -0.53% (95% CI -0.59% to
-0.47%). Therewas no observed heterogeneity in HbA 1c among

the trials (1’=0%). Very similar effects were produced by
unidirectiona (-0.53%, 95% CI -0.60% to -0.47%) compared
with bidirectional messages (-0.52%, 95% Cl -0.69% to -0.34%).

A second meta-analysis examined theimpact of theinterventions
on BMI. Five trids [36,37,43,45,47] with a total of 406
participants were included. The BMI mean difference between

the intervention and control group was -0.25 kg/m?(-1.02 to
0.52) and not statistically significant (MultimediaAppendix 7).

Therewas no observed heterogeneity among thetrials (12=0%).
Unidirectional messages produced a smaller effect than
bidirectional messages (0.08 [-1.76 to 1.93] vs-0.32 [-1.16 t0
0.53], respectively), but the difference was not statistically
significant. For both meta-analyses, sensitivity analyses
confirmed that the overall results were robust to the use of
imputed correlation coefficients, and Egger and Begg tests
indicated an absence of publication bias.

Other clinical outcomes were too heterogeneous to pool.
Unidirectional messaging interventions led to significant
reductions of blood pressure in one of the two trials examining
this outcome [31,37], and in one [47] of the four bidirectional
message-based trials[38-40,45,47]. Improvement inlipid levels
was reported for two [29,37] out of three unidirectional
messaging interventions, and for three[36,39,40,47] out of four
bidirectional messaging interventions. Patient-reported outcomes
(diabetes-related distress, diabetes symptoms, and depression)
did not significantly improve in either of the two trias that
examined these parameters [30,32,39,40].
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Figure 2. Weighted mean difference in size of effect of intervention compared with “no treatment” for glycated hemoglobin. HbA1lc, glycated
hemoglobin; Cl, confidence interval; N, number of participants, SD, standard deviation

HbAlc mean N, mean N, mean %
Study difference (95% CI) (SD); Treatment (SD); Control  Weight
Unidirectional messages i
Noh et al. 2010 [37] —‘—i- -1.04 (-1.82,-0.26) 20,-1.53(1.42) 20,-0.49(1.07) 0.61
Bell et al. 2012 [31] — -0.40 (-1.24, 0.44) 31,-1.30(1.86) 33,-0.93(1.60) 0.53
Goodarzi et al. 2012 [34] —4 -0.54 (-1.05,-0.03) 43,-0.89(1.15) 38,-0.35(1.20) 141
Capozza et al. 2015[33] € ‘E > -0.69 (-6.36. 4.99) 58.-0.50(15.2) 35,0.19(12.40) 0.01
Arora et al. 2014 [30] i -0.40 (-0.97,0.17) 64,-1.20(1.65) 64,-0.80(1.65) 1.13
Yarahmadi et al. 2014 [46] & -0.53 (-0.60,-0.46) 32.-0.65(0.15) 32,-0.12(0.13) 78.32
Islam et al. 20135 [41] _H -0.67 (-0.97,-0.37) 106,-0.85(1.08) 94,-0.18 (1.11) 4.00
Tamban et al. 2014 [43] — -0.30 (-0.74, 0.14) 52,-0.82(1.22) 52,-0.52(1.04) 194
Subtotal (I-squared =0.0%, p = 0.80) 0 -0.53 (-0.60,-0.47) 406 368 87.96
Bidirectional messages E
Yoo et al. 2009 [47] - -0.70 (-1.04,-0.36)  57,-0.52(0.85) 54,0.20(0.95) 3.25
Lim et al. 2011 [36] = -0.36 (-0.67,-0.04) 49,-0.44(0.88) 48,-0.04 (0.70) 3.70
Quinn et al. 2011 [40] — -0.90 (-1.62,-0.18) 21,-1.62(1.48) 51,-0.70(1.38) 0.71
Orsama et al. 2013 [38] —I‘— -0.44 (-0.79,-0.08)  23,-043 (0.61) 24,0.04(0.63) 295
Waki et al. 2014 [45] == -0.50 (-1.01, 0.01) 27,-043(0.89) 27.0.10(1.01) 1.43
Subtotal (I-squared =0.0%, p =0.50) é) -0.52 (-0.69,-0.34) 177 204 12.04
Overall (I-squared =0.0%, p=0.84) 9 -0.53 (-0.59,-0.47) 583 572 100
:
T T T

3 -2 -1 0 1
Favors intervention

Differencesin Impact Between High-lncomeand L ow-
and Middle-Income Countries

The proportion of studies reporting positive effects was
consistently higher for trials carried out in LMIC compared to
HIC in all domains examined, including acceptability of the
interventions (100% in LMIC vs 57% in HIC), impact on
determinants of behavior-change (100% vs 0%), on physical
activity and diet (67% vs 0%), and on clinical outcomes (100%
vs 55%, see Multimedia Appendix 8). Subgroup meta-analysis
showed a similar reduction in HbA1c in HIC (-0.53 [-0.60 to
-0.47]) compared to LMIC (-0.53 [-0.69 to -0.37]).

Use of Theory in Included Studies

The extent to which the trials explicitly used theory in relation
to a number of criteriais reported in Multimedia Appendix 9.
In general, theory was not used extensively. Only three trials
[35,38-41] explicitly reported that the i nterventions were based
on theory. Two interventions [35,39-41] were based on the
transtheoretical model of behavioral change [48] (one study
[35,41] in conjunction with the behaviora learning theory [49]),
whereas the remaining intervention [38] was based on the
information-motivation-behavioral skills model [50,51].

Where theory was explicitly mentioned, two trials [35,38,41]
used theory to develop the intervention techniques. Only one
study [38] mentioned the targeted construct that the intervention

http://www.jmir.org/2016/4/e86/
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was hypothesized to change, and linked the theoretical constructs
to a least one intervention technique. None of the trials
measured theory-relevant constructs, used adequate measures
of behavior-change, carried out a mediational analysis of
constructs, or used their results to refine theory.

Discussion

This systematic review identified 15 controlled trials examining
the effectiveness of interventionsto promote healthy eating and
physical activity in people with type 2 diabetes, delivered via
automated brief messaging sent to mobile devices. The
interventions predominantly used SM S technology, addressed
both diet and physical activity, and were not based on theoretical
models of behavior-change. Our meta-analyses showed that
automated brief messaging produced aclinically important and
dtatistically significant effect on glycemic control (pooled effect
on HbA1C= -0.53%, P<0.001), but not on weight loss (BMI=

-0.25 kg/m?, P=0.53). In general , interventions based on the use
of unidirectional messages produced similar effects compared
to those based on bidirectional messages. Interventions
conducted in LMIC generally showed a more positive impact
than those conducted in HIC.
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Strengths and Limitations of the Review

This is the first systematic review specifically examining the
impact of automated brief messages on self-management
behavior in peoplewith type 2 diabetes. Additional novel aspects
of this review include an assessment of the extent to which
interventions were based on theory, an assessment of the
behavioral change techniques used, and an examination of the
relative impact of this type of intervention in countries with
different levels of economic development. Relevant trials were
identified using a comprehensive search strategy and a large
number of bibliographic sources.

In terms of limitations, our meta-analyses were restricted to
glycemic control and BMI. Although we intended to conduct
meta-analyses on other relevant outcomes (namely diabetes
knowledge, attitudes toward diabetes self-management, and
change in diet and physical activity-related behavior), these
parameters were seldom measured, which represents agap in
evaluationsto date. Finally, although formal tests on publication
bias seemed to exclude its presence, we cannot completely rule
out its existence.

Comparison with Previous Reviews and I mplications

The positive findings observed in our diabetes-specific review
are consistent with findings from reviews examining a wide
range of conditions. For example, a recent meta-analysis
observed that SMS messages produced a small, positive,
significant effect (g=0.29) on abroad range of healthy behaviors
in patients with different types of long-term conditions[12]. A
recent study reviewed 15 systematic reviews and meta-analyses,
observing that the majority of published text-messaging
interventions were effective when addressing weight loss,
physical activity, smoking cessation, and medication adherence
for antiretroviral therapy [52].

The estimated 0.53% reduction in HbAlc observed in our
meta-analysisis clinically important, as evidence suggests that
every percentage point decrease in HbAlc over 10 years is
associated with a risk reduction of 21% for deaths related to
diabetes, 14% for myocardial infarctions, and 37% for
microvascular complications [53]. Our result is consistent with
findings from a previous systematic review of computer-based
interventions to improve diabetes self-management, which
showed that interventions based on the use of mobile phones
(although not specifically text messages) produced the largest
HbA1c reductions (-0.5%) [19]. We deliberately focused this
review oninterventionsto improve physical activity and healthy
diet. Medication adherence is also a key aspect of diabetes
self-management, and adherence behavior can also be targeted
by messaging interventions. We examined the impact of brief
messages to improve adherence to diabetes medication in a
Separate systematic review, which provided evidence that
messages produced a moderate positive effect on medication
adherence and clinical outcomes[17].

Interventions based on the use of one-way messages produced
avery similar effect to those based on two-way messages, which
can be more tailored and usually require more complex
technology, and are more resource intensive. This similarity is
also consistent with findings from arecent trial evaluating text
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messages to improve treatment adherence in people with
hypertension. This result is also consistent with findings from
our systematic review on messages to improve adherence to
diabetes medication, which observed that interventions
exclusively based on brief messages produced a similar effect
compared to more compl ex interventions combining messaging
with monitoring strategies [17].

More than half of the trials did not include measures of
behavior-change, and those that did reported mixed results.
Previous systematic reviews also reported mixed results. For
example, Cassimatis et al [54] observed that only five out of
eight trials examining the effects of type 2 diabetes behavioral
telehealth interventions showed significant improvements in
dietary adherence and physical activity. Cotter et a [55]
observed that only two out of nine studies based on Internet
interventionsto support lifestyle modification for type 2 diabetes
management demonstrated improvements in diet or physical
activity.

Although we did not observe astatistically significant reduction
in BMI, we cannot exclude a small reduction. Since the text
messages specifically targeted diet and physical activity
behavior, we expected a greater effect. However, there were
only a low number of trials reporting BMI as an outcome.
Evidence from previous systematic reviews examining the
impact of text messages on weight reduction is mixed, with
some suggesting lack of consistent effects [56,57] and others
reporting significant weight loss [58].

Theinterventions seem to have been acceptable to the recipients.
There are many features related to mobile technology that may
engage patients with the intervention. Some of these features
include ease of use, convenience (eg messages need not be
retrieved immediately), mobility (eg read at home or away),
and frequent reinforcement (eg can read more than once).
However, measures of acceptance and usability of the
interventions assessed in the review were not obtained using a
validated tool.

Our results suggested that the interventions were more effective
in LMIC than in HIC. Asfar aswe know, thisisthe first study
comparing theimpact of automated brief messages onlong-term
condition self-management between countries with different
levels of economic development. Two recent reviews eval uated
the impact of mHealth interventionsin patients with long-term
conditions living in LMICs, concluding that they are
cost-effective and can produce a positive impact on clinical
outcomes, health-related quality of life [59], and treatment
adherence [60]. Increasing evidence suggests that mHealth
interventions are a useful tool to address hedlth care system
constraintsin developing countries, namely limited health care
workforce, limited financial resources, high burden of disease,
and difficulties in providing health care to hard-to-reach
populations [61]. These factors may partially explain the more
positive impact in LMIC observed in our review.

Limitationsof Available Evidenceand Future Research
Needs

The studiesin our review consistently supported the use of brief
messagesto promote healthier lifestyle behavior in patientswith
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type 2 diabetes. However, available evidence is limited by
several factors. First, most of the trials presented moderate or
high risk of bias, mainly due to small sample sizes and
inadequate blinding. To confirm the positive findings observed
in our review, methodologically robust trials of greater size are
very much needed. Second, athough all the interventions
specifically amed to improve lifestyle behavior,
behavior-change was measured in less than half of the studies.
Where measured, awide range of instruments were used, most
having been designed ad hoc and not meeting adequate standards
for validity or reliability. Third, only a small fraction of trials
reported use of explicit behavior-change theory. Where it was
mentioned, theory was used to design the intervention, but not
to examine process measures that might indicate effect, or to
subsequently refine theory. There is a current debate about
whether or not the evidence base for behavior-change
interventions can be enhanced by applying relevant theory. It
has been suggested that doing so may focus attention on the
mechanisms by which interventions are effective [62]. Finally,
interventions used arelatively narrow range of behavior-change
techniques, focusing on provision of information. Techniques

Arambepola et a

such asthose involving goal-setting and planning how to enact
behavior or elicit socia support were seldom considered, despite
evidence that such techniques are generaly effective at
increasing physical activity in people with diabetes or obese
people [63,64].

Additional research needs include an estimation of the
cost-effectiveness of the interventions, an examination of their
long-term impact, an understanding of what circumstances are
effective (which features of the underlying health system and
target population are hel pful, and which features mitigate against
them working), assessment of intervention safety, and an
examination of their potential contribution to more
comprehensive, multifaceted interventions [52].

Conclusions

I nterventions based on the use of automated brief messages sent
to mobile devices to promote lifestyle behavior can improve
glycemic control in patients with type 2 diabetes, both in
developed and developing countries. Larger and
methodologically robust trials are needed to confirm these
positive findings.
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Abstract

Background: Men continue to smoke cigarettes in greater numbers than women. There is growing evidence for the value of
devel oping targeted, men-centered health promotion programs. However, few smoking cessation interventions have been designed
for men. A gender-specific website, QuitNow Men, was devel oped based on focus group interview findings, stakeholder feedback,
and evidence-based cessation strategies. The website was designed to incorporate a masculine look and feel through the use of
images, direct language, and interactive content. Usability experts and end-users provided feedback on navigation and functionality
of the website prior to pilot testing.

Objectives: The objectives of the pilot study were to describe (1) men’'s use and evaluations of the interactive resources and
information on the QuitNow Men website, and (2) the potential of QuitNow Men to engage men in reducing and quitting smoking.

Methods: A one-group, pretest-posttest study design was used. Men who were interested in quitting were recruited and invited
to use the website over a 6-month period. Data were collected via online questionnaires at baseline, 3-month, and 6-month
follow-up. A total of 117 men completed the baseline survey. Over half of those (67/117, 57.3%) completed both follow-up
surveys.

Results: At baseline, participants (N=117) had been smoking for an average of 24 years (SD 12.1) and smoked on average 15
cigarettes a day (SD 7.4). The majority had not previously used a quit smoking website (103/117, 88.0%) or websites focused
on men's health (105/117, 89.7%). At the 6-month follow-up, the majority of men used the QuitNow Men website at |east once
(64/67, 96%). Among the 64 users, 29 (43%) reported using the website more than 6 times. The men using QuitNow Men agreed
or strongly agreed that the website was easy to use (51/64, 80%), the design and images were appealing (42/64, 66%), they
intended to continue to use the website (42/64, 66%), and that they would recommend QuitNow Men to others who wanted to
quit (46/64, 72%). Participants reported using an average of 8.76 (SD 4.08) of the 15 resources available on the website. At
6-month follow-up, 16 of the 67 participants (24%) had quit, 27 (40%) had reduced their smoking and 24 (36%) had not changed
their smoking habits. Repeated measures general linear model showed a significant decrease in the number of cigarettes smoked
between the 3-month and 6-month follow-up (F, 53=6.41, P=.01, eta squared=0.09). Number of resources used on the website,

quit confidence, nicotine dependence and age significantly predicted number of quit attempts by those still smoking at 6 months
(F445=2.73, P=.04), with number of resources used being the strongest predictor (P=.02).
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Conclusions:

Bottorff et al

The results of this research support efforts to integrate gender-sensitive approaches in smoking cessation

interventions and indicate that this novel Web-based resource has potential in supporting men’s smoking cessation efforts.

(J Med Internet Res 2016;18(4):e83) doi:10.2196/jmir.5076
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Introduction

Tobacco use remains a serious and persistent health risk and is
a leading preventable cause of death related to cancer, heart
disease, and other chronic diseases [1,2]. Since most tobacco
is consumed in the form of manufactured cigarettes, thisrisk is
highest among men because they smokein greater numbers[3].
By estimatesthat include 21 countries, there are over 879 million
current smokers, of whom 721 million are men [4].

Despite decreases in smoking rates in Canada over the past
decade, men (18%) continue to smoke in greater numbers than
women (14%) [5]. Thesetrends point to acritical need to rethink
how cessation services are delivered to men. Although thereis
increasing evidence for the effectiveness of gender-specific
health promotion programs, few men-centered tobacco reduction
and cessation interventions have been devel oped and/or formally
evaluated [6,7].

Experts suggest that dynamic and interactive Web-based
technologies have the potential to encourage and assist men in
accessing and using health promotion information [8,9].
Although findings from a systematic review of Web-based
smoking cessation programs indicate their potential usefulness
[10], the majority of programs have not targeted specific
subgroups of individuals or tailored interventions to their
preferences and personal characteristics. Evidence suggeststhat
online*“one-sizefits-all” cessation programsdo not garner better
outcomes than usual care, printed self-help materials, or email
notification interventions [11,12].

Current research reveals men turn to the Internet for health
information [8,9,13]. Websites and social networks influence
men’s lifestyles, enable information-gathering, and provide
opportunitiesto engage in mutual help and content co-creation
[14,15]. Specific to smoking cessation, Web-based and mobile
apps have emerged as commonplace, making possible
on-demand and just-in-timeinformation retrieval [16-18]. This,
in turn, fosters “collective intelligence” drawing on men's
preferencesfor autonomy in decision making related to mapping
and monitoring their quit strategies. There is aso evidence
signaling the effectiveness of tailored, interactive online
cessation programs. A three-arm randomized trial (N=1236)
conducted in the United States compared the psychosocial
variables mediating 30-day abstinence among adult participants
assigned to either a basic cessation website, an interactive
cessation website enhanced with online social networking, or
an interactive and enhanced website with the addition of
telephone counseling [19]. Increased levels of website utilization
predicted higher abstinence rates. However, the authors caution
that more work is needed to enhance the effectiveness of online
smoking cessation resources [19].

http://www.jmir.org/2016/4/e83/

To assist with reducing the number of men who smoke, we
designed a men-centered smoking cessation website in
collaboration with expertsfrom QuitNow, the British Columbia
Lung Association’s QuitNow.casite. The purpose of the current
paper is to (1) describe the development and usability testing
of QuitNow Men, a novel, tailored, evidence-based smoking
cessation website optimized for use on desktop and mobile
devices, and (2) report on a pilot study conducted to garner
insights about the acceptability and potential effectiveness of
the QuitNow Men website. The pilot study objectives were (1)
to describe men’suse and eval uation of theinteractive resources
and information included on the QuitNow Men website, and
(2) to evaluate the potential of the QuitNow Men website to
engage men in reducing and quitting smoking. The study
protocol for all phases of this project was approved by the
University of British Columbia Behavioural Research Ethics
Board.

Methods

Initial Development of the QuitNow Men Website

Four focus groups were conducted with men who smoke or had
recently quit (N=56) to gather information on men’s motivations
for quitting and their suggestions for devel oping men-centered
resources[20]. The men were recruited from three locationsin
British Columbia, Canada, using posters and online strategies,
and represented diverse sociodemographic and ethnocultural
backgrounds. Their suggestions for the kinds of support they
would find helpful to quit smoking, along with evidence-based
cessation strategies, guided the development of gender-specific
online resources for the website. QuitNow Men was optimized
for mobile use and designed to incorporate alook and feel that
would appeal to men 18-45 years of age by using masculine
images, direct language, and content that included interactive
video dramas [21] (see Table 1). In addition, to tailor content
to men’'s preferences, we used strong, positive messages to
promote change (eg, “Put these tactics and tools to good use to
get the job done”); connected positive identities, such as being
healthy and strong, with being smoke free; and included men’s
stories about quitting to show common challenges and create a
community of mutual help. An interactive discussion forum, a
section for sharing stories about reducing and quitting, and a
formatted email to “get a buddy on board” were developed for
men to engage each other, provide support, and share personal
experiences. To reflect preferences for autonomous decision
making, the website was structured to offer men choices by
providing an array of resources to map, monitor, and maintain
their quit. A section with tactics and tools to support cessation
efforts was provided along with quizzes, videos, expert chat,
text support, and a smoking calculator. Table 1 provides an
overview of resources available on the QuitNow Men website.
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Table 1. QuitNow Men website resources.

Resource

Description

Man-friendly informational resources

Tactics for getting started

Tactics for surviving quit day

Tactics for staying on track

Patches, gum, and more

Videos on addiction

Man-tailored information about different quitting methods, strategies for dealing with withdrawal, cravings, and
smoking triggers.

Man-tailored information about lining up support, gathering supplies, avoiding risky situations, staying busy, and
changing routines.

Man-tailored information with suggestions for staying smoke free. Topicsinclude slips vs relapses, keeping one's
guard up, and strategies for dealing with stress.

Information about quit aids and where to obtain them, including; nicotine patches, gum, inhalers, lozenges, mouth
sprays, and prescription drugs.

Inspiring, informational, and motivating videos from the Web on the science behind addiction.

Man-friendly interactive resources

Pick a quit date tool

Participants select aquit date that will appear in the top corner of the webpage and adigital timer beginsacountdown
to the chosen date. Emails are sent to the participants. two before the quit date, one on the quit date, and four follow-
up emails after the quit date. Once a quit date is reached, the timer begins to count the number of day, hours, and

minutes of being smoke free.

Smoking dependence mini-quiz
next steps.

Smoking cost calculator

A 6-item self-report questionnaire that evaluates participant’s addiction level [19] and provides suggestions for

A smoking calculator that calculates the cost spent on cigarettes and provides suggestions of things that money

could be used to buy (eg, anew truck). Cost savings are also calculated based on a 50% reduction in smoking be-

havior.

If | were Nick (interactive video
drama)

Social support

Tuneinto the forum

Read shared stories

Text messages with quit tips

Seven brief scenarios about acharacter, Nick, on hisfirst day of aquit. The audienceisencouraged to put themselves
in Nick’s shoes and answer reflective questions on how they would think and feel in certain situations [18].

A community forum where participants can connect and di scuss topics surrounding reducing and quitting smoking.
A space where men can read and share quit stories with other users on the website.

A 3-month automated text messaging system that is designed to provide advice and tipsto hel p participants prepare

for aquit and stay smoke free. Information istailored to the specific quit date provided.

Challenge afriend to quit

Participants are encouraged to challenge afriend to quit with them. Participants are provided with a sample email

that can be sent to a buddy through the Web app.

Expert chat (online quit coach)
Quitline (talk to a quit coach)

Trained quit coaches, available 7 days a week to answer questions or provide advice through alive chat room.

A toll-free one-on-one consultation with atrained quit coach designed to help participants prepare for aquit and

stay smoke free. Following theinitial contact, the quit coach schedules five follow-up calls.

Usability Testing

Prior to launching the pilot study, usability testing was
conducted by usability experts (n=4) and with end-users (n=9)
to obtain feedback on the navigation and functionality of the
QuitNow Men website. We focused on uncovering usability
issuesrelated to well-known design principles, aswell asthose
that could impact the end-user’s overall ability to navigate the
website, understand the feedback received, and progress
successfully through arange of resources. Four usability experts
conducted an expert review in pairs and then conducted a
“cognitive walkthrough” using two target population personas
and scenarios: (1) aman working in an outdoor job who would
be using a smartphone, and (2) a man working in a desk job
who would be using a desktop computer. A cognitive
walkthrough is a specific method of expert review, in which
the reviewer completes a series of tasks that the interface is
meant to support from the perspective of a target user [22].
Potential issues related to expected end-user actions and
associated cues/feedback were identified and categorized as

http://www.jmir.org/2016/4/e83/

being issues related to either navigation, information
architecture, or functionality. Issues were rated on a scale of
1-4 ranging from suggestions/opportunities for improvement
to urgent usability problems. A total of 27 issueswereidentified,
which developers addressed through revisions to the website
resource.

End-user usahility testing was then conducted with 9 men using
iOS and Android smartphones, alaptop, and adesktop computer.
The men were recruited using e-postings on social media. A
think-aloud protocol was followed, using Morae to capture
audio and video of device screens as men completed tasks
related to the expected use of the system (eg, enter quit date,
calculate how much smoking has cost you so far). Recordings
were analyzed and violations of usability principleswere again
classified based on usability best practices[23]. Themainissues
wererelated to not recognizing that the QuitNow Men logo was
the method to return to the home page (recognition not recall),
not having a back button on some pages (user control and
freedom), and mixed use of first and third person in the text
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(match between system and real world). After the tasks were
completed, the majority of the men (8/9, 89%) also completed
a short questionnaire evaluating the usability of the website.
Every man agreed or strongly agreed that the website was easy
to use, and the majority (7/8, 88%) felt very confident using the
website. Half of the men agreed or strongly agreed with the
statement, “1 think that | would like to use this website
frequently.” Participants also indicated a preference for content
on the site to be phrased in thefirst person (eg, How much cash
am | blowing on smoking? How dependent am 1?), and the
website was modified accordingly. The QuitNow Men website
was then readied for pilot testing.

Pilot Test

Study Design and Sample

A one-group, pretest-posttest study design was used. Men were
recruited using social media (Facebook and Twitter) and online
between June 26, 2014, and September 8, 2014. Eligible
participants were male, lived in Canada, read and understood
English, had a valid email address and Internet access, and
currently smoked but were interested in quitting. Participants
provided online informed consent prior to participation.

Study Procedures

All baseline and follow-up data were collected using online
guestionnaires  administered through a  secure,
password-protected link. Upon completion of the baseline
guestionnaire, participants were provided with aunique ID and
password to access the QuitNow Men website and asked to
interact with the site over a 6-month period. Study participants
were invited to complete follow-up questionnaires at 3 months
and 6 months. Two subsequent emails were sent to
non-respondersat 1-week interval sreminding them to complete
the questionnaire. Two intervention emails were sent out
between the 3-month and 6-month follow-ups to remind
participants to continue to use the website. Intervention emails
included a humorous anecdote to encourage participants to
return to the site aswell asalink to the homepage. Participants
received amaximum of CAN $50 for participating in the study
(%25 gift card for completing the 3-month follow-up and $25
gift card for completing the 6-month follow-up).

M easures

Baseline Measures

Participants were asked about their current use of technology
and preferences for connecting to the Internet, as well as
previous use and interest in using online smoking cessation
resources. Questions were included to gather data on smoking
patterns, and dependence was measured using the Fagerstom
Test for Nicotine Dependence [24], a standardized instrument
for assessing intensity of physical addition to nicotine.
Self-efficacy to avoid smoking temptation across various
situations (eg, at a party, when under stress) was assessed using
Velicer et a’s [25] instrument in its 9-item version [26].
Cronbach al phafor this measure was acceptable for thissample
(alpha=.810). Demographic data were also collected including
age, education level, and marital status.

http://www.jmir.org/2016/4/e83/
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Follow-Up Measures

Usability and Acceptability

Participants reported on the number of visits to the website
between baseline and 3 months, and between 3-month and
6-month follow-up, with the following options: not at all, once,
2-3times, 4-6 times, more than 6 times. For each resource they
reported using, men were asked to rate its helpfulness using a
3-point scale (not helpful, somewhat helpful, very helpful).
Acceptability of the website was measured by assessing level
of agreement with 4 statements using a 5-point Likert response
format (strongly disagree to strongly agree): “QuitNow Menis
easy to use,” “The design and images used on QuitNow Men
are appealing,” “I intend to continue to use QuitNow Men
resource,” and “I will recommend QuitNow Men to other men
who want to quit smoking.”

Smoking Behavior

Participants were asked if they currently smoked daily,
occasionally, or not at al. Those who smoked daily or
occasionally were asked about number of quit attempts lasting
at least 24 hoursin the past 3 months, number of cigarettes per
day on the days that they smoked, readiness to quit, and
confidence in ability to quit during the next month. Readiness
to quit was measured using the Contemplation Ladder [27],
which assesses a smoker’s position on a continuum ranging
from no thought of quitting (0) to being engaged in taking action
to quit (10). Finally, confidence in smoking cessation was
measured using asingleitem that asked: “If you decided to quit
smoking during the next month, how confident are you that you
could do it?" Responses to this item were coded “not at all
confident”=1, “not very confident” =2, “ somewhat confident” =3,
and “very confident”= 4.

Data Analysis

All data were analyzed using SPSS version 22. Descriptive
statistics were used to describe website usage and participant
evaluations of QuitNow Men. One-way analysis of variance
(ANOVA) was conducted to determine if those who dropped
out of the study significantly differed in their demographic
profile from those who completed both 3-month and 6-month
follow-up. Repeated-measures general linear model, assuming
compound symmetry, was used to investigate within-subject
differences between 3-month and 6-month follow-ups on number
of cigarettes smoked, quit confidence, and readiness to quit
score. One-way ANOVA was conducted to assess whether or
not those who quit smoking, reduced smoking, or had no change
in smoking status at 6 months differed on number of website
resources used at 6-month follow up. Finally, multiple logistic
regression was use to investigate predictors of the number of
quit attempts at 6 months. Standardized predictor variables
included number of resources used on the website (at 6-month
follow-up), number of visits to the website, quit confidence (at
6-month follow-up), nicotine dependence, numbers of years
smoking, and age.
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Results

Sample

A total of 117 men completed the baseline survey of which 67
(57.3%) completed both the 3-month and 6-month follow-up
survey. The 117 men had an average age of 39.82 (SD 11.08)
with arange of 21-68 years. The mgjority of the men (78/117,
66.7%) were 45 years of age or younger. Sample demographic
characteristics at baseline are provided in Table 2. At baseline,
participants reported smoking for an average of 24 years (range
2-55, SD 12.12) and smoked on average 15 cigarettes per day
(range 3-40, SD 7.4). Based on Fagerstrom scores, 48% were
classified asminimally dependent, followed by 27% moderately
dependent, and 25% highly dependent. The average smoking
sel f-efficacy/temptation scorewas 2.7 out of apossible 5, where
higher scores demonstrate lower levels of self-efficacy (higher
temptation). Participants reported spending an average of 2.8

Table 2. Baseline demographics characteristics (N=117).

Bottorff et al

hours per day on the Internet, the majority connected to the
Internet via home computer (105/117, 89.7%), followed by a
smartphone (89/117, 76.1%). The majority of participants
(103/117, 88.0%) had not previously used a quit smoking
website or websites that focus on men's health (105/117,
89.7%). A dstatigtically significant age difference was found
between those who completed the follow-up surveys and those
who dropped out (F, 1,5=6.75, P=.01, etasquared=0.056). Those
who dropped out were significantly older (mean 43.12, SD
11.53, range 23-68) than those who completed follow-up
measures (mean 37.83, SD 10.18, range 21-58). Aswell, those
who dropped out had been smoking for significantly longer than
those who completed follow-up (F;,3=8.16, P=.005, eta
squared=0.067). Yet there were no significant differences on
Fagerstrom scores (P=.84), average number of hours per day
on the Internet (P=.28), number of quit attempts in the past 2
years (P=.67), and self-efficacy/temptation score (P=.70).

Characteristic n %
Age
20-45 years 78 66.7
>45 years 39 333
Cultural identity
Canadian/Caucasian 85 73
First Nations/Metis/Inuit 5 4
Other 17 14
Missing/Invalid 10 9
Highest level of education
Incompl ete high school 14 12
Compl ete high school 42 36
Compl ete non-university (vocational, technical, trade) 23 20
Complete university degree/ diploma/ certificate 34 29
Other 4 3
Marital status
Married 40 35
Single 39 33
Common law/live-in partner 24 20
Divorced or separated 14 12
Main activity
Working for pay or profit 71 61
Caring for family and working for pay or profit 19 16
Recovering from illness or disability 12 10

Looking for work

Going to school

Unemployed and not looking for work
Caring for family

Retired

N = N S <))
N N N
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Website Usage and Evaluation of QuitNow Men

Of the 67 men who completed both foll ow-up surveys, 6-month
data showed that 64 men (96%) reported using the QuitNow
Men website at |east once during the pilot study. Nearly half of
the users (29/64, 45%) reported using the website more than 6
times, while 10 (16%) used the website 4-6 times, 24 (38%)
used it 2-3 times, and 1 man (2%) used it once. At 6-month
follow-up, the majority of users (45/64, 70%) reported that they
were either satisfied or very satisfied with the website. In

Bottorff et al

addition, they agreed or strongly agreed that the website was
easy to use (51/64, 80%), the design and imageswere appealing
(42/64, 66%), they intended to continue to use the resource
(42/64, 66%), and that they would recommend QuitNow Men
to otherswho wanted to quit (46/64, 72%). Participants reported
using an average of 8.76 (SD 4.08) of the 15 resources available
on the website. Figure 1 details the percentage of participants
who reported using each of the QuitNow Men resources during
the 6 months. Figure 2 shows men’s ratings of the helpfulness
of the resources that were used.

Figure 1. Percentage of participants reporting use of resources on QuitNow Men at 6 months (n=67).

Tactics for getting started to quit

Tactics for surviving quit day

Patches, gum and more

Smoking cost calculator

Read shared stories
Smoking dependence mini-quiz
Pick a quit date tool

Tactics for staying on track

If | were Nick (interactive video drama)

Videos on addiction

Tune into the forum

Text support (text messages with quit tips, etc.)

Challenge a friend to quit
Expert chat (with online quit coach)

Quitline (talk to a quit coach)
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Figure 2. Percentage of participants rating resources they used on QuitNow Men as "somewhat helpful” or "very helpful" (n=64).
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Use of QuitNow Men and Smoking Behavior

Self-reported smoking status at 6-month follow-up indicated
that 16 of the 67 participants (24%) had quit, 27 (40%) had
reduced their smoking, and 24 (36%) had not changed their
smoking habits. Among those 51 men who were still smoking
at 6-month follow-up, 44 (86%) reported that they had quit for
24 hours or longer since using the QuitNow Men website, with
an average number of quit attempts of 3.38 (SD 2.33). The
average readiness to quit score among those still smoking at
6-month follow-up was 7.61 out of apossible 10. The majority
(39/51, 77%) were somewhat confident or very confident that

http://www.jmir.org/2016/4/e83/
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they could quit smoking during the next month, with no
significant differences between 3-month and 6-month foll ow-up.
Repeated measures general linear model showed a significant
reduction in the average number of cigarettes smoked between
3-month and 6-month follow-up (F;¢=6.41, P=.01, eta
squared=0.09). At 3-month follow-up, the average number of
cigarettes smoked was 6.84 (95% ClI 5.24-8.43) and at 6-month
was 5.25 (95% CI 3.82-6.68).

Those who quit smoking, reduced smoking, or had no change
in smoking status at 6 months differed on the total number of
websiteresources used (F, 6,=3.34, P=.042, etasquared=0.094).
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Post-hoc least significant difference analysis showed that men
who reduced the number of cigarettes smoked used significantly
more website resources than those that had no change between

Table 3. Number of website resources used by smoking status.

Bottorff et al

time points (P=.024). Means and confidence intervals can be
seenin Table 3.

Smoking status Number of website resources used

Mean 95% ClI
Quit smoking 7.25 5.52-8.98
Reduced smoking 10.0 8.37-11.63%
No change in smoking 7.31 5.20-9.43%

%= 03.

Multiplelogistic regression was conducted to identify if number
of resources used on the website, number of websitevisits, quit
confidence, nicotine dependence, and participant age predicted
the number of quit attempts among men who were smoking at
6-month follow-up. Potential predictors were converted to Z
scores. Multicollinearity diagnostics showed that the number
of resources used on the website and website visitswere highly
correlated (rg;=65.9, P<.001) resulting in unacceptably low

tolerancelevels (<.865; 1-R?). It was determined that examining

Table 4. Logistic regression predicting quit attempts (6-month follow-up).

the number of resources used on the website would be more
representative of examining the number of timesthe user visited
the website and as such, website visits was removed from the
regression (see Table 4). The combination of remaining variables
significantly predicted number of quit attempts (F,45=2.73,

P=.04). The adjusted R? value was 0.124. Number of website
resources used was the strongest predictor of quit attempts
(P=.02).

Variable B (Cl) SE B P

Number of resources used on website at 6-month follow-up .81 (0.12-1.50) 034 .35 .02

Quit confidence at 6-month follow-up .50 (1.2-0.20) 0% .21 .16
Nicotine dependence .33(-0.33t01.0) 03 .15 .32

Age 58 (-0.14 t0 1.31) 0% .23 .11
Constant 3.34 (2.71-3.96) 031 <.001
Discussion needs of this group and what additional supports they may

Principal Findings

This work adds to the small but growing field of online health
promotion innovations directed specifically to promote men's
health. To our knowledge, QuitNow Men is the first
men-centered smoking cessation website in the world, and the
pilot study findings reveal that the siteis appealing to men who
want to quit and demonstrates potential asa self-guided smoking
cessation resource. The majority of men reported they had quit
smoking for 24 hours or longer since using the QuitNow Men
website, and the number of resources used on the website and
quit confidence predicted the number of quit attempts. At the
6-month follow-up, 24% reported having quit smoking.
Although QuitNow Men was designed for adult men 45 years
and younger, men over 45 years of age were interested in using
this online resource suggesting that this approach to supporting
smoking cessation may have broad appeal among men. Since
older men were more likely to drop out of the study, it is
possible QuitNow Men did not have the same appeal for this
group given that images, text, etc, were designed for ayounger
audience. Nevertheless, given older men’sinterest intrying this
online resource, it isworth considering how an online smoking
cessation resource could betailored to reflect the life stage and

http://www.jmir.org/2016/4/e83/

require. It should also be noted that among those men that
remained in the study, the oldest was 58 years of age and
multiple regression results show that age was not a significant
predictor of number of quit attempts made. Overal, in the
broader context of men's utilization of eHealth apps, these
results afford important empirical insights that could guide
future online smoking cessation programs and provide direction
to other eHealth resources aimed at reducing men’s health risks
(eg, abstaining from high-fat foods, addressing a cohol overuse).

In this study, the 64 men who completed both the 3-month and
6-month follow-up surveys and used the resources on QuitNow
Men rated them as helpful. This suggeststhat the specific design
elements used in the QuitNow Men website hold value for
increasing and improving men’'s engagement in the core
components of thisself-guided intervention. For example, setting
up the website to allow for quick exploration of a number of
resources and strategies (as distinct from in-depth exploration)
was adesign element used to entice men to learn about avariety
of approaches. In turn, thefinding that exploring more resources
increased men’s likelihood of having made a quit attempt
suggeststhat the variety of resourcesincluded on QuitNow Men
may be akey factor in the overall positive response to the site.
It isinteresting to note two of the least-used resources (ie, expert
chat and the quitline) were the highest rated in terms of

JMed Internet Res 2016 | vol. 18 | iss. 4 [e83 | p.79
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

helpfulness among men who used them. Although few men
desired personal contact with experts either through chat
sessions or the quitline, these supplementary delivery modes
provide an important component of Internet smoking cessation
programs for men given that they offer a degree of anonymity
and convenience (in comparison to face-to-face counseling) and
have been found to be effective in providing proactive support
to smokers [28,29]. In addition, there is empirical support for
the value of including multiple modes of delivery in Internet
programsto promote health behavior change[30,31]. However,
determining the optimal balance between self-management
resources and interactive components, aswell astherelationship
of activity complexity to cessation rates, warrants further
investigation with alarger sample.

More broadly, the findings drawn from this pilot study remind
usthat the Internet provides a suitable medium for men’shealth
promotion and, more specifically, for delivering smoking
cessation interventionsto men. Tobacco reduction and cessation
research has revealed strong evidence supporting therapist-led
interventions, and intensive group and individual counseling
interventions to assist with cessation [32-34]. These intensive
interventions, however, are often dependent on primary
healthcare professionals delivering or facilitating the sessions
at a specific time and place, which is often inconvenient to
individuals. Asaresult, the reach of thistype of interventionis
limited [35]. Although Internet-based smoking cessation
interventions offer alow cost, accessible option, and have been
found to be acceptableto users and effectivein aiding cessation
[36], we have found through experiences in our region that the
majority of users of an online cessation resource for the general
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population are women. The QuitNow Men smoking cessation
websiteisapromising and potentially powerful resourcetoward
balancing this gender inequity and engaging men in taking
actions to become smoke free. Determining the best means to
promote the use of this novel program to male smokerswill be
important.

Limitations

The findings of this study should be considered in light of
several limitations. The sample of men that participated in this
study may not be representative of all male smokers. In addition,
self-report measures (eg, with respect to smoking patterns, quit
attempts) may have introduced recall and reporting bias.
Smoking cessation outcomes were not biochemically verified.
Nevertheless, the findings provide important estimates of
outcomes that reflect the potential value of the QuitNow Men
smoking cessation website and abasisfor conducting afull-scale
eva uation.

Conclusion

The results of this research support efforts to integrate
gender-sensitive approachesin health promotion interventions.
The QuitNow Men smoking cessation website is highly
acceptable and engaging to men interested in reducing and
quitting smoking. Results indicate that this novel resource,
tailored to men, has potential to support and perhaps catalyze
men’s smoking cessation efforts. Furthermore, given thetailored
nature of the QuitNow Men smoking cessation website and that
it caters to the specific values of a particular population (ie,
men) [37-39], it has the potential to attract, engage, and retain
men interested in quitting smoking.
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Abstract

Background: Recent studies have shown that people with serious mental disorders spend time online for the purposes of
disclosure, information gathering, or gaming. However, coherent information on the effects of social media on treatment for
people with schizophreniais still lacking.

Objective: Our aim was to determine the effects of social media interventions for supporting mental health and well-being
among people with schizophrenia.

Methods: A systematic review and meta-analysis were undertaken to determine the effects of social media interventions for
supporting mental health and well-being among people with schizophrenia. Ten databases were searched, while search parameters
included English-only manuscripts published prior to June 25, 2015. Study appraisals were made independently by 2 reviewers,
and qualitative and quantitative syntheses of data were conducted.

Results: Out of 1043 identified records, only two randomized studies of moderate quality (three records, total N=331, duration
12 months) met theinclusion criteria. Participants were people with schizophrenia spectrum or an affective disorder. Social media
was used as part of Web-based psychoeducation, or as online peer support (listserv and bulletin board). Outcome measures
included perceived stress, social support, and disease-related distress. At 3 months, participants with schizophrenia in the
intervention group reported lower perceived stresslevels (P=.04) and showed atrend for ahigher perceived level of social support
(P=.06). However, those who reported more positive experiences with the peer support group also reported higher levels of
psychological distress (P=.01).

Conclusions: Despite using comprehensive searches from 10 databases, we found only two studies, whereas numerous reports
have been published citing the benefits of social mediain mental health. Findings suggest the effects of social mediainterventions
arelargely unknown. Moreresearch is needed to understand the effects of social media, for users with and without mental illness,
in order to determine the impact on mental well-being ofsocial media use as well asitsrisks.

(J Med Internet Res 2016;18(4):€92) doi:10.2196/jmir.5385
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Introduction

Peoplewith severe mental illness, including schizophrenia, have
symptoms that may serioudy affect them for life.
Evidence-based recommendations of current schizophrenia
treatment guidelines include approaches such as medication
use, psychotherapy, and family psychoeducational interventions
[1]. For those with serious mental illness, online interventions
have been shown to have the potential to disseminate care,
support the patient’s participation in group interactions[ 2], and
serve as an dternative for individuals [3]. Combining online
psychoeducation with various other onlinetools, including socia
media, is becoming more popular, and online psychotherapy
and videogames have been evaluated for validity and efficacy

[4].

Recently, the online world has been experiencing ahuge growth
of user-generated content, which has increased the acceptance
of social media[5]. Although doubtsin professional discourse
about Internet use [6] or the use of social media in treatment
and prevention exist—mostly concerning challenges regarding
controlling user behavior, accurately assessing risks, and privacy
and confidentiality issues [7]—the use of online communities
isincreasing constantly. More than 64% of Internet users access
social media servicesonline, while social networking is one of
the most popular ways to contact friends and family [8].
Currently, social media users total approximately 2.22 hillion
[9], and 31% of all Internet users spend their time specifically
on social networking sites [10]. Facebook is the most popular
social networking site, with close to 1.6 billion active users as
of the fourth quarter of 2015 [11]. It has been estimated that in
2017 there will be around 2.39 billion online social network
users[9]. Given the high penetration rates of social media, it is
important to acquire adeeper understanding of the applications
of social mediain health care[12].

Investigating the trend of using social networking interventions
is important, as peer-support services are viewed as best
practice based solid theory and are supported by policy makers
[13-15]. Lal and Adair’s rapid review [16] indicates that many
find an enormous potential for e-mental health to help address
the gap between the identified need for services and the limited
capacity of resources to provide conventional treatment.
Numerous social networking sites have already been devel oped
to change behavior and improve health outcomes [17].
Systematic reviews of online interventions have also been
conducted, focusing on, for example, online peer support [18],
Internet support groups for depression [19], online
communication, social media and adolescent well-being [20],
social mediato address Asian immigrants mental health needs
[21], online and social networking for the treatment of
depression in youth [22], and social media and suicide
prevention [7]. Although the results seem promising, the reviews
share a concern about poor designs of the original studies with
underpowered samples [18,19,22], mixed findings [23], or a
lack of intervention studies[7]. A Cochranereview by Valimaki
et al [24] also stresses theimportance of high-quality studiesin
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assessing the effects of novel interventions, in particular, the
case of virtua reality for people with serious mental illness.

There are few studies that have produced coherent knowledge
of the effects of social media use in treatment [7]. Research on
the effects of online support for people with mental illnessesis
even more scarce [25], especially when the illness is severe.
Although online social media and mobile technology have
shown some promisein improving positive psychotic symptoms,
hospital admissions, socialization, social connectedness,
depression, and medication adherence of peoplewith psychosis,
the issues of heterogeneity, poor study quality, and the early
state of current research preclude any definite conclusions[26].
Asfar aswe are aware, there have been no systematic reviews
and meta-analyses to date of social media interventions for
people with schizophrenia or similar disorders. Since people
with psychosis spend moretimein chat rooms or playing online
gamesthan other people[27], and online social networking can
be used for establishing or maintaining relationships or
reconnecting with people and online peer support [27], this
review is important, as it presents a quantitative analysis
describing relevant interventions and seeks to determine the
effects of social media for supporting mental health and
well-being in this group.

Methods

This systematic review was conducted in accordance with the
Preferred Reporting Items for Systematic Reviews and
Meta-analysis (PRISMA) [28]. The data extraction wasin line
with the CONSORT-EHEALTH checklist [29]. Social media
interventions were extracted by using the Template for
Intervention Description and Replication (TIDieR) checklist
and guide [30].

Search M ethodology

Ten databases (PubMed, MEDLINE, Cochrane Database of
Systematic Reviews, Psycinfo, CINAHL, JBI, Scopus, 1S| Web
of Science, SOCIndex, Sociological abstracts) were searched
for potentially relevant abstracts. These databases cover awide
range of published research from the field of health and socia
care. Search parameters included English-only manuscripts
published (or in press) prior to June 25, 2015.

The search terms (or equivalent index terms and free-text words)
for each of the databases were used to ensure a broad coverage
of studies in our review. For example, search terms for
schizophrenia included “schizophreni” OR *“schizoaffective
disorder” OR “schizophrenia” OR “ schizophrenia-likeillness’
OR “schizo-affective disorder” OR “severe mental iliness’ OR
“severe mental illnesses’ OR “serious mental illness’ OR
“schizophrenia and disorders with psychotic features’. Search
terms for social media included “social media’ OR “Internet”
OR “world wide web applications” OR “blogging” OR “blog”
OR “wiki” OR “facebook” OR “twitter” OR “youtube” OR
“Instagram” OR “web 2.0° OR “chat” OR “chats’ OR
“chatting.” The detailed termsfor each database were searched
by theinformation specialist at the University of Turku. Search
terms for each database are presented in Table 1.

JMed Internet Res 2016 | vol. 18 | iss. 4 [e92 | p.84
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

Table 1. Databases, search terms, and references found on June 25, 2015 (N=1043).
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Database

Search terms

PubMed

Ovid Medline

JBI

CINAHL

Cochrane

Psycinfo

Web of Science

Scopus

SOCIndex

Sociological ab-
Stract

(schizophreni* OR schizoaffective disorder* OR “ severe mental illness’ OR “severe mental illnesses’ OR “serious
menta illness’ OR “serious mental illnesses” OR “schizophrenia-likeillnesses” OR “schizophrenia-likeillness” OR
“ Schizo-affective disorder” OR “ Schizo-affective disorders’ OR “ Schizophrenia and Disorders with Psychotic Fea-
tures’[Mesh]) AND (“Blogging”[Mesh] OR “Social Media’[Mesh] OR “Internet’[Mesh] OR Social media* OR
Wiki* OR Facebook* OR Twitter * OR Youtube* OR Instagram* OR web 2.0 OR blogging OR blog* OR chat OR
chats OR chatting*)

((schizophreni* or schizoaffective disorder* or severe mental illness* or serious mental illness* or schizophrenia-like
illness* or Schizo-affective disorder*).mp. or exp Schizophrenia/) and (exp Blogging/ or exp social media/ or exp
Internet/ or (Social media* or Wiki* or Facebook* or Twitter* or Youtube* or Instagram* or web 2* or blogging or
blog* or chat*).mp.)

(schizophreni* or schizoaffective disorder* or severe mental illness* or serious mental illness* or schizophrenia-like
illness* or Schizo-affective disorder*).mp. and (Social media* or Wiki* or Facebook* or Twitter* or Youtube* or
Instagram* or web 2* or blogging or blog* or chat*).mp.

((MH “Schizophreniat+") OR schizophreni* OR “schizoaffective disorder*” OR “severe mentd illness*” OR “serious
mental illness*” OR “schizophrenia-likeillness*” OR “ Schizo-affective disorder*”) AND ((MH “Social Media’) OR
(MH “World Wide Web Applications+”) OR (MH “Instant Messaging”) OR (MH “Blogs’) OR “Social media*” OR
Wiki* OR Facebook* OR Twitter* OR Youtube* OR Instagram* OR “web 2.0” OR blogging OR blog* OR chat*)

(schizophreni* or schizoaffective NEXT disorder* or severe NEXT mental NEXT illness* or serious NEXT mental
NEXT illness* or schizophrenia NEXT like NEXT illness* or Schizo NEXT affective NEXT disorder*) and (Social
NEXT media* or Wiki* or Facebook* or Twitter* or Youtube* or Instagram* or web NEXT 2* or blogging or blog*
or chat*)

(SU.EXACT.EXPLODE(" Schizophrenia’) OR schizophreni* OR “schizoaffective disorder*” OR “severe mental
illness*” OR “serious mental illness*” OR “schizophrenia-like illness*” OR “ Schizo-affective disorder*”) AND
(SU.EXACT.EXPLODE(" Social Medid’) OR “Social media*” OR Wiki* OR Facebook* OR Twitter* OR Youtube*
OR Instagram* OR “web 2.0” OR blogging OR blog* OR chat*)

(schizophreni* OR “schizoaffective disorder*” OR “severe mentd illness*” OR “serious mental illness*” OR
“schizophrenia-likeillness*” OR “ Schizo-affective disorder*”) AND (“ Social media*” OR Wiki* OR Facebook* OR
Twitter* OR Youtube* OR Instagram* OR “web 2*” OR blog* OR chat*)

(schizophreni* OR “schizoaffective disorder*” OR “severe mental illness*” OR “serious mental illness*” OR
“schizophrenialikeillness*” OR “ Schizo affective disorder*”) AND (“Social media*” OR Wiki* OR Facebook* OR
Twitter* OR Youtube* OR Instagram* OR “web 2.0” OR blog* OR chat*)

(DE“SCHIZOPHRENIA™ OR schizophreni* OR “ schizoaffective disorder*” OR “severe mental illness*” OR “ serious
mental illness*” OR “schizophrenia-likeillness*” OR “ Schizo-affective disorder*”) AND (DE “SOCIAL media’ OR
DE “BACKCHANNELS(Socia media)” ORDE“BLOGS’ ORDE“COMPUTER hulletin boards” OR DE “ONLINE
chat” OR DE “SOCIAL bookmarks’ OR DE “WEB 2.0” OR OR DE “ONLINE comments’ OR DE “ELECTRONIC
discussion groups’ OR “Socia media*” OR Wiki* OR Facebook* OR Twitter* OR Youtube* OR Instagram* OR
“web 2.0” OR blogging OR blog* OR chat*)

(SU.EXACT.EXPLODE(" Schizophrenia’) OR SU.EXACT.EXPLODE("“Paranoid’ OR “Psychosis” OR
“Schizophrenia’) OR schizophreni* OR “schizoaffective disorder*” OR “severe mental illness*” OR “serious mental
illness*” OR “schizophrenia-likeillness*” OR “ Schizo-affective disorder*”) AND (SU.EXACT(“ Computer Mediated
Communication”) OR SU.EXACT.EXPLODE(" Internet”) OR “ Social media*” OR Wiki* OR Facebook* OR Twitter*
OR Youtube* OR Instagram* OR “web 2.0” OR blogging OR blog* OR chat*)

324

166

24

276

121

12

20

Some differences between databases and search words used are
due to available thesaurus terms in the specific databases, that
i, the descriptor/thesaurus term “ el ectronic discussion groups”
isused only in SOCIndex, in an attempt to trand ate the M edical
Subject Headings (MeSH) terms used.

Inclusion and Exclusion Criteria

The review was limited to texts published in English with an
abstract available (published on or before June 25, 2015).
Participantswere peopl e with schizophrenia spectrum disorders.
If the study included other participants, data from those people
wereincluded only if reported separately. The review topic was
limited to studies concerning interactivity and social media.
Interactivity refersto user-to-user contact [31], such as patients
with peers, staff members, or their nearest or public socia

http://www.jmir.org/2016/4/e92/

media. Social mediawas understood as abroader termincluding
collaborative projects (eg, user-generated content, content
communities, content sharing, and socia online networking
sites) [5,32-34], social networking (eg, the broader concepts of
Health 2.0 and Medicine 2.0) [35], or interventions involving
Facebook, Twitter, YouTube, Instagram, blogs, Wiki, chats,
the Internet, or Web 2.0. The concept was used in the health
care domain and targeted adult persons with various
schizophrenia spectrum diagnoses. If the study included
adolescents, it was included only if the mean age of the
participants was over 30 years. Only peer-reviewed, published
papers with randomized clinical trials were included.

Studies were excluded if the information and communication
technology was used only in interventions for data collection
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purposes (eg, online surveys, electronic medical records), for
patient education without any online social networking or to
print the paper material for participants. Further, papers
describing the design or the devel opment process of the social
mediaintervention, theoretical or methodological papers, books
or book chapters, letters, dissertations, editorials, or study
protocols were excluded.

In the case of multiple publications from the same study, we
combined data to avoid double counting. When required, we
contacted the corresponding author to acquire more detailed
data if the data we were interested in were not available in the
publication.

Study Identification

Out of 1043 hits, duplicates across all databases were removed,
leaving us with 727 abstracts. First, 2 authors (MV, ML)

Table 2. Description of excluded studies.
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screened titles and abstracts independently for eligibility;
ingligible hits were excluded (n=720). Second, we found 4
additional papers when an additional hand search of lists of
references was conducted. Third, 11 full papers were obtained
and screened by the 2 authors for the inclusion and exclusion
criteria. Finally, eight papers had to be excluded (see Table 2).
The systematic review and meta-analysis were conducted on
thethreeretrieved papers (two studies). In cases of discrepancy
concerning the decisions made between the reviewers, the papers
were discussed until a consensus was reached with the support
of CA. Figure 1 outlines the search process of the literature,
according to PRISMA [28].

Excluded studies (n=8) are categorized based on Higgins[36].
The specific reasons for exclusion are described in Table 2
[37-44].

Study Description Reason for being excluded®

Kilbourne et a Cluster randomized adaptive implementation trial comparinga  Allocation: cluster randomization

2013 [37] standard versus enhanced i mplementation intervention to improve Particivants lewith seri tal il

uptake of an effective re-engagement program for people with ICipants. people with serious mental 11iNess
serious mental illness Intervention: no social media
Kim & Stout The effects of interactivity oninformation processing and attitude ~ Allocation: non-randomized
201038 change: implications for mental health stigma
[38] ge- Tmpricatt '9 Participants: undergraduate students

Intervention: no social media

McFarlaneetal  Multiple-Family Groups and Psychoeducation in the Treatment  Allocation: randomized

1995 [39 of Schizophrenia - . . : . -

3] P Participants: people with schizophrenia, schizoaffective disorder,

or schizophreniaform disorder (DSM-IH-R)
Intervention: no social media

Siciliaet al 2005 Effects of interactivity in a website—The moderating effect of ~ Allocation: non-randomized

[40Q] need for cognition .
Participants: consumers
Intervention: no social media

Spinzy et al 2012 Doesthe Internet offer social opportunities for individualswith ~ Allocation: non-randomized

41 schizophrenia? A cross sectional pilot studt . A - -

[41] P P y Participants: people with psychotic disorders and affective dis-
order, anxiety disorders F20-F48 (ICD-10)
Intervention: no social media

Steinwachseta A Web-based program to empower people with schizophrenia  Allocation: non-randomized

2011 [42] to discuss quality of care with mental health providers

van der Krieke et
al 2012 [43]

van der Krieke et
al 2013 [44]

Usahility evaluation of a Web-based support system for people
with schizophrenia diagnosis

A Web-based tool to support shared decision making for people
with a psychotic disorder: Randomized controlled trial and pro-
cess evaluation

Participants: people with schizophrenia (no classification code
specified, ICD-10 or DSM-V)

Intervention: no social media
Allocation: non-randomized

Participants: people with schizophrenia or arelated psychotic
disorder (eg, schizo-affective disorder, schizophreniform disor-
der, schizotypal disorder) (no classification code specified, |CD-
10 or DSM-V)

Intervention: no social media
Allocation; randomized
Participants: people with non-affective psychosis (DSM-1V)

Intervention: no social media

% CD-10=International Classification of Diseases, 10thRevision; DSM-IV=Diagnostic and Statistical Manual of Mental Disorders, AMEdition.
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Figurel. PRISMA flow diagram outlining the review process.
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Data Extraction and Analyses

We created a specific data extraction matrix to collect
information. Where possible, data extraction was based on the
CONSORT-EHEALTH checklist [29]. First, characteristics of
the studies were described (country of origin, purpose of the
study, setting of patient recruitment, patient group, inclusion
criteria, number of patients enrolled, follow-up period, and
number of drop-outs). Second, social mediainterventionswere
extracted by using the TIDieR checklist [30] and guide. The
matrix used in our extraction was based on a 12-item checklist
and was constructed with the following information: brief name,
why (rationale or theory), what (materials, procedures), who
provided intervention, how, where, when and how much,
tailoring, modifications, and how well (planned, actual) [30].
Third, outcomes and instruments used in each study were
identified. Fourth, reasons for exclusion of studies were
described.

http://www.jmir.org/2016/4/e92/

RenderX

For narrative analysis, dataon each included study were entered
into the data extraction matrix; each study was treated as a
separate case. Descriptive characteristics of the studies were
categorized manually. In addition, social mediausage and stress
after socia mediause were described. Quantitative analysiswas
undertaken using the Review Manager 5.3 [45], which is the
software used for preparing and maintai ning Cochrane Reviews.
Thedataanalysiswasdivided into two phases. Firgt, theanaysis
explored the descriptive characteristics of theindividual studies
included. Second, for continuous outcomes we estimated the
mean difference between groups. When similar scales, such as
symptom checklists, were used, we presumed there was asmall
difference in measurement tools and combined the
measurements. This decision was made to answer the overall
guestion of whether there is evidence that social media can be
an effectiveintervention among people with schizophrenia[36].
In this approach, standard deviations were used together with
the sample sizes to compute the weight given to each study.
Random effect was used instead of fixed effect because random
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effect allows the outcomes of studies to vary more than fixed
effects. In other words, random effects can be seen to beamore
natural way of explaining outcomes [46]. Heterogeneity was

checked by calculating 1%statistic. Where the 1%estimated was
greater than, or equal to 50%, it was interpreted as indicating
the presence of high levels of heterogeneity [36].

Quality Assessment

Quality of the included studies was assessed based on the
Cochrane Collaboration’s tool for assessing risk of hias [36].
This tool assesses the possible bias in randomized controlled
trials including random sequence generation, allocation
concealment, blinding of participants and blinding of outcome
assessment, incomplete outcome data, selective reporting, and
other possible biases. The assessment was undertaken
independently by 2 reviewers (ML, MV). Again, in cases of
disagreement, differing views were discussed, decisions were
documented decisions, and if necessary, authors of studieswere
contacted for clarification.

The data were extracted from al included studies. Data
presented only in graphs and figures were extracted. In case of
any discrepancy, the solution was based on discussion with the
third author (CA).

Results

Characteristics of the Studies

Both studies were conducted in the United States. Participants
were recruited from out-patient facilities [47,48] or using
websitesand e-newslists[25]. Rotondi’ s study [47,48] included
people with schizophrenia or schizoaffective disorder
(Diagnostic and Statistical Manual of Mental Disorders 1V

Table 3. Study characteristics.
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criteria), with amean age of 38 years (SD 11). Ten participants
were male (32%), and 15 were white (48%). In the study by
Kaplan et a [25], the participants were diagnosed with
schizophrenia spectrum or affective disorder, their mean age
was 47 years, onethird were male (n=102), and 87% werewhite
(n=260). Information about the studies characteristics and
methodology are presented in Table 3 [25,47,48].

Intervention Characteristics

Interventions included interactivity and socia media. The
participantsin theintervention group used peer-support forums
[25,48], while the participants in the control group [48]
underwent treatment as usual or were under waiting list control
conditions [25]. In Rotondi at al’s study [48], “the usual care’
was not further described. In Kaplan's study [25], those who
were assigned to the waitlist control condition were asked to
refrain from using all forms of Internet peer support for the
duration of their participation in the study. Interventions are
described in detail in Table 4 [25,48].

Outcome M easures

The studiesincluded specific outcomes: symptoms, knowledge
level, recovery, quality of life, empowerment, social support,
or stress. A variety of instrumentswere used in each study. The
outcomes and instruments used in the studies arelisted in Table
5 [47-58].

In addition, in Kaplan et a’s study [25], participants
experienceswith the online group were assessed with the 7-item
measure (Online Group Questionnaire [OGQ)], adapted from
Chang et a [59]). The OGQ contained questions about how
often they thought the discussion topic was relevant, whether
they felt supported by the group members, or they were satisfied
with the group overall.

Categories Rotondi et al 2005, 2010 [47,48]

Kaplan et al 2011 [25]

Country of origin United States

Purpose of the study

To examine use of websites and home computersto deliver
online multifamily psychoeducational therapy to people

United States

To test the effects of unmoderated, unstructured I nternet
peer support for people with psychiatric disabilities.

with schizophrenia (and their informal supports).

Setting of patient recruitment

Inclusion criteria

Community mental health centers and inpatient units.

People diagnosis of schizophreniaor schizoaffective disor-
der, 14 years of age or older, one or more psychiatric hos-
pitalizations or emergency department visits within the

previous 2 years, ability to speak and read English, living

Websites, e-newsdlists, study advertisements via mental
health provider agencies and programs.

People diagnosed with a schizophrenia spectrum or an
affective disorder, access to both a computer and the In-
ternet, no use of Internet peer support in the past year,
USresident, fluent in English.

in the community at the time of study entry, and absence
of physical limitationsthat would preclude using acomput-

er.
Randomization Randomly assigned
Number enrolled 31
Follow-up period 3, 6, and 12 months
Number leaving early 1

Randomly assigned, block randomization
300

4 and 12 months

41
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Table 4. Description of the interventions (modified based on TIDieR checklist and guide).

Categories

Rotondi et a 2010 [48]

Kaplan et al 2011 [25]

Brief name

Rational e/theory

Materials

Procedures

Providers

How

Where

When and how
much

Tailoring and modifi-
cations

SchizophreniaOnline Accessto Resources (SOAR) intervention,
specifically made for the study (the telehealth group).

Designed to provide key elements of family psychoeducation:
empathetic engagement of participants, education about the
illness and treatments, a supportive safety net, and coping
strategies. Previous theoretical and empirical work: meeting
and individual’s needs can reduce stress, promote better adaption
toillness-related difficulties, and improve outcomes; promotion
of self-efficacy, self-management, and problem solving.

Computer access to the Internet viaa dial-up modem and local
Internet service provider, Schizophrenia Guide website/software.

Participants received dial-up Internet access and acomputer (if
not having aready). They were granted access to the following
information and services via the “ Schizophrenia Guide Web
Site”: 1. 3 online therapy groups, 2. Ask Our Experts Your
Questions, 3. Questions and Answers Library, 4. Educational
and Reading Materials; and 5. What's New. Participants were
interviewed and provided their subjective evaluations of the
website, several aspects of social support were also accessed.

Project team members answered the questions of “Ask Our
Experts Your Questions’ module; therapy forums were facili-
tated by experienced mental health professional's (master of
social work and PhD clinicians) trained in the monitoring and
management of Web-based interventions; trained interviewers
collected self-report data from participants.

The website provided 3 therapy forums (one for patients, one
for support persons, one for both groups), acapability for asking
questions of and receiving answers from a project team within
24-48 hours. Thetherapist emphasized discussionsthat focused
on problem solving, and interacting with peersto develop a
supportive forum where members could work together to address
problems.

The participantsworked at home (Pittsburgh area, Pennsylvania,
United States) and had access to the SOAR intervention viaa
desktop icon.

Telehealth participants attended a joint, 4-hour workshop. Par-
ticipants were in the study for up to 1 year.

N/A

Peer support Listserv or Peer support bulletin board. A Listserv
and bulletin board were specifically made for the study.

Participation to the online support group would result in im-
proved well-being and decreased distress.

Computer and Internet access. Participants recelved amessage
describing how their participation wasto occur, how it worked,
security information, warnings, advice, resources, and contact
information.

1. Participants assigned to the experimental Listserv group
communicated anonymously with each other using a group
distribution email list; 2. Participantsin an experimental peer
support bulletin board group were given instructions on how
to use the bulletin board. The content of Listserv and the bul-
letin board were entirely peer directed.

Interventions were directed for study participants only and
not facilitated by staff. Research staff was available for tech-
nical help.

With both the Listserv and bulletin board, individual s commu-
nicated anonymously with one another using agroup distribu-
tion email list specifically created for the group. The partici-
pantswere encouraged to read and respond to email messages.

The participants worked at home and had access to Listserv
or the bulletin board.

Participants were in the study for 12 months.

N/A

Table 5. Outcomes and instruments used in the studies.

Outcomes Rotondi et a 2005, 2010 [47,48] Kaplan et al 2011 [25]

Symptoms Scale for the Assessment of Positive Symptoms [49]2 The Hopkins Symptom Checklist [50]
Knowledge level Knowledge About Schizophrenia Instrument [51] -

Recovery - The Recovery Assessment Scale [52]
Quiality of life - The Quality of Life Interview, QoL [53]
Empowerment - The Empowerment Scale [54]

Social support Perceived social support [55-58] The Medical Outcome Study [58]
Stress Self-rated stress [55-58] -

4 nformation not available.
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Narrative Analysis

An analysis of socia mediausage was reported in both studies
[25,48]. The time that people with schizophrenia spent online
on the SOAR websitewas, in total, 43,789 minutes (730 hours);
the time involved 47,630 page views. The average time spent
on the SOAR website was 46 hours, with an average of
2977+/-4.5 page views [48]. The users of the SOAR website
asked on average 113 questions and read 69 articles. They used
an average of 124 minutes asking questions and 1643 minutes
for reading articles[48].

Analysis of engagement in social media forums used in the
studies [25,48] showed an engagement of people with
schizophrenia. They were active in therapy forums during the
3300 sessions[48]. They also sent 11,105 messagesin different
bulletin board forums[25].

Kaplan et al [25] categorized the participants into “high” and
“low” dose participants. The participants categorized in the
“high participation” group (57/185) reported having read the
messages at least weekly and sent at least 5 messages at the
12-month post baseline point. Peoplein this*high participation”
group showed significantly higher distress levels at 4 months
and at 12 months, while participants in the “low participation”
group reported less distress at 12 months than at baseline.
Further, the participants were grouped into those who had a
“positive online experience” (OGQ scores =3) and those with
a “less positive experience” (OGQ scores <3). People who
reported positive experiences using social mediaforums (n=90)
were significantly more distressed than participantsin the less
positive experience group [25].

Effectiveness of the Social M edia | nterventions

Meta-analysis was performed on both the Kaplan et al [25] and
Rotondi et a [48] studies. In Kaplan et al’s study [25],

Vélimaki et al

comparisons for symptoms less than 6 months from baseline
showed some improvement in the social media intervention
group (P<.001, median-0.14, 95% CI -0.15t0-0.13) (see Figure
2). The Rotondi et a study [48] did not provide theinformation
required regarding symptoms, thus meta-analysis was not
performed.

Comparisons for social support after 6 months from baseline
[25,48] showed some improvement in the treatment as usual
group (P=.03, median 0.22, 95% CI 0.02-0.42) (see Figure 3).
When self-rated stress was compared 6 months from baseline,
Rotondi et al [48] reported some effects in the social media
intervention group (P=.01, median -0.51, 95% Cl -0.90t0-0.12)
(see Figure 4).

Regarding self-management, Kaplan et al [25] compared
self-management between groups after 4 and 12 months from
baseline. They found that the treatment as usual group was
dightly more effective than the social media group (P<.001,
median 0.07, 95% CI 0.07-0.089) (see Figure 5). Moreover,
Kaplan et al [25] compared quality of lifeafter 4 and 12 months
from baseline and reported that participantsin the social media
group had significantly higher QoL scores than participantsin
the control group (P<.001, median 0.15, 95% Cl 0.14-0.17) (see
Figure 6).

Assessment of M ethodological Quality

Themethodological quality of the two studiesvaried. Incomplete
details in reporting the sequence generation and allocation
concealment, decreases the methodological quality of both
studies. Neither study was blinded, nor was an attempt made at
blinding because of the nature of the intervention. Selective
reporting may be possible as study protocolswere not available.
Intention-to-treat analyses were used in both the Kaplan [25]
and Rotondi [47,48] studies. More details about possible risk
of bias can be found in Table 6 and Figure 7.

Figure 2. Positive symptoms for experimental and control groups by 6 months or less.

Experimental Control

Mean Difference Mean Difference

Study or Subgroup Mean SD Total Mean SD Total Weight [V, Random, 95% Cl IV, Random, 95% CI
Kaplan 2011 188 004 200 202 006 100 1000% -014 [014,-013]
Total (95% CI) 200 100 100.0% -0.14[-0.15,-0.13] L]

Heterogeneity: Mot applicahle
Test for overall effect: 2= 2111 (P = 000013

Figure 3. Social support for experimental and control groups by 6 month:

025 05
Favors [control]

05 -0.25
Favors [experimental]

0

s or |ess.

Experimental Control Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD Total Weight I, Random, 95% CI IV, Random, 95% CI
Kaplan 2011 326 007 200 309 009 100 797% 017014 0149]
Rotondi 2010 196 043 16 154 0B 14 203% 0.42[0.04, 0.80] R L
Total (95% CI) 216 114 100.0% 0.22[0.02, 0.42] B
it 2 . F- . s = 2= 4 } } }
Heterogeneity: Tau®=0.01; Chi®=1.67, df=1 (F =20); F= 40% R 5 b 05 1

Testfor overall effect 2= 2.20 (F =.03)
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Figure 4. Stressfor experimental and control groups by 6 months or less.
Experimental Control Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD Total Weight [V, Random, 95% CI IV, Random, 95% CI
Raotondi 2010 1.64 041 16 215 063 14 1000% -0.51[-0.90 -0132)]
Total (95% CI) 16 14 100.0% -0.51[-0.90,-0.12] e 2
Heterageneity; Mot applicable 52 51 3 15 é

Test for overall effect, 2= 2,585 (P =.010)

Favors [experimental]  Favars [control]

Figure5. Self-management for experimental and control groups by 4 and 12 months (total score).

Experimental Control Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD Total Weight I, Fixed, 95% CI IV, Fixed, 95% CI
Kaplan 2011 2494 003 200 287 004 100 750% 0.07([0.08008] [ ]
Kaplan 2011 378 005 200 369 007 100 250% 0.09([0.07011] -
Total {95% CI) 400 200 100.0% 0.07[0.07,0.08] [ ]
Heterogeneity: Chi®= 4.88, df=1 (P =.03); "= 80% ) o1 5 o )

Test for overall effect: Z=19.13 (P =.00001}

Figure 6. Quality of life for experimental and control groups by 4 and 12 months (total score).

Favors [experimental]

Favors [control]

Experimental Control Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD Total Weight IV, Fixed, 95% CI IV, Fixed, 95% CI
Kaplan 2011 441 007 200 424 01 100 &551% 047[014,019) u
Kaplan 2011 436 008 200 423 011 100 449% 013[011,018 u
Total {95% CI) 400 200 100.0% 0.15[0.14,0.17] |
Heterogeneity, Chi*=5.77,df=1 (F=.02); F=83% 1. —D.IS - D.IS 1.

Test for overall effect: £=18.35 (P <.00001)

Table 6. Outcomes and instruments used in the studies.

Favors |expenmental]

Favars |control]

Bias

Rotondi et a 2005, 2010 [47,48]

Kaplan et al 2011 [25]

Random sequence generation (selection bias)

Allocation concealment (selection bias)

Blinding of participants and personnel (perfor-
mance bias)

Blinding of outcome assessment (detection bias)

Incompl ete outcome data (attrition bias)

Selective reporting (reporting bias)

Randomly assigned. No further details.

No further details.

Non-blinded interviews. No further details.

No further details.

Protocol published in 2003 NCT00051233, no
outcomes provided.

Perceived social support [55-58].

Block randomization (ninein each block). No
further details.

No further details.
No further details.

Survey conducted using self-report measures.
No further details about blinding of outcome
assessment.

No available study protocol.

Missing outcome data balanced in numbers
across 3 groups. Missing data have been in-
putted. Retention rate varies slightly (11-18%).
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Figure 7. Risk of bias assessment.

Random seqguence generation (selection bias) |
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Blinding of participants and personnel (performance bias) |
Blinding of outcome assessment (detection bias) |
Incomplete outcome data (attrition bias)

Selective reporting (reporting bias)
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Other bias
0% 25% 50% 75%  100%
. Low risk of bias |:| Unclear risk of bias . High risk of bias
Discussion systematic reviews show that online and mobile-based

Principal Findings

To our knowledge, this is the first systematic review and
meta-analysis on the effects of social media interventions for
people with schizophrenia. Our search strategy allowed us to
capture and screen alarge number of studies and explore their
characteristics, interventions, outcome measures, and quality.
Only two studies (three records) fulfilled the criteria and were
included, while both showed a strong engagement in social
media forums. However, social media use was found to be
generaly less effective than treatment as usual. Nonetheless,
there is not enough evidence to arrive at a definite conclusion.

Existing trials suggest that people with schizophreniaare active
in therapy forums and on bulletin boards. They have high
participation in social media forums, similar to the general
population [8]. Thesefindings arein linewith previousresearch,
which reports use of forums and online chats by people with
psychosis and suggests that such media could play a role in
reducing the risk of isolation [27]. However, people who were
in the “high participation” group showed significantly higher
distresslevelsat 4 and 12 months compared to thosein the“low
participation” group. Also, those who reported positive
experiences using social media forums were more distressed
than participants in the negative experience group. As Kaplan
et a [25] discussed, some clinicians fear that patient
participation in online peer support without professional
moderation may cause harm by fostering anxiety. Whether these
findings really demonstrate this requires more studies.

After comparing the group alocated to social media with
treatment asusual, socia support, self-management, and quality
of life ratings were better for those in treatment as usual.
However, another recent systematic review indicated that
positive psychotic symptoms, hospital admissions, sociadization,
social connectedness, and medication adherence have the
potential to improve viaonline and mobile-based interventions
for people with psychosis [26]. Thus, although based on our
review, it appearsthat treatment as usual might be more effective
in many aspects than treatment through social media use, other

http://www.jmir.org/2016/4/e92/

RenderX

interventions have a positive impact [26]. In our review, social
media was part of wider intervention; it was not a pure
intervention used for this patient group. Therefore, it would be
useful to further investigate the engagement and effects of new
technologies, the Internet, and their elements, especially socia
media, on peoplewith mental disorders, in order to clarify their
potential effectiveness for this population.

Limitations

There are limitations to our review. Only two studies fulfilled
the inclusion criteria. Using English language studies might
have resulted in our results being biased toward Western
countries. It is possible that analysis of studies produced in
languages other than English could yield different findings,
although we think this unlikely. With both studies originating
from the United States, it is unclear if the same findings would
be reflected in other countries or cultures. The methodol ogical
quality of theincluded studies was assessed, and we identified
a high risk of reporting bias because of missing outcomes or
non-availability of study protocols.

Conclusion

Our findings suggest the effects of socia media interventions
arelargely unknown. Use of social mediaforumsis ubiquitous
and increasing, but the relation between social mediaand mental
health is complex [60], not well understood, and potentially
detrimental. Thus, we suggest that this is reason enough to
support further investigation. Emerging evidence suggests
that online social networking can be related to major mental
health problems such as depression [60], but at the same time
online and mobile-based interventionsfor peoplewith psychosis
seem to improve depression [26]. Given the constant increase
of social networking sites, it is understandable that recent studies
have identified the need for exploring such sites and mental
health [12,34]. Future research should comprehensively assess
social mediausefor peoplewith mental illnessto determinethe
impact of mental well-being for social media use, aswell asits
risks. In these studies, interventions should be smple and usable
to ensure patient engagement. Before suggesting specific social
media interventions, however, factors and elements that may
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foster anxiety and distress by the use of social mediashould be  distressful. It isalso obviousthat thereis an absence of reliable
identified. This knowledge would be an important resourcefor  data coming from high-quality studies to help draw clear
those who develop and evaluate mental health interventions conclusions. Thus, robust reporting of the outcome assessment
involving social media, by knowing what elementsto avoid in  and the study protocol are essential for increasing the quality
order to make patients engagement more pleasant and less of studiesin this emerging field.
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Abstract

Background: Increasing physical activity isaviable strategy for improving both the health and quality of life of older adults.

Objective: Theaim of thisstudy wasto assessif an Internet-based intervention aimed to increase physical activity was effective
inimproving quality of life of inactive older adults. In addition, we analyzed the effect of theintervention on quality of lifeamong
those participants who successfully reached their individually targeted increase in daily physical activity as indicated by the
intervention program, as well as the dose-response effect of increasing physical activity on quality of life.

Methods: The intervention was tested in arandomized controlled trial and was comprised of an Internet program—DirectLife
(Philips)—aimed at increasing physical activity using monitoring and feedback by accel erometry and feedback by digital coaching
(n=119). The control group received no intervention (n=116). Participants were inactive 60-70-year-olds and were recruited from
the general population. Quality of life and physical activity were measured at baseline and after 3 months using the Research
ANd Development 36-item health survey (RAND-36) and wrist-worn triaxial accel erometer, respectively.

Results. After 3 months, asignificant improvement in quality of life was seen in the intervention group compared to the control
group for RAND-36 subscales on emotional and mental health (2.52 vs -0.72, respectively; P=.03) and health change (8.99 vs
2.03, respectively; P=.01). A total of 50 of the 119 participants (42.0%) in the intervention group successfully reached their
physical activity target and showed a significant improvement in quality of life compared to the control group for subscales on
emotional and mental health (4.31 vs-0.72, respectively; P=.009) and health change (11.06 vs 2.03, respectively; P=.004). The
dose-response analysis showed that there was a significant association between increase in minutes spent in moderate-to-vigorous
physical activity (MVPA) and increase in quality of life.

Conclusions: Our study shows that an Internet-based physical activity program was effective in improving quality of lifein
60-70-year-olds after 3 months, particularly in participants that reached their individually targeted increase in daily physical
activity.
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Introduction

Increasing physical activity is a viable strategy for improving
both health and quality of life in inactive older adults, who are
a growing public health concern [1]. It is estimated that the
proportion of adults aged 65 years and over will account for
about 11% (939 million) of thetotal global population by 2030
[2]. Increased life expectancy is associated with an increasein
multiple chronic conditions, trand ating into functional disability,
need for assistance, reduced mobility, depression, isolation, and
loneliness [3]. These outcomes are related to functioning and
well-being and fall under the umbrella term quality of life [4].
Earlier efforts of health promotion have primarily focused on
lower mortality rates or reduced diseaserisk. In the past decade,
thereisincreasing concern that quality of life deserves attention
aswell [5].

Previously, we investigated the effects of a 3-month
Internet-assisted intervention directed at increasing daily
physical activity on objectively measured physical activity and
metabolic health in 60-70-year-old inactive individuals. The
intervention was tested in a randomized controlled trial and
comprised of an Internet program—DirectL ife (Philips)—aimed
at increasing physical activity using monitoring and feedback
by accelerometry and feedback by digital coaching. Results
showed that the intervention was effective in increasing physical
activity and in improving metabolic health [6,7].

In this study, our aim was threefold. First, we aimed to assess
if the intervention was aso effective in improving quality of
life. Second, we analyzed the effect on quality of life among
those participants who successfully reached their individually
targeted increase in daily physical activity as indicated by the
DirectLife program. Finally, we performed a dose-response
analysis of increasing physical activity on quality of lifeamong
all participants.

Methods

Overview

Analyses were performed with data obtained from a previously
reported randomized controlled trial—Nederlands Trial Register:
NTR 3045—on the effects of a 3-month Internet-assisted
intervention directed at increasing daily physical activity on
objectively measured physical activity and metabolic health in
60-70-year-old inactiveindividuals. The CONSORT-EHEALTH
Checklist for this tria is included as Multimedia Appendix 1
[8]. Details on study design and intervention content have been
published elsewhere [6]. In short, the study recruited inactive
participants aged 60-70 years from the region of Leiden, the
Netherlands. The presence of an inactive lifestyle was assessed
before randomization by a self-reported physical activity

http://www.jmir.org/2016/4/e74/

questionnaire: the General Practice Physica Activity
Questionnaire (GPPAQ) [9]. This yielded four categories of
physical activity: inactive, moderately inactive, moderately
active, and active. We defined inactive as having less than 3
hours per week of exercise and cycling combined, corresponding
to the inactive, moderately inactive, or moderately active
category. Participants in the active category of the GPPAQ did
not meet inclusion criteria for our definition of an inactive
lifestyle. Participants were considered dligible if they (1) had
no history of diabetes or did not use glucose-lowering
medication, (2) had no disability impeding increasein physical
activity, and (3) possessed and used a personal computer with
Internet connection. At baseline, participants were randomly
assigned to the intervention group or to a waiting list control
group by the study physician or research nurse. Participants
were randomized, via computerized program, into intervention
versuswaiting list control groups at aratio of 1:1, with ablock
size of 12; stratification was performed by sex. Conceal ment
of treatment allocation was ensured by randomizing at the end
of the first study visit, after all baseline measurements and
instructions at the study center were completed. Written
informed consent was obtained from all participants. The study
was approved by the Medical Ethical Committee of Leiden
University Medical Center, the Netherlands.

Intervention

Participants in the intervention group received acommercially
available I nternet-based physical activity program—DirectLife
(Philips, Consumer Lifestyle, Amsterdam, the
Netherlands)—directed at increasing daily physical activity.
The DirectLife program comprised components that are based
on the stages of change and the |-Change model. Briefly, this
model assumesthat behavioral changeistheresult of individual
awareness of one's behavior, motivation to change behavior and
action, and taking into account the individual’s current activity
level; it subsequently provides a personal goa [6,10,11].
DirectLife consists of three elements: (1) an accel erometer-based
activity monitor, (2) a persona website, and (3) a personal
e-coach, who provides regular updates of the individua's
physical activity status by email and gives advice on how to
increase physical activity. By means of these elements, the
program aims to increase awareness about one’s own physical
activity behavior, to give feedback on recent actual physical
activity, and to provide support to make sustainable changesin
physical activity behavior. The activity monitor of DirectLife
is based on the Tracmor triaxial accelerometer, and has been
validated against double-labeled water for the estimation of
total daily life energy expenditure[12]. The DirectLife monitor
is the consumer version of the Tracmor accelerometer.
Participants of the program were instructed to wear the activity
monitor continuously throughout the day to measure daily
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physical activity. Datawere uploaded through a secure Internet
connection to the database of the commercial provider. After
aninitial 8-day assessment period starting 1 week after the study
visit, in which the current level of daily activity was measured,
atarget was set to increase the level of daily activity during a
12-week Internet-based interactive coaching program.
Personalized targets were set by the DirectLife program and
were defined as the absolute increase in physical activity
compared to the individual’s baseline assessment data. For the
whole group, this corresponded to a mean increase of
approximately 10% in daily physical activity at week 12,
increasing at alinear rate per week. All participants were given
the option to decrease the personalized goal, within limits (ie,
minimum of 5% increase in physical activity versus 10%), or
to increase their personalized end goal, dependent on physical
activity level of the last week.

Participants were given a target for daily activity, which
increased weekly, and data from the accel erometer were used
for regular feedback. Coaching included genera
recommendations on physical activities and coaches were
available for further questions and advice by email
correspondence. The control group was placed on a 3-month
waiting list after which they received access to the intervention
program at the end of the study. During the trial, no specific
instructions regarding daily physical activity were given to the
control group.

M easur ements

Enrollment and follow-up took place from November 2011 to
August 2012

Basdline Questionnaire

In preparation of thefirst visit to the study center, all participants
completed an Internet-delivered questionnaire on education,
smoking status, and medical history, including medication use.
Education was categorized aslow (primary education and lower
vocational education), intermediate (secondary education and
intermediate vocational education), or high (high vocational
education and university).

Quality of Life

Health-related quality of life was assessed at baseline and at
3-month follow-up, with the use of the self-administered
standard Dutch paper version of the Research ANd Development
(RAND) 36-item hedlth survey (RAND-36) [13]. The RAND-36
guestionnaire entails eight domains of health-related quality of
life pertaining to both physical and mental health. The domains
of physical functioning (10 items), limitations on usual
role-related activities due to physical health problems (four
items), pain (two items), and general health perception (five
items) comprisethe physical component; the domains of vitaity
(four items), social functioning (two items), limitations on usual
role-rel ated activities dueto emotional or mental problems (three
items), and emotional or mental problems (threeitems) comprise
the mental component. In addition to the eight subscales,
participants were asked to compare their current general health
with their general health oneyear earlier. Scoreson the subscales
range from 0 to 100, with higher scoresindicating better health
or functioning. The total RAND-36 score is the sum of the
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scores on the subscales and ranges from 0 to 800, where O is
the poorest quality of life and 800 the best imaginable. The
RAND-36 is a reliable and valid measure for determining
health-related quality of lifein the elderly [13].

Physical Activity

The primary outcome was the individual's relative change in
activity counts after the intervention compared to baseline,
measured at the right wrist by the activity monitor. At baseline
and 3-month follow-up, daily physical activity was measured
during 7 days following the visit at the study center, using a
wrist-worn triaxial accelerometer—GeneActiv  (Kimbolton,
Cambridgeshire, UK). To assess the primary outcome, we used
accelerometers other than the one included in the intervention
program to avoid interpretation of the intervention as an
outcome. Asaderivative outcome, we cal culated from the wrist
accel erometer the minutes per day spent in moderate-to-vigorous
physical activity (MVPA), which has been validated against
indirect calorimetry [14]. We chose not to report physical
activity in counts, but in the amount of minutesspentin MVPA.
For the elderly, general recommendations entail at least half an
hour of MVPA a least five days a week. While the
recommendations are formulated in terms of minutes spent in
MV PA, the outcome of our study is better interpretableinterms
of guideline adherence. In addition, minutes spentin MV PA as
a derivative outcome for activity counts has been validated
againgt indirect calorimetry. A detailed description of processing
the collected accel erometer datainto activity counts and average
number of minutes, daily, spentin MV PA isdescribed el sewhere
[6]. Outcome assessment was done by an independent researcher
who was blind to study arm allocation.

Successful Use of DirectLife Program

From the intervention group, a subgroup was created including
participantswho successfully reached their individually targeted
increase in dally physical activity as indicated by the
intervention program. An average level of physical activity per
week was calculated from the last 3 weeks of the program and
was compared with the personalized target of the corresponding
week. Because a substantial number of participants reached the
targeted personalized goals at the end of the 12-week program,
but with some variation in the last 3 weeks, we labeled
participants as being successful if they reached their target in
at least 2 of the 3 last weeks of the program [7].

Statistical Analyses

Normally distributed data are shown as means with standard
deviation, skewed data as medians with interquartile range
(IQR). Between-group differences in quality of life after 3
months were analyzed by the intention-to-treat principle with
an independent samples t test. For relative change in MVPA,
the Mann-Whitney nonparametric test was performed. In a
secondary analysis, we included only those participants in the
intervention group who successfully reached the individual,
personalized end goal to increase average physical activity that
was set as part of theintervention program. To investigate if an
increasein physical activity was associated with an improvement
in quality of life, linear regression models were used, adjusted
for age, sex, and body massindex (BMI) [15]. For this purpose,
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physical activity was divided into tertiles based on the change
in minutes spent in MVPA. All analyses were performed with
SPSS version 20.0 (IBM Corp, Armonk, NY, USA). Statistical
significance was accepted at P<.05.

Results

Figure 1 shows the flowchart of included participants. A total
of 235 participants were randomized—119/235 (50.6%)
intervention, 116/235 (49.4%) control—and 96.2% (226/235)
completed the trial—114/226 (50.4%) intervention, 111/226
(49.1%) control. Wijsman and colleagues already reported the
main intervention effects [6]. In short, significant changes in
favor of the intervention group were found for minutes of
MVPA, weight loss, fat percentage, and glycated hemoglobin
(HbA1c) [6]. In addition, in a dose-response analysis, Vroege
and colleagues showed that there was a significant association
between an increasein minutes spentin MV PA and body weight
loss, reduction of BMI, waist circumference reduction, increase
of high-density lipoprotein (HDL) cholesterol, and lowering of
low-density lipoprotein (LDL)/HDL ratio [7].

Table 1 shows the baseline characteristics of the 235 study
participants. The intervention and control groups were similar
for al characteristics. In both groups, most participants were
male, with amean age of approximately 65 yearsold. The study

population was overweight, with a mean BMI of 28.9 kg/m?
(SD 4.7) and 29.1 kg/m? (SD 4.7) in theintervention and control
groups, respectively.

Table 2 describes the change in quality of life for both the
intervention and control groups. After 3 months, a significant
improvement in quality of lifewas seen in theintervention group
compared to the control group for subscales on emotional and
mental health (2.52 vs -0.72, respectively; P=.03, 95% ClI
0.39-6.09) and health change (8.99 vs 2.03, respectively; P=.01,
95% CI 1.60-12.32). No significant between-group differences
were found for all other subscales, nor for the total RAND-36
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score. From the results of the main analyses of Wijsman and
colleagues, we know that accelerometer datawere available for
107 intervention and 109 control participants, and that after 3
months, there was a mean increase of 11.1 minutes (SE 2.1) of
MVPA per day in the intervention group, compared to a mean
decrease of 0.1 minutes (SE 1.5) in the control group (P=.001)

[6].

Further analysis included only those participants in the
intervention group who were successful in reaching their
personalized target after finishing the 3-month intervention
program. This was the case for 50 (42.0%) of the 119
participantsin the intervention group. Similar to the resultsfrom
our primary analysis, a significant improvement in quality of
life was seen in the successful intervention group compared to
the control group for subscales on emotional and mental health
(4.31 vs -0.72, respectively; P=.009, 95% CI 1.26-8.79) and
health change (11.06 vs 2.03, respectively; P=.004, 95% ClI
2.93-15.13). Overall, improvementsin quality of lifewerelarger
in the successful intervention group compared to the overall
intervention group for all subscales, as well as for the total
RAND-36 score (see Table 2).

Table 3 describes the relationship between increase in physical
activity and improvement in quality of life. Increasein physical
activity in the entire sample was divided into tertiles based on
the change in minutes spent in MV PA (see Table 3). Because
of technical errors, data on activity counts were available for
only 211 of the 235 participants (89.8%). With an increase of
MVPA, the total RAND-36 score improved significantly
(Pyreng=-001, 95% CI 0.02-0.09), as well as quality of life
regarding the subscales' usual role-related activities due to
emotional health problems (Pyeg =-03, 95% CI 0.01-0.20),
emotional or mental health (Pyeng=-005, 95% CI 0.10-0.58),
pain (Pyeng=-008, 95% CI 0.06-0.38), vitality (Pyeng=-004, 95%
Cl 0.11-0.54), and genera health perception (Pyeng=-04, 95%
Cl 0.01-0.41). Other subscales were not associated with an
increasein MVPA.
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Table 1. Baseline characteristics of 235 study participants.

Characteristics Intervention group Control group
(n=119) (n=116)
Demographics
Sex (female), n (%) 47 (39.5) 49 (42.2)
Age (years), mean (SD) 64.7 (3.0) 64.9 (2.8)
Degree of self-reported activity, n (%)
Moderately active 41 (34.5) 48 (41.4)
Moderately inactive 36 (30.3) 34(29.3)
Inactive 42 (35.3) 34 (29.3)

Level of education, n (%)

Low 7(5.9) 2(L7)
Intermediate 45 (38.1) 46 (40.0)
High 66 (55.9) 67 (58.3)
Clinical parameters, mean (SD)
Height (cm) 173.6 (9.9) 172.1(9.3)
Weight (kg) 87.4 (15.8) 86.3 (15.8)
BMI2 (kg/m?) 28.9(4.7) 29.1(47)
Physical activity per day, mean (SD)
Minutes spent in moderate-to-vigorous activity, 16.8 (18.6) 14.4 (23.8)
median (IQRP)

Quality of life, © mean (SD)

Physical functioning 83.40 (14.98) 84.61 (15.05)
Social functioning 88.03 (17.63) 86.42 (18.76)
Role limitations (physical problem) 81.30 (32.09) 82.97 (29.41)
Role limitations (emotional problem) 85.99 (28.95) 86.21 (28.51)
Emotional or mental health 77.24 (15.52) 77.31 (15.58)
Vitality 67.48 (17.07) 67.03 (17.69)
Pain 80.04 (20.20) 84.29 (17.03)
General health perception 68.15 (16.34) 67.72 (14.94)
Health change 53.57 (20.40) 51.51 (13.31)
Total RAND-36%€ score 630.86 (120.12) 639.68 (118.64)

3BMI: body mass index.

bIQR: interquartile range.

CScores on the subscales of quality of life range from O to 100, with higher scores indicating better health or functioning.
9RAND-36: Research ANd Devel opment 36-item health survey.

®The total RAND-36 score is the sum of the scores on the subscales and ranges from 0 to 800.
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Table 2. Changesin quality of lifein the control, intervention, and successful intervention group.

Broekhuizen et al

Quality-of-life subscales®  All (=225)

Control group

Intervention group (n=114)

Successful intervention group (n=50)

(n=111)
P (95% ClI) (between P (95% CI) (between
Mean (SE) Mean (SE) Mean (SE) groupsb'c) Mean (SE) groupsb'd)

£®Physical functioning ~ 140(0.77)  0.95(1.01) 1.84(1.16) .56 3.37 (1.60) 19

(-2.14t0 3.93) (-1.21 to 6.06)
A Social functioning -0.44(106) -1.13(1.62) 0.22 (1.37) 53 1.20 (1.95) 39

(-2.82t0 5.51) (-3.04to 7.69)
A Role limitations 0.11(194)  2.03(2.93) -1.75(256) .33 -1.92 (4.28) 45
(physical problem) (-11.44t0 3.88) (-14.20t0 6.30)
A Role limitations -1.04(1.97)  -2.40(2.62) 029(295 .50 0(3.88) 61
(emotional problem) (-5.09t0 10.48) (-6.80 to 11.60)
A Emotional or mental 092(0.73)  -0.72(1.19) 2.52(0.83) ogf 4.31(1.14) .009(1.26 to 8.79)
health (0.39t0 6.09)
A Vitality 1.84(0.83)  0.90(1.09) 2.76 (1.24) 26 4.62 (1.89) 07

(-1.40t0 5.13) (-0.34t0 7.77)
A Pain -0.12(1.09)  -0.74(1.50) 0.48 (1.58) 58 -0.47 (2.04) 92

(-3.07 t0 5.51) (-4.87 t0 5.40)
A General hedlth percep-  0.42(0.77)  0.22 (1.22) -0.09(229) .86 0.38(3.32) 94
tion (-3.8310 3.21) (-4.22 10 4.54)
A Health change 556(1.38)  2.03(1.44) 8.99 (2.29) .01(1.60 to 12.32) 11.06 (2.28) .004(2.93 t0 15.13)
A Total 2.75 (5.55) -0.89 (7.57) 6.28 (8.13) 52 1148 (11.96) .37

(-14.75 t0 29.09)

(-14.80 to 35.54)

RAND-36%" score

33cores on the subscales range from 0 to 100, with higher scores indicating better health or functioning.
by ndependent samplest test.

CDifference between control and intervention group.

dDifference between control and successful intervention group.

Represents change in subscale score from baseline to follow-up.

P valuesinitalics represent significant values.

9RAND-36: Research ANd Development 36-item health survey.

P The total RAND-36 score i's the sum of the scores on the subscales and ranges from 0 to 800.
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Table 3. Dose-response relationship of the change in minutes spent in moderate-to-vigorous physical activity with quality of life.

Charecteristics Tertiles of A® moderate-to-vigorous physical activity (minutes per day)

Low (n=69) Middle (n=72) High (n=70) pb (95% CI)

A Moderate-to-vigorous physical activity (minutesper  -7.80 (10.65) 2.20 (3.20) 19.40 (20.00) N/AS

day), median (IQR%)

Quiality-of-life subscales, © mean (SD)
A Physical functioning 1.64 (1.39) 0.73 (1.36) 2.07 (1.38) .26 (-0.10t0 0.37)
A Social functioning -1.22 (1.88) -0.84 (1.84) -1.68 (1.86) 46 (-0.11t0 0.24)
A Role limitations -4.01 (3.60) 1.15 (3.51) 3.48 (3.55) .09 (-0.01t0 0.17)
(physical problem)
A Role limitations -3.62 (3.49) -2.73(3.41) 0.66 (3.45) 03' (0.01 100.20)
(emotional problem)
A Emotional or mental health -0.73 (1.35) 0.78 (1.32) 2.26 (1.33) .005 (0.10 to 0.58)
A Vitality 1.98 (1.49) 0.62 (1.45) 3.55 (1.47) .004 (0.11 to 0.54)
A Pain -2.53 (1.97) 0.47 (1.93) 3.00 (1.95) .008 (0.06 to 0.38)
A General health perception -2.29 (1.62) 1.07 (1.59) 1.44 (1.60) .04 (0.01t00.41)
A Health change 5.14 (2.40) 2.37 (2.35) 9.29 (2.37) .07 (-0.01 t0 0.26)
A Totdl RAND-36%" score -10.77 (9.93) 1.24(9.71) 14.79 (9.81) .001 (0.02 to 0.09)

8Represents change in values from baseline to follow-up.

BLinear regression, adjusted for sex, age, and body mass index (BMI).

%IQR: interquartile range.

dN/A: not applicable.

€Scores on the subscales range from 0 to 100, with higher scores indicating better health or functioning.
P valuesinitalics represent significant values.

9RAND-36: Research ANd Development 36-item health survey.

P The total RAND-36 score is the sum of the scores on the subscales and ranges from O to 800.
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Figure 1. Flowchart of participants. QOL: quality of life.
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Discussion

Principal Findings

In this randomized controlled trial assessing the effect of an
Internet-based intervention on improving quality of life in
inactive older adults, we found a significant improvement in
quality of lifein the intervention group compared to the control
group for subscales on emotional or mental health and health
change of the RAND-36 health survey. Improvementsin quality
of life were particularly observed in those participants in the
intervention group who had successfully reached their
personalized target with the intervention. Furthermore, our
results show that more MVPA is associated with higher
quality-of-life levels.

Earlier, we found that the DirectLife intervention led to
significant improvements of metabolic health and showed a
significant association between an increase in minutes spent in
MV PA and metabolic health outcomes[6,7]. Given the observed
dose-response relationship we have shown between physical
activity and the mgjority of subscales of quality of life, we are
confident that the DirectLife program has induced an
improvement in quality of life through an increase in physical
activity. Our resultsarein accordance with results from previous
experimental studies that showed that an increase in physical
activity had a positive effect on quality of life in older adults
[16,17]. These studies performed no subgroup anayses that
included successful intervention adopters only. Evidence from
a series of randomized controlled trials conducted with frail
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older adults to test the effects of physical activity on quality of
life hasindicated that thereisapositive effect on emotional and
social functioning in particular, and that physical activity did
not exacerbate perceptions of pain[18]. Our resultsalso confirm
these findings, as the intervention particularly induced an
improvement of mentally related subscales of the RAND-36
and did not lead to increased perceptions of pain. It is actually
noteworthy that the effects of DirectLife induced the largest
increases in subscales regarding the emotional component of
quality of life. One of the explanations for this might be the
type of intervention. DirectLife primarily focused on persona
goa setting, aiming for an increase of perceived control,
self-efficacy, and mastery, which probably will induce an
improvement of mental functioning in particular [1,19,20].
Secondly, our sample contained inactive older people, who will
probably more directly experience improvement of mental
functioning, rather than physical functioning. Asthe empirical
evidence regarding the mechanisms underlying the association
between increased physical activity and quality of lifeislimited,
these hypotheses remain speculations and further research on
thistopic is warranted.

Assuming that an increase of =5 pointsin any of the RAND-36
subscales is clinically relevant [21], the clinical relevance of
the significant increasesin the emotional or mental health (2.52
points) and health change (8.99 points) subscales in the
intervention group is moderate to high. Baseline scores on the
RAND-36 were higher than scores observed in ahealthy Dutch
population in a similar age category, particularly for physical
functioning and limitations on usual role-related activities due
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to physical heath problems [13]. Apparently, inactive
60-70-year-olds do not feel hampered in daily functioning
because of physical limitations. For that reason, it islesslikely
that scores on these subscales could have increased to a higher
level. Thisso-called ceiling effect could have contributed to the
lack of intervention effect on RAND-36 subscales regarding
physical functioning.

A limitation of this study arises from the representativeness of
our study sample. Participation was voluntary, which
unintentionally could have led to an overrepresentation of
participants who are highly motivated to increase physical
activity. Also, selecting participants who were able to use the
Internet led to a sample with arelatively high education level.
As a consequence, generalizability of the results toward the
general elderly population is limited. On the other hand, our
study sample contained overweight, inactive older adults with
comorbidities—with exclusion of diabetes—which is
representative of the general population and consequently leads
to increased generalizability. Adults in our study sample are
categorized as being inactive, moderately inactive, and
moderately active based on the GPPAQ categories and
corresponds with less than 3 hours of physical exercise and/or
cycling per week. According to the official GPPAQ guidance
document, the active category is taken as consistent with
achieving goals set by the physical activity (PA) guidelines
relating to time spent in MV PA or vigorous physical activity
(VPA) [9]. It is important to mention that al other categories
require a PA intervention, which was the rationale behind our
choice for this GPPAQ-guided cutoff point for inclusion in the
DirectLife study. The relative short duration of the DirectLife
program (ie, 3 months) should be considered whileinterpreting
the results of this study. Although the effects found on quality
of life seem promising, these need to be reinforced by results
from alonger-term study. In addition, we have not specifically
emphasized the unraveling of determinants of quality of lifein
this study, such as socioeconomic status, family support,
computer literacy, type of environment, and housing status. An
in-depth and adequately designed determinant study would be
useful to unravel theinfluence of these determinants on physical
activity, biomedical outcomes, and quality of life.

An important strength is that we used validated instruments to
measure physical activity and quality of life. However, although
accelerometry is one of the state-of-the-art objective
measurements of physical activity, two comments are

Broekhuizen et al

noteworthy. First, our choices for wearing the accelerometers
on the right side, as well for considering an assessment day as
valid if >10 hours were registered, were arbitrary. A study by
Masse and colleagues critically used the criteria of different
algorithms to reduce accelerometer data on physical activity
and showed that the algorithm we used—minimal amount
needed: 5 days; minimal daily wear: 10 hours—will not lead to
different MV PA scores in comparison to more or less stringent
algorithms [22]. Second, the conversion of accelerometer data
into an accurate and reliable PA measurement is an evolving
topic in PA research. Whether accelerometer data should be
used in the evaluation of PA guideline adherence remainsunder
doubt [23]. In our study, still-limited information is available
on the type of physical activity that was performed. Knowing
whether reduced sitting time or increased cycling or walking
time are responsible for improvements of metabolic outcomes
and quality of life could contribute to moreindividually tailored
advice on how to improve heath and quality of life in the
elderly. For example, ankle-worn accelerometers might yield
datathat is more predictive for other types of physical activity,
such ascycling. Activity counts assessed with use of ankle-worn
accelerometers are available from a subset of our study
population. Thistopic has our attention and isone of the planned
further investigations with data from the study.

Our findings show the feasibility and potential of
Internet-assisted physical activity interventionsin an older adult
population. Based on our findings, we encourage further
implementation of the DirectLife program. The DirectLife
program 2.0 could function as an open-access, Web-based
lifestyle advice tool that can be referred to by general
practitioners and medical specialists, or can be consulted by
inactive older adults. Further development of the program,
however, requiresreinforcement of thefound effectsat alonger
term and optimization of the personaly tailored advice by
including more determinants of physical (in)activity, such as
sitting time.

Conclusions

Our study showsthat an Internet-based physical activity program
was effective in improving health-related quality of life among
inactive 60-70-year-olds that successfully reached their
individually targeted increase in daily physical activity after 3
months, as indicated by the intervention program. Our results
indicate that significant improvements in physical activity can
lead to an improvement of mental functioning in particular.
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Abstract

Background: Most hospitals use paging systems as the principal communication system, despite general dissatisfaction by end
users. To this end, we developed an app-based communication system (called Hark) to facilitate and improve the quality of
interpersonal communication.

Objective: The objectives of our study were (1) to assess the quality of information transfer using pager- and app-based (Hark)
communication systems, (2) to determine whether using mobile phone apps for escalation of care resultsin additiona delaysin
communication, and (3) to determine how end users perceive mobile phone apps as an alternative to pagers.

Methods: We recruited junior (postgraduate year 1 and 2) doctors and nurses from arange of specialties and randomly assigned
them to 2 groups who used either a pager device or the mobile phone-based Hark app. We asked nurses to hand off simulated
patients while doctors were asked to receive handoff information using these devices. The quality of information transfer, time
taken to respond to messages, and users' satisfaction with each device was recorded. Each participant used both devices with a
2-week washout period in between uses.

Results: Werecruited 22 participants (13 nurses, 9 doctors). The quality of the referrals made by nurses was significantly better
when using Hark (Hark median 118, range 100-121 versus pager median 77, range 39-104; P=.001). Doctors responded to
messages using Hark more quickly than when responding to pagers, athough this difference was not statistically significant (Hark
mean 86.6 seconds, SD 96.2 versus pager mean 136.5 seconds, SD 201.0; P=.12). Usersrated Hark as significantly better on 11
of the 18 criteria of an information transfer device (P<.05) These included “enhances interprofessional efficiency,” “resultsin
less disturbance,” “ performed desired functions reliably,” and “allows meto clearly transfer information.”

Conclusions: Hark improved the quality of transfer of information about simulated patients and was rated by users as more
effective and efficient, and less distracting than pagers. Using this device did not result in delay in patient care.

(J Med I nternet Res 2016;18(4):679) doi:10.2196/jmir.4854
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communication; mobile phone; pager; applications; apps, escalation of care; simulation
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Introduction

Failures in communication can have serious and damaging
implications for patient safety [1,2]. Data published by The
Joint Commission in the United States has consistently
highlighted errors in communication as the most common root
cause of sentinel events, with handoff errorsin particular being
implicated in as many as 80% of all adverse events [3-6]. As
such, there is a need for health systems to prioritize the
improvement of communication skills and modalities within
acute health care settings.

In hospitals worldwide, the most widely used communication
system continues to be the 1-way pager device, first introduced
over 50 years ago [7]. Despite its widespread adoption, users
of pagers report the devices to be highly disruptive and
inefficient [8-10]. In most paging systems, a member of staff
sends an alert to a colleague requesting to be called back. The
alert is received as a loud sound with an extension number to
be called shown on the pager’s display. Asthe only information
displayed by the pager is a number to be called, pagers do not
effectively allow the urgency of a message to conveyed.
Furthermore, information cannot betransferred until the receiver
returns the call. Delays in response to a page can cause
frustration, prompting additional pages [11]. The frequent
interruptions caused by repeated pages alongside ineffective
information transfer lead directly to adverse events and safety
events [12,13]. More generally, frontline clinicians report that
pagers have a negative impact on communication, quality of
work, and efficiency [11].

The negative sentiment toward pagersin parallel with advances
in communi cation technol ogies has encouraged many hospitals
to explore alternative solutionsto pager systems. Such solutions
include 2-way alphanumeric pagers, secure short message
service (SMS) text messaging platforms, and task management
systems [14-17]. While an ideal communication tool would
enable bidirectional, rapid, secure, and nondisruptive
transmission of content-rich messages, existing systems have
different limitations that fall short of thisideal [18].

As a result, the uptake of the new technologies in the health
care setting is not yet widespread. Rogers proposed that new
innovations diffuse through five distinct sections of consumer
in the process of widespread adoption: innovators, early
adopters, early majority, late majority, and laggards. Health
care organizations haveinvested heavily in older communication
systemsthat are still functional and have been slow to transition
to emergent technologies. New technol ogies have therefore not
moved beyond the innovators and early adopters [19,20]. In
contrast, in hospitals where pagers remain the principa method
of communication, health professionals areincreasingly taking
things into their own hands and using personal mobile phones
to communicate with colleagues. This can be through a
combination of voice calls, SMS messages, and increasingly
messaging platforms such as WhatsApp (WhatsApp Inc,
Mountain View, CA, USA) [21,22].

Previous systematic reviews of communication systems have
demonstrated improvements in clinicians perception of
communication when using communication systems other than
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pagers. [14] A more recent randomized controlled trial
highlighted the greater employee satisfaction when using mobile
phones for intrateam communication [15]. Mobile phones,
therefore, present a significant opportunity for advances in
interprofessional communication. Clinicians recognize the
advantages that mobile phones offer over paging devices,
specifically increased accessibility, clearer communication, and
the ability to triage messages based on urgency [23,24].

To address the shortcomings of existing communication systems
and take advantage of widespread access to mobile phone
devices, an app-based communication system (ABCS) called
Hark has been devel oped by Imperial College London, London,
United Kingdom. Hark runs over maobile phones and tablet
devices to support clinical task management. In doing so it
builds on the specifications we defined to reduce adverse events
associated with clinical handoff, prioritization of clinical tasks,
failure to rescue, and escalation of care[3,11,25,26].

Hark was designed and developed by a multidisciplinary team
of researchers, clinicians, technol ogists, and software devel opers
according to the Imperial clarify, design, and eval uate approach
to the development of digital health (mHealth) solutions [27].
It was developed building on extensive feedback from focus
group discussionswith multiple stakeholders (including nursing
staff, doctors, and hospital managers) to ensure that all features
of the app are tailored toward end users[11].

Through its design, Hark aims to address the shortcomings of
the pager and the negative perceptions of users specifically
around the time taken to respond to communication episodes
and the quality of information transferred through the device
[10,11,25]. This study aimed to assess the feasibility of using
Hark in the clinical environment by determining whether the
identified shortcomings had been addressed and whether using
an alternative communication system would result in additional
delaysto patient care.

The aims of this study were (1) to assess the quality of
information transfer using pager-based and app-based
communication systems, (2) to determine whether using a
mobile phone app for escalation of care would result in
additional delaysin communication, and (3) to determine how
end users perceive mobile phone apps as an alternative means
of communication to pagers.

Methods

Participants

We approached doctors and nursesworking at a500-bed tertiary
hospital for participation in the study. Participantswere recruited
against the following criteria. Inclusion criteriawere (1) being
adoctor or nurse working in the hospital and (2) working in a
specialty that servesinpatients. Exclusion criteriawere (1) being
a medical or nursing student, (2) being a nurse not directly
involved with the routine care of inpatients (eg, operating room
staff, scrub nurses, (3) being agency (temporary) staff, and (4)
being computer illiterate. Before recruitment, we deemed a
sample size of aminimum of 40 data points to be sufficient on
the basis of previously published literature involving simulation
in the methodology [28-32].
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Study Design

This study used a randomized crossover design. Participants
were randomly assigned into 1 of 2 groups according to a
random number generator. We asked one group to use a
conventional pager deviceto transfer information and the other
to use Hark. Once participants completed the task, they

Figure 1. Design of the study.

£

Data Collection

Participantswere requested to use either apager or Hark to give
or receive information about simulated patients. We produced
6 scenarios, each describing a patient who required input from
a doctor. In order to allow both urgent escalation of care and
routine task management functions to be investigated, the
scenarios varied in terms of the how quickly they required a
response. In the 6 scenarios, 2 patients required immediate
attention, 2 required urgent attention, and 2 required routine
attention. All participates sent or received information about
al 6 scenarios. Figure 2 details the scenarios.

In clinical practice referrals are usually made from nurses to
doctors[8]; therefore, we presented nurse participants with the
above scenarios and asked them to refer the patient to amember
of the research team, who acted as a doctor. Referrals were
made using either a paging device or Hark.
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underwent a 2-week washout period before being asked to
perform similar tasks using the other device. By using such a
study design, we obtained agreater number of data pointsusing
asmaller sasmple size. Furthermore, asall participants used both
devices, they acted as their own internal control to minimize
sampling bias between the groups. Figure L illustratesthe study
design.

We asked doctor participants to carry a device, either a pager
or a mobile phone with Hark installed, during atypical day at
work. A member of the research team then randomly contacted
them through the deviceto refer the patients from the scenarios.
Doctors were able to differentiate messages sent for simulated
patients from those about actual patients, asall pages were sent
from a single telephone number reserved for the purposes of
the study. All messages sent through Hark were about simulated
patients.

These tasks were designed to model the day-to-day use of a
pager devicefor doctorsand nurses. Each participant was asked
to perform thetasks on 2 separate occasions: once using a pager
device and another time using Hark.

We collected data from observation and monitoring of
participants during the task and from feedback questionnaires
given to participants after the task was compl eted.
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Figure 2. QOutline of clinical scenarios. SpO,: oxygen saturation.
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Scenario 1
2 days post operative Hartmann’s procedure for
perforated diverticulitis

Previous Medical History: Chronic Obstructive
Pulmonary Disease, Diabetes Mellitus, Hypertension
Patient appears breathless, distressed and anxious.
Complaining of chest pain in right side of chest.

Latest Observations

Blood Pressure 125/78; Heart Rate 120; Respiratory
Rate 35; SpO2 88% on 2L via nasal cannula;
Temperature 37.2

Current medications- Acetaminophen, Oramorph,
Ceftrioxone, Metronidazole, Metformin, Ramipril,
Hartmann's Solution

Scenario 2

Admitted 2 days agowith Pulmonary Edema
Previous Medical History: High Cholesterol,
Hypertension, Heart Failure, Angina

Complaining of chest pain in left side of chest similar
to previous angina. Patient appears to bein pain and
sweaty. Developed sudden onset chest pain 10
minutes ago.

Latest Observations

Blood Pressure 110/75; Heart Rate 120; Respiratory
Rate 28; Sp0O2 96% on 2L via nasal cannula;
Temperature 36.8

Current Medication: Simvastatin, Bisoprolol, Ramipril,
Aspirin, Furosemide, Glyceryl Trinitrate,
Acetaminophen

Scenario 3

Patient was admitted on todays surgical take with
appendicitis. She has been kept nil by mouth to be
operated tomorrow morning and has been put on a
Variable Rate Insulin infusion (Sliding scale Actrapid).
Previous Medical History: Diabetes Mellitus

Her latest Capillary Glucose was 7.6 and her current
bag of 5% dextrose will be finished in 45 minutes.
She has no further bags of 5% dextrose written up to
continue after this bag.

Latest Observations
Blood Pressure 120/80; Heart Rate 84; Respiratory
Rate 18; SpO2 96% on air; Temperature 36.0

Current medications- Acetaminophen, Oramorph,
Variable Rate Insulin Infusion

Scenario 4

Admitted from Nursing Home today with fevers and
dysuria. Working diagnosis is a Urinary Tract Infection
Previous Medical History: High Cholesterol, previous
fracture of neck of left femur

Patient was walking back from toilet when slipped
while trying to getback into bed. Did not hit her
head, able to stand back up herselfand get back into
bed. Movingall 4 limbs without pain. Oriented to
time and place.

Latest Observations
Blood Pressure 124/82; Heart Rate 83; Respiratory
Rate 15; SpO2 98% on air; Temperature 36.4

Current Medication: Trimethoprim, Simvastatin, 0.9%
Saline

Featuresof Hark

A full overview of the Hark platform and product overview can
be seen at the Hark website [33]. Individual s register with Hark,
creating a user profile from which they are able to send or

Scenario 5

4 days post Femoro-Popliteal bypass surgery
Previous Medical History: Atrial Fibrillation;
Hypertension

Day team forgot to prescribe warfarin. The patient
requires warfarin as he has Atrial Fibrillation. The
latest INR was 1.8 taken yesterday. Patient s
otherwise well.

Latest Observations
Blood Pressure 135/89; Heart Rate 89; Respiratory
Rate 18; Sp02 96% on air; Temperature 36.5

Current medications- Acetaminophen, Oramorph,
Warfarin, Ramipril, Bisoprolol, 0.9% Saline
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Scenario 6
Post Inguinal Hernia repair (operated today)
Previous Medical History: Nil

Patient had to stay in overnight as he developed
post-operative urinary retention. The patientand his
family are very concerned as to why the patientis
being kept overnight and would like to speak to a
doctor. The patient has been catheterized by the day
team and is otherwise well

Latest Observations
Blood Pressure 117/75; Heart Rate 67; Respiratory
Rate 18; SpO2 98% on air; Temperature 36.4

Current Medication: Acetaminophen, Oramorph

recelve messages. Their profiles contain information about their
clinical role, experience level, and contact details.

To assign atask to colleagues, sendersfirst select a patient and
then enter details about thetask required into a“ new task” form
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in the app. As Hark integrates with the hospital’s electronic
medical records, the form is prepopulated with the selected
patient’s demographic information, recent vital signs, and test
results. Users complete the remaining fields by selecting the
type of task required and filling in free-text spaces with details
about the task. At the end of the form, the sender selects a
colleague to whom to send the task, indicating the urgency of
the task by selecting atime frame for completion.

Once the form is sent, the colleague to whom the task was
assigned receives a notification that atask has been sent to him
or her. As soon as the recipient opens the form in the app, a
notification is generated on the requesting device that the task
has been read. The receiver can choose to accept the task,
delegate it to another colleague, or send comments to clarify
any further questions about the task. Once thetask iscompleted
it is marked as complete on the devices of both the sender and
thereceiver. A full audit trail of all communication episodesis
made providing a contemporaneous record of al events
associated with aclinical task.

M easures

We created specific measures to allow the aims of the project
to be achieved. To determine whether the quality of referrals
differed between the devices, we audio-recorded the referrals
made by nurses using the pager while the data from referrals
made by using Hark were automatically recorded on the app
itself. We then assessed the data against a previously validated
assessment tool called the QUality of Information Transfer Tool
(QUIT) [26]. The QUIT is a 25-item, 7-category assessment
tool comprising core components to measure the quality and
content of information transfer. To ensure consistency when
using the QUIT, 2 independent researchers rated each referral.

Thetimetaken for doctors to respond to referrals was recorded
to determine whether using a new technology for escalation of
care results in additional delays in communication. For the
pager, we defined this as the time between when a page was
sent and when a call was received in response to the page. For
Hark, we defined this as the time between when atask was sent
and when the device received a “message read” notification.
The message read notification was deemed appropriate as a
response, as this was the point (when using Hark) where
information has been transferred from the sender to the receiver.
By reading the message, the receiver can decide how quickly
he or she needs to reply on the basis of that information. For
nonurgent task requests, it would be appropriate for them to
prioritize completing an urgent task in front of them above
immediately replying on Hark. Furthermore, the message read
notification provides assurance to the sender that the information
has been viewed and appropriate action will be taken.

Asreferrals are usually made from nurses to doctors, we asked
only nursesto make referrals, and therefore we used the QUIT
only for nurse participants. Similarly, aswe asked only doctors
to respond to referrals, we collected data about the time taken
to respond only for doctor participants.

Finally, to determine how end users perceive mobile phone apps
as an aternative means of communication to pagers, we asked
all participants to compl ete a questionnaire. The questionnaire

http://www.jmir.org/2016/4/e79/
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asked participantsto express their degree of agreement with 18
statements on a 5-point Likert scale. The statements correlated
with the key requirements of a communication system that
emerged from previously published research [11]. We sought
trust ethical approval from the Imperial Joint Research
Compliance Office, but because it was a simulated study that
didn'tinvolve real patients, project approval alone was advised
to be sufficient.

Data Analysis

We analyzed data using SPSS statistics version 22 (IBM
Corporation). We conducted descriptive analysis of the
sociodemographic information.

Statistical analysis was performed to assess whether any
significant differences existed in the performance of either
device according to the QUIT scores, response times, and
participants’ feedback. Aside from the time taken to respond to
messages, the datawere not normally distributed; therefore, we
report median values and used the Wilcoxon test for
within-group analysis. For the time taken to respond, we report
mean values and used the paired-samplest test for within-group
analysis. Spearman correlation coefficient was used to assess
whether there was any relationship between the participants
age and their evaluation of the device.

Statistical significance was accepted at alevel of P<.05.

Results

Participants and Demographics

We included atotal of 22 participants in the study, of whom 9
were doctors and 13 were nurses. All participants used both
Hark and the pager device, which gave atotal of 44 data points.

All doctors who participated were junior doctors (postgraduate
year 1 and 2) with a mean age of 25 (range 24-28) years. Of
the 9 doctor participants, 7 were female and 2 were male.

The seniority of nurses ranged from licensed practical nurses
(pay scale band 5 in the United Kingdom) to advanced practice
registered nurses (band 8) with amean age of 38 (range 25-55)
years. Of the 13 nurse participants, 7 were female and 6 were
male.

The sampleincluded representatives from medical and surgical
specialties, along with psychiatry and pediatrics.

Statistical Analyses

Quality of Information Transfer

The quality of the referrals made by nurses was significantly
better when using Hark, with higher overall scoreswhen using
Hark than when using a pager device (Hark median 118, range
100-121 versus pager median 77, range 39-104; P=.001)
(Figure 3). For all 7 categories, nurses were found to perform
significantly better when using Hark (P<.05). Furthermore, 22
of the 25 QUIT items were conveyed significantly more
frequently when using Hark. Therewas no significant difference
inthefrequency of communicating the“ patient name,” “ patient
location,” “responsible consultant [clinician],” and “current
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treatment to date.” These results provide good evidence that
Hark improves the quality of referrals (see Table 1).

Time Taken to Respond to Device

Doctors responded to messages using Hark more quickly than
when responding to pagers, although this difference was not
statistically significant (see Table 2). There was also no
statistically significant difference when comparing response
times to messages requiring immediate, urgent, and nonurgent
response.

Evaluation of the Device

Hark was found to perform significantly better on 11 of the 18
criteriaof aninformation transfer device (P<.05; Table 3). These

Patel et a
included “enhances interprofessional efficiency,” “results in
less disturbance,” “performed desired functions reliably,” and
“alows me to clearly transfer information.” On the remaining
7 items, users rated Hark as better than or equal to the pager,
but the difference was not statistically significant. Users also
reported agreater overall satisfaction when using Hark, although
this difference was also not significant (Hark median 4, range
1-5 versus pager median 3.5, range 1-5; P=.24).

Older usersweremorelikely to rate the pager highly on enabling
them “to both send and receive communications” (correlation
coefficient 0.538 P=.01). Age did not correlate with ratings of
either device on any other criteria (Table 4).

Figure 3. Box plots of overall quality of information transfer (QUIT) scores between devices. Asterisks and dot represent outliers.
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Table 1. Quality of information transfer scores for use of Hark versus a pager.

Categories and items Hark Pager P vaue
Median Range Median Range
1) Communicator identities 15 11-15 7 3-13 .001
Clearly communicates initiator identity (include grade and specialty) 5 55 4 1-5 .004
Clearly confirms appropriate receiver identity (include grade and specia- 5 55 2 14 .001
ty)
Establishes rapport and mutual respect 5 15 3 15 .004
2) Patient identity 16 11-18 11 717 .003
Clearly communicates patient name 5 45 4 15 .03
Clearly communicates patient location 5 1-5 5 2-5 .33
Clearly communicates responsible consultant 1 1-3 1 1-5 91
Clearly communicates age/date of birth 5 4-5 1 1-5 .002
3) Clinical details 14 9-15 11 3-14 .003
Clearly articulates working diagnosis 5 35 4 1-5 .009
Clearly communicates relevant history (including recent operationand 5 1-5 4 1-5 .004
date)
Outlines current treatment to date 5 2-5 3 15 .03
4) Problem 30 25-30 18 11-28 .001
Clearly describes current problem with patient 5 55 4 35 .01
Communicates relevant vital signs and fluid balance 5 35 4 2-5 .004
Describes patient assessment and examination findings 5 2-5 3 14 .002
Outlines relevant investigation results to date 5 35 3 14 .001
Effectively prioritizes clinical issues 5 55 2 15 .002
Clearly communicates degree of urgency 5 55 2 1-5 .003
5) Plan 15 12-15 11 5-14 .002
Clearly definesthereason for thecall (eg, advice, patient review, transfer) 5 35 4 2-5 .002
Definitively resolves questions and ambiguities about patient care 5 45 3 14 .002
Agrees plan for ongoing care for patient 5 35 4 1-5 .02
6) Overall quality of information presentation 30 17-30 18 8-29 .001
Uses clear, understandabl e |anguage throughout 5 55 4 2-5 .002
Presents information in a structured and logical order 5 55 3 1-5 .002
Used available documentation to structure handoff 5 35 5 1-5 .003
Selected and communicated all relevant information 5 55 3 15 .002
Completed information transfer without digressing 5 55 3 1-5 .002
Overall quality of information transfer 5 4-5 3 14 .002
Total score 118 100-121 7 39-104 .001
Table 2. Time taken to respond to various types of messages transmitted by Hark versus a pager.
Type of message Hark Pager P value
Mean SD Range Mean SD Range
All messages, time in seconds 86.6 96.2 2-416 136.5 201.0 4-900 A1
Immediate messages, time in seconds 126.0 1284 2-416 80.6 81.2 4-300 22
Urgent messages, time in seconds 68.1 84.3 4-286 130.2 168.0 9-585 A2
Nonurgent messages, time in seconds 65.8 52.9 8-195 198.8 289.4 15-900 .07
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Table 3. Performance of Hark versus a pager as evaluated by agreement on a 5-point Likert scale with criteriafor an information transfer device.

Statement Hark Pager P value
Median Range Median Range

I do not need to be in a specific location within the hospital to initiate or receive 5 15 5 15 .15
communication through this system
| am able to send or receive sufficient levels of detail through this system 5 1-5 4 1-5 31
It enhances interprofessional collaboration and efficiency 4 1-5 3 2-5 .01
It resultsin fewer interruptions 5 2-5 2 1-5 .001
It resultsin less disturbance from interruptions 4 2-5 2 1-5 .003
It minimizes the time between sending a message and receiving the desiredre- 4 1-5 3 1-5 22
sponse
It makes it easy to contact colleagues in times of need 4 1-5 35 2-5 37
It discourages transfer of unnecessary information 4 1-5 3 1-5 .07
It issimple to operate 4 25 4 25 .75
It allows me to both send and receive communication 5 1-5 4 1-5 .003
It allows me to clearly transfer information about tasks and patients 5 1-5 4 1-5 .01
It allows meto easily delegate tasks or patients to colleagues 5 35 3 1-5 .001
It allows me to access patient information 4 2-5 2 1-5 .001
It allows me to prioritize messages according to urgency 5 1-5 25 1-5 .002
It performs the desired functions reliably, with minimal occurrence of malfunc- 4 2-5 35 1-5 .01
tions
It can be stored as evidence that communication occurred 5 15 2 15 .001
It can allow athird person to differentiate between different sendersand receivers 5 1-5 2 1-5 .001
I would be setisfied if this was the primary system used for communicationbe- 4 1-5 35 1-5 24
tween wards staff and doctors
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Table 4. Correlation between age of participants and their rating of a device by agreement with evaluation criteria.

Statement Hark Pager

Spearman P value Spearman P value

correlation correlation

coefficient coefficient
| do not need to be in a specific location within the hospital to initiate or receive  —.160 48 -125 .58
communication through this system
| am able to send or receive sufficient levels of detail through this system -.162 A7 .155 49
It enhances interprofessional collaboration and efficiency 118 .60 .196 .38
It resultsin fewer interruptions =175 44 .381 .08
It results in less disturbance from interruptions -203 37 417 .05
It minimizesthetime between sending amessage and receiving the desired response  .032 .89 216 34
It makes it easy contact colleagues in times of need .100 .66 —-.260 .24
It discourages transfer of unnecessary information .096 .67 400 .07
It issimple to operate -.051 .82 72 45
It allows me to both send and receive communication -301 17 538 .01
It allows meto clearly transfer information about tasks and patients -.076 74 .041 .86
It allows me to easily delegate tasks or patients to colleagues -.013 .96 417 .05
It allows me to access patient information -.087 .70 .287 .20
It allows me to prioritize messages according to urgency .066 a7 .075 74
It performsthe desired functionsreliably, with minimal occurrence of malfunctions —.147 51 254 .26
It can be stored as evidence that communication occurred -.376 .09 -394 .07
It can allow athird person to differentiate between different senders and receivers  —405 .06 .262 .24
I would be satisfied if thiswasthe primary system used for communication between .035 .88 271 22

wards staff and doctors

Discussion

Our study aimed to investigate the efficiency of a user-centered
ABCS compared with a pager device for interprofessional
communication in hospitals. It compared the quality of
information transfer during apatient referral, the time taken for
users to respond to referrals, and user perceptions of
interprofessional communication using mobile phone apps as
an alternative means of communication to pagers.

We found the quality of information transfer to be higher when
using the Hark app than when using the pager. Further analysis
of the results revealed that. aside from 3 parameters (patient
name, location, and responsible clinician), all relevant pieces
of information were transferred significantly more frequently
when using Hark than when using a pager. To transfer
information using Hark, users must complete severa fields,
each of which correspondsto a piece of information that needs
to be transferred. As such, the task entry form is a template.
with each field serving as a prompt to ensure more complete
information transfer [34]. Thisisin contrast to the pager, where
the only information transferred is a number to be called back
(see Figure 4).

There was no field for entering the name of the responsible
clinician, which may explain the equal frequency of information
transfer of this parameter when using Hark or the pager. The

http://www.jmir.org/2016/4/e79/

other 2 parameters that we found to be nonsignificant (patient
name and location) were so essential and intuitive for areferral
that prompting should not be necessary to ensuretransfer of the
information.

The data demonstrated no significant difference in the time
taken to respond to messages sent through either device. Is it
noteworthy that, despite using anewer devicewith littletraining
and limited prior experience of it, users did not take longer to
respond to referrals sent using Hark. It should be noted that the
time taken to respond to messages was defined differently
according to the device used. When using Hark, response time
was defined as the time taken to receive a message read
notification. When using the pager, thiswas defined asthetime
taken for the receiver to return the call. This may introduce
some biasin favor of Hark; however, thisis areflection of how
reading a message through Hark results in earlier transfer of
information. This suggeststhat in aclinical setting using Hark
would not result in any additional delay over using apager when
contacting colleagues for escalation of care purposes. Indeed,
Joseph et al found that at a hospital that used mobile phonesin
theclinical environment, usersreported areduction in physician
response time to both routine and critical patients compared
with when using pagers [23].

Users of Hark reported that it performed significantly better
than the pager on most of the parameters we assessed.
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Specifically, they perceived Hark to be significantly better at
enhancing interprofessional collaboration, reducing disruption,
enabling task prioritization, and improving reliability. There
were no instances in which users reported better performance
when using the pager. This suggests that the participants of this
study would support switching the devices used on wards from
pagers to app-based systems [35]. These findings support the
conclusions of other studies in the literature that explore
atnernatives to the pager. Interventions such as 2-way
alphanumeric pagers, task management systems, and secure
text messaging platforms all result in users reporting improved
efficiency in communication and reduced disruption [14,15,36].

Using an ABCS offers several benefits for patients, health care
professionals, and managers alike. As we have shown, using
Hark resultsin a higher quality of information transfer, which
results in clearer communication and may lead to improved
patient care. Using Hark alows health care professionals to
communicate more effectively, resulting in greater
interprofessional collaboration and less disruption to their work.
As all communication is stored and indexed according to the
type of tasks requested, Hark offers managers fresh insights
about the most frequent types of tasks performed in their
hospitals and thus supports decision making about resource
workforce management. The audit trail provided by Hark would
alsofacilitate incident investigation and keeping staff portfolios

Patel et &l

and logbooks. It isimportant to be aware of possible unintended
consequences when using an ABCS. As more information is
transferred over the technology, the number of verbal and
face-to-face communications may decrease, negatively affecting
workplace relationships. Furthermore, complex situations may
be oversimplified when communi cated over an ABCS, resulting
in greater back-and-forth messaging for clarification [37].

Whilethere are many demonstrable benefits of usingan ABCS,
some essential pieces of infrastructure need to bein place before
it can be widely adopted in the health care setting. First, there
must be secure Internet or mobile phone coverage throughout
the hospital to allow users to be able to send and receive
information regardless of their location. This is particularly
important if time-critical information regarding deteriorating
patientsis to be sent over Hark, as delays in escalation of care
are associated with adverse outcomes[25]. Second, asthe ABCS
requires a mobile phone for use, all health care workers must
have access to a mobile phone or tablet device. Although most
health care workers already carry personal mobile phones,
provision of mobile phones or tablets should be considered for
staff who do not have access to a device [38]. Third, the app
must be constantly running on the mobile phone device, which
will challengethe battery life of most popular devices. Assuch,
hospitalsthat use Hark must ensure widespread accessto mobile
phone charging facilities.

Figure 4. Information about a simulated patient displayed in messages sent over Hark and a pager.
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Limitations

This study has certain limitations, which future research should
seek to address. First, this was a single-center study in a
simulated setting. Hark should be tested across other sites in
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different geographic areas to determine whether the results
obtained in this study can be replicated. As the study used 6
simulated cases as opposed real patient situations, participants
may have eval uated the devices differently from how they would
haveif wehad usedinreal clinical scenarios. In particular, users
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may have found Hark to be less disruptive when using these 6
scenarios than they would have when considering more cases
with real clinical care.

Doctors awareness before responding that all cases were about
simulated patients may have influenced how quickly they
responded to messages during our study. They may have
deprioritized their response to messages about simulated patients
or may have responded more quickly when using a preferred
technology. To minimize this preference bias, we did not tell
participants that we would be monitoring their response time.
Future studies could aim to minimize this bias further by
blinding participants between messages about simulated and
actual patients.

It should also be noted that the sample of doctors who
participated in this study consisted only of junior doctors.
Although our results did not demonstrate arel ationship between
age and evaluation of the devices used, future research should
include al grades of doctor to minimize any potential bias
introduced by the age of the participant. It should also be noted
that, although the study had a limited sample size of 22, the
crossover design of the study allowed alarger number of data
points to be collected from a smaller number of participants.
The sample size wastherefore sufficient to providethe required

Patel et &l

number of data points. The crossover design provided the
additional benefit of minimizing bias between groups.

Theimplication of thisstudy isthat teamsusing Hark in clinical
practice can transfer information more effectively so that
clinicians can potentially prioritizetheir patients using objective,
physiological parameters. This may result in fewer treatment
delays and prevent avoidable harm [39-41]. Future research
should aim to assess how the ABCS performs in a clinical
environment when in use as a principd modality of
communication and should include analysis of whether use of
Hark has animpact on error rates and avoidabl e adverse events.
Using the ABCSfirst in a pilot ward and then expanding from
there may facilitate these efforts.

Conclusions

This study has investigated an alternative to the pager system
for information transfer and task management. Hark has been
demonstrated to improve the quality of information transfer and
has been rated by users as more effective on several important
measures, without any reduction in user satisfaction in a
simulated environment. Using this device resulted in no delay
in patient care. As one of the vital components of safe clinical
care, improving interprofessional communication is a priority,
and systems such as Hark can support this aim.
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Abstract

Background: Dementiaisamajor public health problem, and repeated cognitive data from large epidemiological studies could
help to devel op efficient measures of early prevention. Data collection by self-administered online tools could drastically reduce
thelogistical and financial burden of such large-scale investigations. In this context, it isimportant to obtain data concerning the
comparability of such new online tools with traditional, supervised modes of cognitive assessment.

Objective: Our objective wasto compare self-administration of the Web-based NutriNet-Santé cognitive test battery (NutriCog)
with administration by a neuropsychologist.

Methods: The test battery included four tests, measuring, among others aspects, psychomotor speed, attention, executive
function, episodic memory, working memory, and associative memory. Both versions of the cognitive battery were completed
by 189 volunteers (either self-administered version first, n=99, or supervised version first, n=90). Subjects also completed a
satisfaction questionnaire. Concordance was assessed by Spearman correl ation.

Results: Agreement between both versions varied according to the investigated cognitive task and outcome variable. Spearman
correlations ranged between .42 and .73. Moreover, amajority of participants responded that they “ absolutely” or “rather” agreed
that the duration of the self-administered battery was acceptabl e (184/185, 99.5%), that the tasks were amusing (162/185, 87.6%),
that the instructions were sufficiently detailed (168/185; 90.8%) and understandable (164/185, 88.7%), and that they had overall
enjoyed the test battery (182/185, 98.4%).

Conclusions. The self-administered version of the Web-based NutriCog cognitive test battery provided similar information as
the supervised version. Thus, integrating repeated cognitive evaluations into large cohorts via the implementation of
self-administered online versions of traditional test batteries appears to be feasible.

(J Med Internet Res 2016;18(4):e68) doi:10.2196/jmir.4862
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Introduction

More than one third of the population in more developed world
regions will be aged 60 years and older by the year 2050,
according to estimates published in aUnited Nationsreport [1].
This population aging is taking place worldwide and is
associated with asignificant increase in the burden of age-related
cognitive decline [2]. According to the 2009 World Alzheimer
Report [3], the number of dementiacasesis estimated to double
every 20 years. Given the major social and economic
consequences of dementia, age-related cognitive declineisone
of the key public health problems of our time.

Current evidence consistently indicatesthat Alzheimer’sdisease
diagnoses are preceded by avery long pre-dementia phase[4-8].
Moreover, various studies suggest that this phase begins
relatively early in life, indicating that studies on determinants
of cognitive aging should focus on midlifefactors[9-15]. Hence,
longitudinal studies with available data on midlife risk factors
and with repeated cognitive data are well adapted for the
investigation of potential targets for early preventive measures
[11]. Yet, the high logistical and personnel-related costs of
traditional neuropsychological evaluations (ie,
neuropsychological interviews or paper-and-pencil tests with
supervision by trained personnel [16]) present major feasibility
problems for epidemiological studies with large sample sizes.
Thus, there has been a growing interest in the development of
computerized cognitive evaluations as these allow for
standardized, repeated procedures, systematic scoring, and
automated saving or data management [17,18].

Two recent reviews of the literature have counted atotal of 13
different computerized cognitive test batteries that are adapted
to the context of age-related cognitive impairment or dementia
[17,18]. Of these, only four are fully self-administered: the
Computer-Administered Neuropsychological Screen for Mild
Cognitive Impairment (CANS-MCI) battery, the Central
Nervous System Vital Signs (CNS Vital Signs) battery, the
MicroCog: Assessment of Cognitive Functioning (MicroCog)
battery, and the Computer Assessment of Mild Cognitive
Impairment (CAMCI) battery. One further battery, the
Cambridge Neuropsychological Test Automated Battery
(CANTAB) was described as “largely independent of verbal
instructions.” Such fully self-administered batteries that do not
rely on examiners to explain instructions or to supervise the
completion of tasks are of interest for multiple reasons.
Logistical and personnel costs can be further reduced, effort
and time investment for participants are lower (since testing

http://www.jmir.org/2016/4/e68/

Assmann et al

can be done at home), and an integration of cognitive evaluations
into large-scale epidemiological studies is possible. However,
it is important to assess the concordance of such a fully
self-administered mode of administration with a* supervised”
mode of administration. A supervised mode of administration
ischaracterized by the presence of atrained examiner who gives
test instructions, supervises the completion of the battery, and
isavailable to help in the case of comprehension problems.

The objective of this study was to compare these two types of
administration (fully self-administered versus supervised) with
respect to a cognitive test battery (ie, NutriCog) that was
specifically developed for the French NutriNet-Santé cohort.

Methods

Choice of the Cognitive Tasksto Includein the
NutriCog Battery

The selection of the cognitive tasksincluded in our battery was
based on a literature review of available computerized
neuropsychological  batteries [17,18]. Three important
considerations guided our choices. First, the tasks had to be
feasible in the context of an entirely Web-based battery (in
relation to connection speed limitations, the use of mouse and
keyboard instead of stylus pens, etc). Second, given our
objective to study long-term age-related cognitive decline
starting from midlife, the tasks had to reflect cognitive processes
that have been shown to show dight functional changesin early
aging (ie, episodic memory, attention/working memory, and
highly integrated executive functions) [16,19]. Third, the
selected tasks had to be derived from robust, previously
validated neuropsychological paradigms. The tasks that were
finally chosen to be part of our battery are described in Table
1. Briefly, thefirst task (“Click™) consistsof connecting numbers
(in ascending order) asfast as possible, the second task (“Maze”)
consists of discovering a labyrinth route while respecting a
certain number of rules, the third task (“Cards’) is a
matching-to-sample task presented as a card game, and the
fourth task (“Marbles’) consists of memorizing and recalling
the color pattern of several marbles with a specific location on
the screen. The specific realizations of all tasks except the
Click-task are randomly generated at the beginning of each
session and were thus not identical across the two modes of
administration (fully self-administered/supervised). For example,
participants were confronted with distinct labyrinth routes for
each of the two completions of the test battery (fully
self-administered/supervised).
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Table 1. Description of the cognitive test battery, NutriNet-Santé Study.
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Task Cognitive processesinvolved  Task description Outcome variables
name
Click Visual-motor coordination, Numbers (1-5) are connected in ascending order (asfastas ~ Mean time taken (seconds)
psychomotor speed, selective  possible). A set of three consecutive trials is completed. The
atention task is similar to part A of the Trail Making Test?
Maze Episodic memory, procedural A labyrinth path is discovered by the participant, who hasto  Total time taken (seconds); number of
(Maze A, memory, working memory, vi- respect several different rules. First, aset of three consecutive total clicks (n); number of total errors
MazeB) suospatia attention, executive trialsis completed. Next, after performing the Cardstask, the (n)—These variablesare calculated sep-
function (planning, inhibition, Marblestask, and a supplemental unrelated task (withadura- arately for theinitial 3 trials (Maze A)
mental flexibility) tion of afew minutes), the participant is presented with afinal  and thefinal trial (Maze B)
(fourth) trial. The task was adapted from the Groton Maze
Learning test®.
Cards Working memory, executive Matching-to-sample (one-back type) task: cards are continu-  ([1/ (incorrect answers+1000)] /time) *
function (inhibition, mental ously presented to the participant, who must decide whether 100,000
flexibility), sustained attention or not a presented card is the same as the one shown just be-
fore.
Marbles  Visual memory, episodic The participant is presented with a central marble and several  ([1/ (incorrect answers+1000)] /time) *

memory, associative memory

colored peripheral marbles. First, the color patterns of each
marble have to be memorized. Second, the colors of the pe-
ripheral marbles disappear and the central marble continuously
takes on different colors, and the participant has to click on
the peripheral marble corresponding to the color shown.

100,000

3Details on the Trail Making Test have been published elsewhere [16].

PDetails on the Groton Maze L earni ng Test have been published elsewhere [20].

Development of an Operational Version of the
NutriCog Battery

In order to obtain our final Web-based instrument, the Nutri Cog
battery, the following working steps were undertaken: (1)
adaptation of the task instructions to a self-administered
computerized framework, (2) prototype development, (3) pilot
testing, and (4) revision of the prototype. Pilot testing consisted
of assessing comprehensibility of the instructions, timing, and
potential technical glitches. These pilot tests have been
conducted in our research institute, within a sample of
individual s with varying age, education level, and sex.

Lessons that we have learned during the development of the
operationa version of our battery include the importance of
constructive exchanges within an interdisciplinary team of
neuropsychologists, epidemiologists, and computer scientists
in order to find solutions that are relevant in terms of
neuropsychological paradigms, the planned epidemiological
investigations, and feasibility in terms of software development.
Moreover, multiple rounds of pilot testing within samples of
individuals with diversified characteristics were necessary to
identify software errors and comprehensibility problems, and
to calibrate the display times, for example, messages during the
Maze task or cards during the Cards task.

Design of the Comparison Study

In order to compare the self-administered mode of the NutriCog
Web-based cognitive battery to a supervised mode of this same
battery, we conducted a comparison study in a subsample of
the NutriNet-Santé cohort. Each participant of this subsample
was asked to perform the test battery twice (ie, in both the
self-administered mode and the supervised mode), with an
intermission of about 2 months (mean 73.2, SD 17.2 days) in

http://www.jmir.org/2016/4/e68/

between the two realizations. In order to account for learning
effects that have to be expected when repeatedly administering
cognitive tests[16], we randomized participantsinto two study
groups, differing in the order of administration of thetest battery
version. The respective study groups were named SA-SU
(self-administered version first, supervised version second) and
SU-SA (supervised version first, self-administered version
second). The NutriCog test battery was available on the
NutriNet-Santé personal Internet page of each participant. The
volunteers were asked to use at least 12-inch monitors for
optimal visualization of the tests, to use amouse, and to bein
aquiet place without any disruption.

Prior to administering the battery of cognitive tests, the
participants were asked to complete a short questionnaire
assessing their current mood. At the end of each round of
assessment (ie, self-administered version and supervised
version), participants were presented with a process evaluation
guestionnaire in order to provide feedback on the test battery.
The expected time to complete the battery in full was 20-25
minutes (15-20 minutes for the cognitive tests and 5 minutes
for the questionnaires). Finaly, after the participants had
completed both versions of the test battery, they were presented
with a satisfaction questionnaire, designed to collect information
on the acceptability of the duration of each version of the
battery, the difficulty of the tasks, the presentation and
comprehensibility of the instructions, and the overal
appreciation of the test battery.

Administration of the Two Versionsof the Test Battery

The self-administered version was completed by the volunteers
while aone, following the instructions given on the webpage.
The supervised version was completed with assistance by a
trained neuropsychol ogist, who made ahome-visit appointment
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with each volunteer. The instructions were given orally by the
neuropsychologist, who was also available to answer any
upcoming questions concerning the instructions. All
administrations of the supervised version of the battery were
realized by the same neuropsychologist. There were no other
differences between the two assessment rounds.

Selection of Participantsfor the Comparison Study

The selection processfor our study sampleis presentedin Figure
1. We sedlected a subsample of 1416 participants of the
NutriNet-Santé cohort, viaastratified randomization procedure,
using sex, age group (<50 years, =50 years), and educational

Assmann et al

level (<2 years of higher education, >2 years of higher
education) as dtratification variables. Among those subjects
who agreed to participate, we selected 208 individuals with
varying sex, age, and educational level (our pre-defined
objective was to obtain a final sample of approximately 200
participants) and randomly attributed them to the two study
groups. Of these 208 subjects, 14 were excluded because they
did not validate both versions of the test battery, and 5
individuals were excluded because serious technical (ie,
computer-rel ated) problems had occurred asthey completed the
battery. Thus, our final study sample consisted of 189
participants (group SA-SU: n=99; group SU-SA: n=90).

Figure 1. Selection of participants and attribution to the study groups SA-SU (self-administered version first, supervised version second) and SU-SA

(self-administered version first, supervised version second).

208: Willing to participate in the
comparison study and randomized
(107: group SA-SU; 101: group SU-SA)

14: Excluded due to non-validation of

v
194: Validated both rounds of
assessement
(103: group SA-SU; 91: group SU-SA)

at least one of the two rounds of
assessment

5: Excluded due to serious technical

v

189: Included into our final study sample
(99: group SA-SU; 90: group SU-SA)

Statistical Analyses

Creation of Composite Variables

For the Cards and Marbles tasks, composite variables relating
the number of incorrect answersto the time taken were created,
as both the quality of the responses and the rapidity of task
completion are important for the evaluation of performances
on these tasks. The following formula was applied in order to
relate incorrect answers to time while obtaining readable (ie,
not too small) values and improving the normality of the
distribution: ([1/(incorrect answers+1000)] /time) *100,000.
For these composite variables, higher scores indicate higher
performances, whilefor all other variables, lower scoresindicate
higher performances.

Descriptive Analysis

Participant characteristics were presented as n and % or p50
and p25, p75 (ie, 50"and 251, 75"percentile) and differences
across study groups were tested via chi-sguare tests and
(nonparametric) Wilcoxon rank-sum tests, respectively. In order
to detect potential |earning effects, median performances on the
first administration and on the second administration of the
battery were tabulated and compared via nonparametric paired
tests (Wilcoxon signed-rank tests). Furthermore, we tabulated
median performances according to test battery version
(self-administered, supervised) as p50 and p25, p75. Finaly,
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problems

Spearman correl ations between the different cognitive outcomes
variables were tabul ated.

Concordance Analysis

Concordance between the two versions of the test battery was
estimated via Spearman correl ation coefficients (presented with
their P values). We decided to use Spearman correl ations as our
main statistical indicatorsin order to facilitate a comparison of
our results with other methodological articles on computerized
cognitive test batteries, which mostly report Pearson or
Spearman correlations [18]. Spearman correlations were more
adapted to our data than Pearson correlations as the cognitive
outcome variables were not normally distributed.

Spearman correlations were presented for the whole study
sample and stratified by age (<50 years, =50 years), educational
level (<2 years of post-high school education, >2 years of
post-high school education), sex, and Web experience (Web
novice, Web expert). Participants reporting that they were
“inexperienced” or “beginners’ interms of Internet knowledge
were designated as “Web novices’ and participants report
“advanced” or “expert” Internet knowledge were designated as
“Web experts”

Finally, participants’ responsesto the satisfaction questionnaire
were tabulated as n and %. All analyses were conducted with
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SAS, version 9.3, and al statistical tests were two-sided with
asignificance level of .05.

Results

Our study sample had a median age of 57 years and 61.9% of
the participants were women. Participant characteristics
according to study group are presented in Table 2. Individuals
in the SA-SU group were younger than participants in the
SU-SA group and more frequently reported an advanced or
expert level in Internet knowledge. In terms of gender,
educational level, occupational category, and type of Internet
connection, no significant differences between groups were
observed.

Table 3 presents performances on the different cognitive tasks
according to time of administration of the cognitive battery (first
administration versus second administration). Except for the
time taken on the “Click” task and for the “Marbles’ task
composite variable, the performances on the cognitive tasks
were systematically better for the second administration.

For illustrative purposes, performances on cognitive tests
according to version of the test battery (self-administrated,
supervised) are presented in Multimedia Appendix 1.
Multimedia Appendix 2 shows Spearman correlations among

http://www.jmir.org/2016/4/e68/
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the different cognitive test variables for the self-administered
version of the test battery.

Table 4 shows Spearman correlation coefficients as measures
of concordance between cognitive performances according to
version. Spearman correlations ranged between .42 and .73.
Thelowest correlations were observed for the outcome variables
“mean number of clicks” and “mean number of total errors’ of
theMazetask (Maze A and Maze B): here, Spearman correlation
coefficients ranged between .42 and .43.

Multimedia Appendix 3 shows Spearman correlation coefficients
stratified by age group, educational level, sex, and Web
experience. The coefficientsranged from .21-.80 and tended to
be highest among participants who were higher educated and
who had better Internet knowledge. However, thesetrendswere
not consistent across all outcome variables.

Tables 5 and 6 present the responses of participants to the
satisfaction questionnaire. Notably, a majority of participants
responded that they “absolutely” or “rather” agreed that the
duration of the self-administered battery was acceptable
(184/185, 99.5%), that the taskswere amusing (162/185, 87.6%),
that the instructionswere sufficiently detailed (168/185, 90.8%)
and understandable (164/185, 88.7%), and that they had globally
enjoyed the test battery (182/185, 98.4%). On the other hand,
81.1% (150/185) of participants reported to have preferred the
supervised version of the self-administered version.
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Table 2. Participant characteristics (N=189).

Self-administered version first (n=99)  Supervised version first (n=90)

nor p502 % or p25; p75% n or p502 % or p25; p752 pb
Age 55.0 40.0; 65.0 59.0 51.0; 67.0 .02
Gender 27
Male 34 34.3 38 42.2
Female 65 65.7 52 57.8
Education level 74
<2 yrs post—high school education 34 343 33 36.7
>2 yrs post—high school education 65 65.7 57 63.3
Occupational category .50
Unemployed 13 131 7 7.8
Employee 8 8.1 10 111
Intermediate profession 12 121 8 89
Managerial staff® 38 38.4 32 35.6
Retired 28 283 33 36.7
Self-evaluated Web knowledge %€ 049
Web novice 6 6.1 13 14.9
Web expert 92 93.9 74 85.1
Type of connection d .94
<512k 9 9.2 9 10.3
2512 and <1024k 18 184 16 18.4
21024k 48 49.0 39 448
Do not know 23 235 23 26.4

8Valuesfor age are not n and %, but median and 25t 75thpercentile.

bP value for the difference between both administration order groups, from Wilcoxon rank-sum nonparametric tests for age and chi-square tests for
other variables.

Or intellectua profession.

d185 subjects (98 for the self-administered first and 87 for the supervised version first) returned the satisfaction questionnaire, thereby providing this
information.

eNovice: “inexperienced” or “beginner” level; expert: “advanced” or “expert” level.
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Table 3. Performance on cognitive tests: first versus second administration (N=189)2

First administration Second administration

Test” Variable p50 p25; p75 p50 p25; p75 pc
Click Timein seconds, mean 4.29 3.64; 5.49 4.32 3.68; 5.36 .70
Maze A

Timein seconds, mean 118.66 86.95; 168.67 101.16 79.28; 129.76 <.001

Clicks, mean n 59.00 53.00; 70.33 54.00 48.33; 60.67 <.001

Total errors, mean n 17.33 13.33; 25.00 14.00 10.67; 18.00 <.001
Maze B

Time in seconds 85.35 62.87; 112.64 7211 51.72; 92.99 <.001

Clicks, n 48.00 42.00; 55.00 44.00 37.00; 51.00 <.001

Total errors, n 10.00 7.00; 15.00 8.00 4.00; 12.00 <.001
Cards Composite variable? 1.26 1.09; 1.36 1.28 1.15; 1.40 <.001
Marbles  Composite variable® 221 1.48; 331 2.40 177,333 18

@0bjective of this comparison: identification of potential learning effects. Lower scoresindicate better performances, except for the Cards and Marbles
composite variables, where higher scores indicate better performances.

BMaze A: Sum of the initial three rounds of the Maze task. Maze B: Final (fourth) round of the Maze task.
®Wilcoxon signed-rank test (nonparametric paired test).
d([1/(incorrect answers+1000) ] /time) * 100,000.

Table 4. Concordance of cognitive tests performances according to version (N=189)2

Test? Variable Spearman correlation
r P

Click Time in seconds, mean .73 <.001
Maze A

Time in seconds, mean .57 <.001

Clicks, mean n 43 <.001

Total errors, meann 43 <.001
MazeB

Time in seconds .53 <.001

Clicks, n 43 <.001

Total errors, n 42 <.001
Cards Composite variable® 64 <.001
Marbles Composite variable® 51 <.001

85l f-administered version versus supervised version.
BMaze A: Sum of the initial three rounds of the Maze task. Maze B: Final (fourth) round of the Maze task.
([1/ (incorrect answers+1000) ] /time) * 100,000.
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Table 5. Participant satisfaction with the two versions of the cognitive test battery, questions concerning the self-administered version (N=185)

Questions n %

Theduration is acceptable

| absolutely agree 145 784

| rather agree 39 211

| rather don't agree 1 0.5

| absolutely don’t agree 0 0.0
The exercises can berapidly finished

| absolutely agree 64 34.6

| rather agree 112 60.5

| rather don't agree 8 4.3

| absolutely don’t agree 1 0.5
The exercisesaretoo simple

| absolutely agree 4 22

| rather agree 89 48.1

| rather don't agree 87 47.0

| absolutely don’t agree 5 27
The exercisesareamusing

| absolutely agree 51 27.6

| rather agree 111 60.0

| rather don't agree 23 124

| absolutely don’t agree 0 0.0
Theinstructions are sufficiently detailed

| absolutely agree 80 43.2

| rather agree 88 47.6

| rather don't agree 17 9.2

| absolutely don’t agree 0 0.0
Theinstructions are under standable

| absolutely agree 69 37.3

| rather agree 95 514

| rather don't agree 20 10.8

| absolutely don’t agree 1 0.5
Overall, | have appreciated the test battery

| absolutely agree 83 449

| rather agree 99 535

| rather don't agree 3 16

| absolutely don’t agree 0 0.0
| have had problemsvisualizing the graphics

| absolutely agree 2 11

| rather agree 7 38

| rather don’t agree 49 26.5

| absolutely don’t agree 127 68.7
If | was proposed to repeat the test battery, | would agree

| absolutely agree 155 83.8
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Questions n %
| rather agree 30 16.2
| rather don’t agree 0 0.0
| absolutely don’t agree 0 0.0

@0nly 185 out of the 189 participants of the study completed the satisfaction questionnaire.

Table 6. Participant satisfaction with the two versions of the cognitive test battery, questions concerning the supervised version, and comparison of

the two versions (N=185)2,

Questions n %
Questions concer ning the supervised version
Theduration is acceptable
| absolutely agree 157 84.9
| rather agree 28 15.1
| rather don’t agree 0 0.0
| absolutely don’t agree 0 0.0
| have appreciated completing the testswith a professional
| absolutely agree 128 69.2
| rather agree 56 30.3
| rather don't agree 0 0.0
| absolutely don’t agree 1 05
Comparison of the two versions
Overall, which of the two versions have you preferred?
The Web version 35 18.9
The supervised version 150 81.1

@0nly 185 out of the 189 participants of the study completed the satisfaction questionnaire.

Discussion

Principal Findings

Theaim of thiscomparison study was to assess the concordance
of thefully self-administered mode of the Web-based NutriCog
test battery with a supervised mode of the same battery,
characterized by the presence of a trained neuropsychologist.
Nine different outcome variables were evaluated to measure
the performance of participants on four different tasks (Click,
Maze, Cards, and Marbles). Spearman coefficients for the
correl ation between the two modes of administrations, in terms
of cognitive test performances, ranged between .42 and .73.
Correlation coefficients were lower for the Maze task (Mazes
A and B) than for the other tasks. This could indicate potential
problems concerning the comprehensibility of the Maze task
instructions in the absence of a supervisor. However, based on
suggestions made by the participants and by the
neuropsychologist who was present during the supervised
version of the test battery, these instructions have been slightly
revised (after the comparison study was completed), in order
to enhance understanding.

The observed correlation coefficients varied according to
educational level and Web knowledge. Correlations tended to
be higher among higher educated participants and among those

http://www.jmir.org/2016/4/e68/

with higher Internet knowledge. However, as can be expected
in the context of an entirely Web-based study, there were only
very few individuals who reported being “inexperienced” or
having a“beginner level” with respect to Web knowledge.

Overdll, in the context of this comparison study, very high
values of concordance could not be expected due to multiple
circumstances. First, we observed a clear learning effect, with
test results that were almost systematically better at the second
administration of the test battery, independently of the mode of
administration. If such learning effects were of similar
magnitude for the whole study sample, this would not affect
the calculated Spearman correlations. On the other hand,
differential learning effects would have lowered the observed
concordance values in our sample. Further, cognitive
performances are subject to a rather large amount of
intra-individual variation [21].

To thebest of our knowledge, no other study hasyet investigated
the concordance of a fully self-administered version of a
cognitive test battery with asupervised version of the same test
battery. However, the context of our study is similar to studies
investigating test-retest reliability (ie, the correlation of
performances on afirst and asecond administration of the same
test battery), which have been conducted for multiple
computerized cognitive batteries. A systematic review of the
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literature by Tierney et al identified 11 computerized cognitive
test batteries [18], of which nine had information on the
test-retest reliability for each subtest. The respective ranges of
(Pearson or Spearman) correlation coefficients were .30-.74
(CAMCI) [22], .65-.88 (CANS-MCI) [23], .56-.90 (CNS Vita
Signs) [24], .53-.93 (Cognitive Drug Research Computerized
Assessment System for Dementia, COGDRAS-D) [25], .23-.79
(Cogstate) [26], .68-.80 (CSI) [27], .59-.98 (short form of the
MicroCog battery) [28], and .40-.84 (Mindstreams Mild
Impairment Battery) [29]. For the CANTAB battery, intraclass
correlation coefficients were reported instead of Pearson or
Spearman correlations, with arange of .09-.86 [30]. Of note, in
our study, intraclass correlation coefficients (which were
calculated after applying transformationsto improve normality)
ranged from .36-.65 (data not shown).

In this study, lower correlation coefficients than for such
test-retest investigations had to be expected as we compared
two different modes of administration. Although very high
values of >.9 for specific subtests (as observed for the CNS
Vital Signs, COGDRAS-D, and Microcog batteries) were not
obtained in this investigation, the range of correlation
coefficients found in our study (.42-.73) is roughly comparable
to the ranges found in other studies.

Another element that supports the use of our Web-based
cognitive battery in a fully self-administered mode is the fact
that a majority (88.7%) of participants evaluated the test
instructions as sufficiently detailed and understandable. As
stated above, in order to further improve the comprehensibility
of the test battery, the instructions concerning the Maze task
have been dightly modified by taking into account the
suggestions of participants of this comparison study. Besides,
81.1% of participants preferred the supervised version of the
battery to the self-administered version. However, this is
probably largely due to the fact that social interaction with a
health professional was perceived as a more pleasant situation
than completing the test battery alone.

Assmann et al

Strengthsand Limitations

A certain number of limitations to this study have to be
considered. First, the observed learning effect between thefirst
and second administration of the test battery is difficult to
separate from differences in cognitive performances that are
related to the mode of administration. Second, this comparison
study aimed only to compare the fully self-administered mode
of the battery to a supervised mode of administration. Data on
the ability of the battery to accurately discriminate normal
cognitive function from impaired cognitive function are not
available. An important strength of our study is its originality,
asto the best of our knowledge, no other study hasyet compared
full self-administration to supervised administration of cognitive
batteries. Moreover, the study was conducted within a rather
large sample of 189 participants of varying age, sex, and
educational level. Finally, the concordance between the two
modes of admini strationswas assessed for the whole popul ation
aswell asfor specific subgroups.

Conclusions

The concordance of the self-administered version and the
supervised version of the Web-based NutriCog cognitive test
battery was roughly similar to that observed for test-retest
investigations of other test batteries. This indicates that these
two different modes of administration provide similar
information. In large epidemiological studies like the
NutriNet-Santé cohort, the objective of cognitive evaluations
is not to provide data with high validity in a clinical context,
but to measure cognitive performances in a rapid and simple
manner, with sufficient quality to permit valid conclusions on
the population level. Given the drastic reduction of thelogistical
and financial burden that can be obtained by using fully
self-administered tool s, Web-based cognitive test batteries such
as NutriCog provide interesting alternatives to supervised tools
in the context of large cohort studies.
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Abstract

Background: Patient portals are being used to provide a clinical summary of the office visit or the after-visit summary (AVS)
to patients. There has been relatively little research on the characteristics of patients who access the AV S through a patient portal
and their beliefs about the AVS.

Objective: The aim was to (1) assess the characteristics of patients who are aware of and access the AV S through a patient
portal and (2) apply the Theory of Planned Behavior (TPB) to predict behavioral intention of patients toward accessing the AVS
provided through a patient portal.

Methods: We developed a survey capturing the components of TPB (beliefs, attitude, perceived norm, and perceived behavioral
control). Over a 6-month period, patients with a patient portal account with an office visit in the previous week were identified
using our organization’s scheduling system. These patients were sent an email about the study and alink to the survey viatheir
portal account. We applied univariate statistical analysis (Pearson chi-square and 1-way ANOVA) to assess differences among
groups (aware/unaware of AV'S and accessed/did not access AV'S). We reported means and standard deviations to depict belief
strengths and presented correlations between beliefs and attitude, perceived norm, and perceived behavioral control. We used
hierarchical regression analysisto predict behavioral intention toward accessing the AV S through the patient portal.

Results. Of the 23,336 patients who were sent the survey, 5370 responded for a response rate of 23.01%. Overal, 76.52%
(4109/5370) were aware that the AVS was available through the patient portal and 54.71% of those (2248/4109) accessed the
AV S within 5 days of the office visit. Patients who accessed the AV'S had a greater number of sessions with the portal (mean
119, SD 221.5) than those who did not access the AVS (mean 79.1, SD 123.3, P<.001); the difference was not significant for
awareness of the AVS. The strongest behavioral beliefs with accessing the AV'S were being able to track visits and tests (mean
2.53, SD 1.00) followed by having medical information more readily accessible (mean 2.48, SD 1.07). In all, 56.7% of the variance
inintention to accessthe AV Sthrough the portal was accounted for by attitude, perceived norm, and perceived behavioral control.

Conclusions: Most users of a patient portal were aware that the AVS was accessible through the portal. Patients had stronger
beliefs about accessing the AV S with the goal of timely and efficient access of information than with engaging in their health
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care. Interventions to improve patient access of the AV S can focus on providers promoting patient beliefs about the value of the
AV Sfor tracking tests and visits, and timely and efficient access of information.

(J Med Internet Res 2016;18(4):e77) doi:10.2196/jmir.5207

KEYWORDS

patient portal; after-visit summary (AV'S); meaningful use; electronic health records (EHRS); beliefs

Introduction

The adoption and use of patient portals tethered to electronic
health records (EHRS) has accelerated in the last decade. A
primary driver of this growth has been the Medicare and
Medicaid EHR Incentive Program, widely referred to as the
EHR Meaningful Use (MU) program, introduced in the Health
Information Technology for Economic and Clinical Health
(HITECH) provison of the American Recovery and
Reinvestment Act of 2009 [1,2]. The objectives of the MU
program are to increase the adoption of EHRs and the
meaningful use of EHRs to improve delivery of care, decrease
medical errors, improve efficiency of care, and enhance patient
centeredness of care[2]. The MU program isbeing implemented
in three stages with the criteriafor achieving meaningful use of
the EHR becoming more rigorous with each stage. Patient
portals are expected to play akey role in the MU program by
providing patients with timely and efficient access to
information, engaging patients in their care, and enhancing
patient centeredness of care [3,4]. One of the core objectives of
the MU program is to allow patients to view online and
download their health information, such astest results, problem
and medication lists, and medication allergies. For example,
the Blue Button initiative has been implemented by a number
of organizations to allow patients to download a copy of their
health information by clicking on a blue circle on the patient

portal page [5].

Patient portalsare also being used to provide aclinical summary
of the office visit or the after-visit summary (AVS) to patients.
The Centers for Medicare and Medicaid Services (CMS) has
defined the AVS asaclinical summary that “provides a patient
with relevant and actionableinformation and instructions’ such
as the provider’s office contact information, date and location
of visit, an updated medication list, updated vitals, reason(s)
for visit, procedures and other instructions based on clinical
discussions that took place during the office visit, any updates
to a problem list, immunizations or medications administered
during visit, summary of topics covered/considered during visit,
and time and location of next appointment/testing, if scheduled
[6]. Stage 1 of the MU program specified that the AV'S should
be provided to patients for more than 50% of all office visits
within three business days.

The AVS requirement was controversial in the physician
community and, in spite of the Stage 1 requirement of the MU
program for the provision of the AV'S, there has been relatively
little research on how patients view the AVS. In asurvey of the
printed version of the AV S provided at an officevisit, Neuberger
and colleagues [7] reported that 88% of respondents said the
information on the AV S was easy to understand and 84% said
that the AV S was helpful. Chung and colleagues [8] reported

http://www.jmir.org/2016/4/e77/

similar results in their survey of a printed version of the AVS:
93% of patients agreed that they understood the information on
the AVS and 93% agreed that having the AVS was helpful.
Ralston and colleagues[9] reported that the AV Swas the fastest
growing use of their organization's patient portal and may reflect
the patient’s desire for information about their care plan and
needs. Pavlik and colleagues [10] found patient satisfaction
with the MU version of the AVS did not differ significantly
from other content versions of the AVS. In this study, 30% of
the patients reported that they plan to keep the AVS for their
next appointment.

Although these studies provide some understanding of patient
opinions about the AVS, we know relatively little about
predictors of patient access to the AVS through the patient
portal, such as do younger and more highly educated patients
access (ie, retrieve) the AVS more through the patient portal
compared to older and less educated patients, and what role
does patient experience with the patient portal play in their
accessing the AV S through the portal? There is also a lack of
evidence on patient beliefs and attitude toward accessing the
AVS. Do patients believe that accessing the AVS through the
patient portal will provideinformation in atimely manner, allow
them to track their visits and tests, and reinforce their provider’s
instructions? This study contributes to the sparse literature on
patient portals and the AVS by addressing the following
objectives: (1) assess the characteristics of patients who are
aware of and access (retrieve) the AV S through a patient portal
and (2) apply the Theory of Planned Behavior (TPB) to evaluate
beliefs, attitude, perceived norm, perceived behavioral control,
and predict behavioral intention of patients toward accessing
the AV S provided through a patient portal.

Methods

Theoretical M odel

In a previous study, we pointed to the lack of application of
theoretical models in the study of patient adoption and use of
patient portals [11]. In that study, Rogers Diffusion of
Innovation model was successfully applied to assess patient
perceptions of apatient portal. The perceived attributes of ease
of useand relative advantage of the portal emerged as significant
predictors of portal adoption and value. Another technology
adoption model, the Unified Theory of Adoption and Use of
Technology, was successfully applied by Turvey and colleagues
[12] intheir study of use of the Blue Button at the Department
of Veterans Affairs patient portal, MyHealtheVet. In that study,
factors such as knowledge and usability of the Blue Button
emerged as significant barriers to the use of the Blue Button
associated with the patient portal. However, we continued to
find alack of application of theoretical models in the study of
patient portals. Furthermore, there was a need for theoretical
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models that could predict behavioral intention and behavior
toward the use of patient portals and the specific functionality
associated with portals such as the AVS. The application of
such models could also yield useful prescriptive implications
for practitioners who are interested in improving patient use of
patient portals.

In this study, we applied a prominent theoretical model, the
Theory of Planned Behavior (TPB), to patient portals with a
focus on predicting patients behavioral intention toward
accessing the AV S provided through the portal. According to
TPB, three major factors lead to the formation of a patient’s
intention to perform a behavior: attitude toward the behavior,
perceived norm, and perceived behavioral control [13].
Underlying each of these factorsis a set of beliefs: behavioral
beliefs about the positive or negative consequences of accessing
the AV S (determines attitude), normative beliefs that important
people would approve or disapprove of the patient accessing
the AVS or that these referents themselves are accessing the
AVS (determines perceived norm), and control beliefs that
facilitate or impede the patient accessing the AV S through the
patient porta (determines perceived behavioral control).
Behavioral intention is a direct predictor of the behavior of
accessing the AV S through the patient portal. However, factors
such as skills and environmental factors may influence the
relationship between intention and behavior. For example, a
patient may lack the computer skillsto accessthe AV Sthrough
the portal even if they form an intention to access the AVS.
Finally, background factors such as education, age, and race
may indirectly influence beliefs about accessing the AVS. Over
the last three decades, TPB has been successfully applied to
predict intention across a wide range of health and risk
behaviors, including exercise, breast self-examination, eating
alow-fat diet, condom use, alcohol consumption, smoking, and
using drugs [13,14].

Survey Instrument

To apply TPB to predict patients' intention to access the AVS
through the patient portal, we developed and implemented a
cross-sectional survey that captured the different components
of TPB. We followed the approach recommended by Fishbein
and Ajzen [13] in developing our survey instrument. First, we
conducted a pilot study to gather data on the beliefs related to
patients' accessing the AV S through the patient portal. In TPB,
the behavior of interest is defined by four elements through the
principle of compatibility: the action performed, the target at
which theactionisdirected, the context inwhichit is performed,
and the time at which it is performed [13]. In our pilot study,
we defined the behavior of interest as accessing (action) the
AV S (target) through the patient portal (context) within 7 days
of thevisit (time). Our pilot survey consisted of three questions
related to this behavior of interest: (1) asking patientsto list the
advantages and disadvantages of accessing the AV'S through
the patient portal within 7 days of thevisit to identify behaviora
beliefs, (2) asking patients to list individuals or groups who
would approve or disapprove of their accessing the AV Sthrough
the patient portal to identify injunctive normative beliefs, and
(3) asking patientsto list thefactorsor circumstances that would
make it easy or difficult for them to access the AV'S through
the patient portal to identify control beliefs. Based on the
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responses to the pilot survey, we created the items for our
survey. Additionally, we changed the time component for
accessing the AV'S to within 5 days of the visit. Multimedia
Appendix 1 liststhe survey items on TPB we devel oped for our
study.

Recruitment

The study was implemented in the ambulatory care practices
of an academic medical center affiliated with Partners
HealthCare, an integrated delivery system located in Eastern
M assachusetts. Partners devel oped its own patient portal, Patient
Gateway, following its strategy of developing and implementing
its own EHR, the Longitudinal Medical Record. The patient
portal hasfunctionality similar to other vendor portals, including
requests for appointments, prescription refills and referrals,
accessto certain components of the EHR (eg, 1aboratory results),
and secure messaging with the practice and provider. The AVS
is made available to patients through the portal. Patient portal
transactions are stored permanently in the Partners clinical
information systems and can be accessed for research purposes
after institutional review board approval. Over a6-month period,
patients with a patient portal account and an office visit in the
previous week were identified using the Partners scheduling
system. These patients were sent an email about the study
through their portal account. The email included a link to the
survey. After 7 days, patients were sent areminder email with
another link to the survey. Patients were not compensated for
the survey. All study materials and methods were approved by
the Partners Health Care Institutional Review Board.

Statistical Analysis

We present frequencies and means of sociodemographic
characteristics and factors related to portal experience for the
different groups: aware of AVS/ unaware of AV S and accessed
AV'S / did not access AV'S. To assess for differences between
the groups, we conducted chi-square tests for categorical data
(Pearson chi-square for dichotomous and nominal variables)
and robust 1-way ANOVA for continuous variables. We
employed multiple regression analysis using a forced entry
method to assess predictors of patient satisfaction withthe AVS.
To test the application of TPB, we computed Cronbach alpha
for the major factors (attitude, perceived norm, and perceived
behavioral control). We then created scalesfor each factor using
the mean of the scores of the items for each scale. We also
computed Cronbach alpha and created a scale for behavioral
intention to access the AVS through the patient portal. We
present means and standard deviations for the belief items
captured through our survey and correlations of the belief items
with respective factors. Finally, we conducted hierarchical
regression analysis to predict behavioral intention from the
major factors of TPB as well as external factors such as
sociodemographics and portal experience.

Results

Response Rate

Of the 23,336 patients who received the online survey, 5370
responded for a response rate of 23.01%. Table 1 shows the
characteristics of the responders and nonresponders. Overal,
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61.79% (3318/5370) of respondersand 62.51% (11,231/17,966)
of nonresponders were female; 90.76% (4874/5370) of
responderswere white compared to 86.44% (15,530/17,966) of
nonresponders (P<.001). Responders were older (mean 56.6,
SD 14.0 years) than nonresponders (mean 50.4, SD 15.4 years,
P<.001). Responders also had aportal account for alonger time

Table 1. Characteristics of responders and nonresponders (N=23,336).

Emani et d

(mean 3.5, SD 3.3 years) compared to nonresponders (mean
2.8, SD 2.9 years) and sent agreater number of messages (mean
7.7, SD 20.1) compared to nonresponders (mean 4.3, SD 13.8).
Given the large sampl e sizes of responders and nonresponders,
the statistically significant differences should be viewed with
caution.

Characteristics Responders Nonresponders P
n=5370 n=17,966

Gender (female), n (%) 3318 (61.79) 11,231 (62.51) .34
Age (years), mean (SD) 56.6 (14.0) 50.4 (15.4) <.001
Race (white), n (%) 4874 (90.76) 15,530 (86.44) <.001
Selected problems on problem list,? mean (SD) 21(1.2) 2.0(1.1) <.001
Years with patient portal account, mean (SD) 35(3.3) 2.8(2.9) <.001
Sessions with patient portal, mean (SD) 100.4 (173.5) 57.9 (109.6) <.001
Messages sent via patient portal, mean (SD) 7.7 (20.1) 4.3(13.8) <.001

@ The selected problems included hypertension, hyperlipidemia, diabetes,
osteoarthritis, rheumatoid arthritis, and depression.

Awareness and Access of the After-Visit Summary

Among the 5370 responders of the survey, 4109 (76.52%)
reported that they were aware of the availability of the AVS
through the patient portal and 1169 (21.77%) reported that they
were not aware of the availability of the AV Sthrough the portal
(92/5370, 1.71% did not respond to this question). Table 2 shows
characteristics of patients who were aware and unaware of the
AV'S; 61.35% (2521/4109) of female patients were aware of
the AVS and 63.99% (748/1169) of female patients were
unaware of the AV S. Patients who were aware of the AVS had
amean age of 56.4 (SD 14.0) years compared to a mean age of
57.1(SD 13.7) yearsfor patientswho were unaware of the AVS.
Inall, 90.58% (3722/4109) and 91.79% (1073/1169) of patients
were white among patients who were aware and unaware of the
AVS, respectively. In all, 67.78% (2452/3618) of patients who
were aware of the AVA and 67.7% (674/995) who were unaware
of the AVS reported their marital status as married or an
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cancer (any), coronary artery disease, congestive heart failure, asthma,

unmarried couple; 51.11% (1873/3655) of patients who were
aware of the AVS and 50.65% (508/1003) who were unaware
of the AV Sreported their health status as very good or excellent.
The proportion of patientswho reported that they were a4-year
college graduate or more was lower in the aware group (67.54%,
2461/3644) compared to the unaware group (79.42%, 795/1001,
P<.001). The proportion of patients who reported total
household income from all sources as US $75,000 or more was
also lower in the aware group (62.55%, 2036/3255) compared
to the unaware group (66.4%, 570/858, P=.04). Patients who
were aware of the AVS had a portal account for amean of 3.4
(SD 3.3) years compared to a mean of 4.0 (SD 3.4) years for
patients who were not aware of the AVS (P<.001). The two
groups did not differ on the number of sessions with the portal
or the number of messages sent viathe portal. Satisfaction with
the portal was significantly higher in the AVS aware group
(45.28%, 164/3653 reporting excellent) compared to the unaware
group (30.1%, 299/993, P<.001).
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Table 2. Characteristics of respondents who were aware/unaware of the after-visit summary (AVS).
Characteristics Aware of AVS Unaware of AVS P

n=4109 n=1169

Gender (female), n (%) 2521 (61.35) 748 (63.99) .10
Age (years), mean (SD) 56.4 (14.0) 57.1(13.7) .16
Race (white), n (%) 3722 (90.58) 1073 (91.79) 21
Education (=4-year college degree), n (%) 2461/3644 (67.54) 795/1001 (79.42) .001
Income (2US$75,000),2 n (%) 2036/3255 (62.55) 570/858 (66.4) 04
Marital status (married or unmarried couple), n (%) 2452/3618 (67.78) 674/995 (67.7) .98
Health status (very good or excellent),b n (%) 1873/3665 (51.11) 508/1003 (50.65) .80
Selected problems on problem list,® mean (SD) 21(12) 22(12) .36
Years with patient portal account, mean (SD) 34(3.3) 4.0 (3.4) .001
Sessions with patient portal, mean (SD) 101.8 (185.4) 97.4 (128.6) 44
Messages sent via patient portal, mean (SD) 7.5(19.7) 8.5(20.9) 14
Satisfaction with patient portal (ex(:ellent),d n(%)  1654/3653 (45.28) 299/993 (30.1) .001

@1n total household income from all sources before taxes.

b Rati ng of overall health was captured as excellent (5), very good (4), good (3), fair (2), or poor (1).
€ The selected problems included hypertension, hyperlipidemia, diabetes, cancer (any), coronary artery disease, congestive heart failure, asthma,

osteoarthritis, rheumatoid arthritis, and depression.

d satisfaction with patient portal was captured as excellent (5), very good (4), good (3), fair (2), or poor (1).

Of the 4109 patients who were aware of the AVS, 2248
(54.71%) reported that they accessed the AVS through the
patient portal within 5 days of the visit and 1805 (43.93%) did
not access the AVS (56/4109, 1.4% did not respond). The top
two reasons provided for not accessing the AVS through the
portal weredid not have aneed for the AV S (45.43%, 820/1805)
and did not remember that AV Swas available through the portal
(31.63%, 571/1805). Another 14.68% (265/1805) reported that
they had received a copy of the AV S from their doctor’s office.
Only 3.49% (63/1805) reported that they did not know how to
access the AV S through the patient portal.

Intotal, 61.30% (1378/2248) of patientswho accessed the AVS
through the patient portal werefemale and 61.61% (1112/1805)
of patients who did not access the AV Sthrough the portal were
female (Table 3). Mean age of patients who accessed the AVS
was 56.5 (SD 14.1) years and mean age was 56.3 (SD 13.8)
years for patients who did not access the AVS. In al, 90.52%
(2035/2248) of patients who accessed the AVS and 90.47%
(1633/1805) of patientswho did not accessthe AV Swerewhite.
Of patients who accessed the AV'S, 66.08% (1325/2005) had a
4-year college degree or more compared to 69.22% (1102/1592)
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of patients who did not access the AVS. Also, 62.85%
(1132/1801) of patients who accessed the AVS and 62.18%
(878/1412) of patients who did not access the AV'S had a total
household income of US $75,000 or more. Patients who
accessed the AV S had a greater proportion reporting a status as
amarried or unmarried couple (69.69%, 1391/1996) compared
to patients who did not access the AV'S (65.44%, 1032/1577,
P=.007). Patients reporting health status of very good or
excellent was similar in both groups (50.59%, 1022/202 in
access group and 51.75%, 827/1598 in did not access group).
Patientswho accessed the AV S had a portal account for agreater
number of years (mean 3.6, SD 3.3) compared to patients who
did not access the AVS (mean 3.1, SD 3.1, P<.001). Patients
who accessed the AVS also used the portal more than patients
who did not access the AV'S (mean 119, SD 221.5 sessions vs
mean 79.1, SD 123.3 sessions, P<.001; mean 8.2, SD 20.8
messages sent viathe portal vs mean of 6.6, SD 18.2 messages
sent via the portal, P=.01). Patients who accessed the AVS
reported greater satisfaction with the portal (excellent: 51.03%,
1032/2022) compared to patients who did not access the AVS
(excellent: 38.00%, 602/1584, P<.001).
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Table 3. Characteristics of respondents who accessed or did not access the after-visit summary (AVS).2
Characteristics Accessed AVS Did not access AVS P

n=2248 n=1805

Gender (female), n (%) 1378 (61.30) 1112 (61.61) .84
Age (years), mean (SD) 56.5 (14.1) 56.3 (13.8) 73
Race (white), n (%) 2035 (90.52) 1633 (90.47) .95
Education (=4-year college degree), n (%) 1325/2005 (66.08) 1102/1592 (69.22) .046
Income (=US 3575,000),b n (%) 1132/1801 (62.85) 878/1412 (62.18) .70
Marital status (married or unmarried couple), n (%) 1391/1996 (69.69) 1032/1577 (65.44) .007
Health status (very good or excellent), n (%) 1022/2020 (50.59) 827/1598 (51.75) 49
Selected problems on problem list,d mean (SD) 22(1.2) 21(1.1) .03
Years with patient portal account, mean (SD) 3.6(3.3) 3131 .001
Sessions with patient portal, mean (SD) 119.0 (221.5) 79.1(123.3) .001
Messages sent via patient portal, mean (SD) 8.2(20.8) 6.6 (18.2) .01
Satisfaction with patient portal (excellent),® n (%) 1032/2022 (51.03) 602/1584 (38.00) .001

@ Data presented for patients who were aware that the AV'S was available through the patient portal.

b In total household income from all sources before taxes.

€ Rating of overall health was captured as excellent (5), very good (4), good (3), fair (2), or poor (1).
9 The selected problems included hypertension, hyperlipidemia, diabetes, cancer (any), coronary artery disease, congestive heart failure, asthma,

osteoarthritis, rheumatoid arthritis, and depression.

€ Satisfaction with patient portal was captured as excellent (5), very good (4), good (3), fair (2), or poor (1).

Satisfaction With After-Visit Summary

We assessed patient satisfaction with the AV Shy asking patients
to rate the AVS on a scale from 1 (poor) to 5 (excellent). The
mean satisfaction with the AVSwas 3.9 (SD 1.12). Patients 65
years and older reported greater satisfaction withthe AVS (mean
3.9, SD 1.1) than patients younger than 65 years of age (mean
3.8, SD 1.1, P=.02). Nonwhite patients reported greater
satisfaction (mean 4.0, SD 1.0) than white patients did (mean
3.9, SD 1.1, P=.04). Patients who reported very good or
excellent health status reported greater satisfaction with the
AVS (mean 4.0, SD 1.1) than patients who reported other
(poor/fair/good) health status (mean 3.8, SD 1.2, P=.02). Patients
who had less than a 4-year college degree reported greater
satisfaction (mean 4.1, SD 1.0) than patients who had a 4-year
college degree or more (mean 3.8, SD 1.2, P<.001). We fitted
amultiple regression (forced entry) with satisfaction with AVS

http://www.jmir.org/2016/4/e77/

as the dependent variable and sociodemographics and
portal-related variables as predictors (Table 4). Satisfaction with
the patient portal was the most significant predictor of
satisfaction with the AV'S (beta=.679, P<.001). The humber of
portal sessions was also a significant predictor of the AVS
(beta=—095, P<.001). Among sociodemographic variables, age,
gender, race, and education were significant predictors of
satisfaction with AVS. Finally, patient-reported health status
was a significant predictor of satisfaction with AVS.

The Theory of Planned Behavior

Components of Theory of Planned Behavior

Table 5 shows results of reliability analyses for the three main
factors in TPB and for the outcome variable of behavioral
intention. Cronbach alphawas very good for all the factors. We
created scales for each of the factors using amean of the scores
of the items pertaining to each factor.
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Table 4. Multiple regression with satisfaction with after-visit summary as the dependent variable.

Predictors Beta (standardized coefficient) P
(Constant) <.001
Age .039 .002
Gender —.036 .003
Race -031 .008
Headlth status .037 .003
Education —-.069 <.001
Income -.018 A9
Marital status —-.017 .20
Years with patient portal account -.003 .82
Sessions with patient portal —.095 <.001
Messages sent via patient portal .002 .89
Satisfaction with patient portal 679 <.001

Table 5. Reliability analysisfor attitude, perceived norm, perceived behavioral control, and behavioral intentions.

TPB factor Items

Cronbach alpha

Attitude
ant/unpleasant, harmful/beneficial, useless/useful

Perceived norm

My accessing the visit summary report via patient gateway within 5 days of the visit is bad/good, pleas- .87

Most people who are important to me think that | should access the visit summary report via patient .86

gateway within 5 days of the visit; most people whose opinions | value would approve of my accessing
the visit summary report via patient gateway within 5 days of the visit; most people | respect and value
will access the visit summary report via patient gateway within 5 days of the visit; most people like me
will access the visit summary report via patient gateway within 5 days of the visit

Perceived behav-
ioral control

| am confident that | can access the visit summary report via patient gateway within 5 days of thevisit; .88
my accessing the visit summary report via patient gateway within 5 days of the visit is completely up to

me; if | really wanted to, | can access the visit summary report via patient gateway within 5 days of the
visit; | have complete control over whether or not | access the visit summary report via Patient Gateway

within 5 days of the visit

Behavioral inten-
tion

| intend to access the visit summary report via patient gateway within 5 days of the visit; | will accessthe .96
visit summary report via patient gateway within 5 days of the visit; how likely or unlikely isit that you

will access the visit summary report via patient gateway within 5 days of the visit; | plan to access the
visit summary report via patient gateway within 5 days of the visit

Table 6 shows results for behavioral belief strength, outcome
evaluation, and the product of behaviora belief strength and
outcome evaluation for the behavioral beliefs included in this
study. Mean belief strength was on the positive side for al the
behavioral beliefs. The most strongly held beliefswere patients
ability to track visits and tests, and patients' having medical
information more readily accessible. The two beliefs that were
lowest in strength were clarifying issues with their doctor and
reinforcing doctor’sinstructions. Thesetwo beliefs also had the
lowest outcome evaluation and the greatest variation in belief
strength and outcome evaluation. The mean behavioral belief
strengthxoutcome eval uation products show that the three beliefs
with the strongest positive impact on attitude were being able
totrack visitsand tests, having medical information more readily
accessible, and a more efficient way to obtain medical
information. The correlations between behavioral belief
strengthxoutcome evaluation and attitude were positive and
significant and ranged from .45 to .52.

http://www.jmir.org/2016/4/e77/

Table 7 showsresultsfor normative belief strengths, motivation
to comply, and the product of normative belief strengths and
motivation to comply for the three referents included in the
study. Mean normative belief strength was positive for al three
referents. The strongest belief strength was associated with the
patients' doctor. Motivation to comply was also positive with
the strongest motivation to comply associated with the patient’s
doctor. Correlations between normative belief
strengthxmotivation to comply and injunctive norm were all
positive and significant.

Table 8 shows results for control beliefs, power of factor, and
the product of control beliefsand power of factor. The strongest
control belief wasthat the patient will have accessto the Internet
within 5 days of the visit. This was followed by the control
belief “it will be easy for me to access the AV S via the patient
portal” and the belief “1 will remember the user ID and password
for the patient portal.” Correlations between the product of
control belief and power of factor and perceived behavioral
control were all positive and significant. The strongest
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correlation was for the control belief “it will be easy for meto  accessthe AV S viathe patient portal ”

Table 6. Behaviora beliefs, outcome evaluation, and correlations with attitude.

My accessing the visit summary report of my officevisit  Belief strength, Outcomeevauation, Belief strengthxoutcome evaluation
viapatient gateway within 5 days of the visit will resultin:  mean (SD) mean (SD)

Mean (SD) ré P
My obtaining medical information (Iaboratory results, test  2.38 (1.18) 2.55 (0.93) 6.62 (3.60) 48 <.001
results) in amore timely manner
My having up to date medical information 2.40 (1.16) 2.57 (0.94) 6.74 (3.50) .50 <.001
My having medical information more readily accessible  2.48 (1.07) 2.58(0.92) 6.93 (3.36) .50 <.001
Being able to clarify issues with my doctor 2.21(1.27) 242 (1.10) 6.17 (3.73) 45 <.001
My being able to track my visits and tests 2.53(1.00) 2.60 (0.87) 7.06 (3.23) .52 <.001
My being able to view all my medical informationinone 2.38 (1.21) 2.53(1.04) 6.74 (3.58) 45 <.001
location
Reinforcing my doctor’s instructions 2.18(1.30) 2.37(1.12) 6.11 (3.76) 45 <.001
A more efficient way to obtain my medical information 2.41(1.14) 2.54(0.98) 6.84 (3.41) 49 <.001

8 Correlation between behavioral belief strengthxoutcome evaluation and attitude.

Table 7. Injunctive normative beliefs, motivation to comply, and correlations with injunctive norm.

My thinksthat | should accessthevisit Normative belief strength, ~ Motivation to comply, Normative belief strengthxmotivation to
summary report of my officevisit viapatient  mean (SD) mean (SD) comply
gateway within 5 days of the visit

Mean (SD) ré P
Spouse/Partner 0.92 (1.77) 0.57 (1.77) 2.49(3.92) 31 <.001
Doctor 1.66 (1.55) 212 (1.24) 4.38 (4.27) 45 <.001
Nurse 1.19 (1.59) 1.49 (1.46) 2.87(3.97) .38 <.001

8 Correlation between normative belief strengthxmotivation and injunctive norm.

Table 8. Control beliefs, power of factors, and correlations with perceived behavioral control.

Control belief strength, mean  Power of factor,2 mean

Belief (SD) (SD) Control belief strengthxpower of factor
Mean (SD) b P
I will receive areminder email after the office  2.08 (1.42) 6.07 (1.42) 15.02 (7.94) 21 <.001

visit that the visit summary report is available
via patient gateway

| will have all my medica informationinthe  2.08 (1.33) 6.08 (1.33) 14.57 (8.08) .27 <.001
visit summary report after the office visit

| will have access to the Internet within 5days  2.76 (0.70) 6.76 (0.70) 17.85 (6.59) .29 <.001
of the office visit

| will remember my patient gateway user ID and  2.51 (0.98) 6.51 (0.98) 16.62 (7.28) .27 <.001
password

| will understand the information in the visit 2.39 (0.93) 6.39 (0.93) 14.07 (9.26) 21 <.001
summary report

It will be easy for meto accessthevisit summary 2.64 (0.81) 6.64 (0.81) 16.95 (6.90) .33 <.001

report via patient gateway

@ Power of factor measured on ascale from 1 (likely) to 7 (unlikely) and then reverse coded.
b Correlation between control belief x power of factor and perceived behavioral control.
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Predictors of Behavioral Intention

We employed hierarchical multiple regression to assess
predictors of behavioral intention with respect to accessing the
AV Sthrough the patient portal and to test the TPB model (Table
9). Given the TPB model, we entered attitude, perceived norm,
and perceived behavioral control inthefirst model. Inthe second
and third models, we entered variables externa to the TPB
model: variables related to patient portal use were entered in
the second model and sociodemographic variables and health
status were entered in thethird model. Thefirst model consisting

Emani et d

of the direct predictors of behaviora intention, attitude,
perceived norm, and perceived behavioral control was
significant and accounted for 56.7% of the variance in
behavioral intention. The second model with portal variables
was also significant but added only 5%. Years with portal
account, number of sessions, and satisfaction with the AVS
were significant predictorsin this model. The third model was
also significant and added another 3%. Age was the only
sociodemographic variable that was significant in this model
(beta=.049, P<.001).

Table 9. Hierarchical multiple regression analysis predicting behavioral intention.

Factors Beta (standardized coefficient) R2 change P
TPB factors 567 <.001
(Constant) <.001
Attitude 432 <.001
Perceived norm 291 <.001
Perceived behavioral control .206 <.001
TPB factorsand patient portal factors .005 <.001
(Constant) <.001
Attitude 415 <.001
Perceived norm .285 <.001
Perceived behavioral control 197 <.001
Number of years with patient portal account .040 .001
Number of sessions with patient portal .039 .003
Number of messages sent via patient portal -.008 54
Satisfaction with patient portal .003 .87
Satisfaction with AVS .044 .006
TPB factors, patient portal factors, sociodemographics, and self-re- .003 .004
ported health status

(Constant) <.001
Attitude 412 <.001
Perceived norm .284 <.001
Perceived behavioral control 197 <.001
Number of years with patient portal account .030 .02
Number of sessions with patient portal .035 .008
Number of messages sent via patient portal —-.004 75
Satisfaction with patient portal .003 .85
Satisfaction with AVS .042 .009
Age .049 <.001
Gender .019 .09
Race .012 .28
Health status —-.001 91
Education -011 .33
Income —-.008 .53
Marital status .010 40
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Discussion

In this study, we assessed patient awareness and access of the
AV S provided through a patient portal. A large majority of users
of the portal were aware that the AVS was available through
the portal. Of those who were aware, just over half reported that
they accessed the AV S through the portal within 5 days of an
officevisit. There were no differences between the groups with
respect to sociodemographics (eg, age, gender, race, and
self-reported health status). Education and income wererel ated
to awareness of the AVS but in a reverse direction than
expected: users of the portal with more education and higher
income were more likely to be unaware of the availability of
the AV S through the portal. However, these differences did not
carry over to the access of the AV'S through the portal. Given
these findings on race, income, and education, our study does
not find adigital dividein the case of both awareness and access
of the AVS through the patient portal. In a previous study on
the digital divide associated with the adoption and use of the
patient portal, we found that the digital dividedid not carry over
to portal use, specifically the relationship between income and
the frequency of secure messaging through the portal [15]. In
this study, accessing the AV'S through the patient portal yields
asimilar finding: once patients have adopted the portal and are
using it, issues of digital divide may not persist at least with
respect to some of the functionality of the portal. However,
thereisaneed for additional research on the digital dividewith
respect to use of portal functionality.

Although previous studies have reported high levels of
satisfaction overall with patient portals, there has been little
research on satisfaction with the use of specific portal
functionality such asthe AVS. Our study found a high level of
satisfaction with the AVS similar to the finding by Pavlik and
colleagues[10]. At the sametime, overall satisfaction with the
patient portal was positively and significantly related to both
awareness and access of the AV'S through the patient portal.
Satisfaction with the portal was also the most important predictor
of satisfaction with the AVS. We agree with the need for
empirically measuring a quality indicator such as patient
satisfaction with the portal because it appears to be a driver of
patient satisfaction with specific functionality of the portal such
asthe AVS[4].

We do not know of other work that has previously applied TPB
to assess patients' beliefsand predict behaviora intention toward
accessing their AVS through a patient portal and our findings
support the use of the theoretical model in this area. The
correlations between beliefs about accessing the AV S through
the patient portal and the major determinants of the TPB model
(attitude, perceived norm, and perceived behavioral control)
were positive and significant, and similar to those reported in
studies on other health behaviors. Ajzen [16] reported mean
correl ations between the expectancy-value index of beliefsand
adirect attitude measure ranging from .50 to .53 based on the
findings of two meta-analyses of studies applying TPB to health
behaviors. The correlations in our study (Table 5) ranged from
45 to .50 with a mean of .48. McEachan and colleagues [14]
conducted a meta-analysis of 237 prospective tests of the TPB
applied to health behaviors. They reported a corrected (for
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sampling and measurement error) mean correlation of .57
between attitude and intention, a mean correlation of .54
between perceived behavioral control and intention, and amean
correlation of .40 between subjective norm and intention. In
our study, correlation between attitude and intention was .65,
perceived behavioral control and intention was .47, and
perceived norm and intention was .58. The prediction of
behavioral intention to accessthe AV Sthrough the patient portal
from attitude, perceived norm, and perceived behavioral control
yielded similar findings to other applications of TPB in the
health arena. Ajzen [16] reported a meta-analysis showing the
mean multiple correl ation between the three major determinants
of TPB and behavioral intention to range from .59 and .66. In
terms of prediction of intention, McEachan and colleagues[14]
reported that 44.3% of the variance in intention was accounted
by attitude, subjective norm, and perceived behavioral control.
Attitude was the strongest predictor (beta=.35) followed by
perceived behavioral control (beta=.34) and subjective norm
(beta=.15). In our study, 56.7% of the variance in intention was
accounted by attitude, perceived norm, and perceived behavioral
control. Attitude was the strongest predictor of intention
(beta=.43) followed by perceived norm (beta=.29) and perceived
behavioral control (beta=.21).

In terms of specific beliefs, our study found that behavioral
beliefsrelated to patient access of information through the AV'S,
specifically the ability to track visits and tests, have medical
information more readily accessible, and obtain medical
information more efficiently, were more important than beliefs
about patient engagement in their health care, such asclarifying
issueswith their doctor or reinforcing instructions. Thisfinding
issimilar to the finding obtained in studies on patients accessing
their doctor’s notesthat patients val ue accessto their information
[17-20]. In the VA Open Notes study, patients accessed their
doctor’s notes to be better prepared for clinic visits, remember
their care plan better, and feel more in control of their health
[17,18]. Delbanco and colleagues [19,20] also found patients
accessed their doctor’s notes to be better prepared for future
visits and have a greater sense of control over their health. In
their organization, Ralston and colleagues [9] noted the AVS
may serve patient’s information and care needs better because
it provides a focused plan of care combined with educational
materials hyperlinked to other sources. The question of when
patients prefer to access their AVS compared to their doctor’'s
notes through a patient portal, and the relative value of these
uses of the portal, are important topics for future research.

In the case of normative and control beliefs, the strongest
normative belief and motivation to comply were associated with
the patient’s doctor. Patients believe that their doctor thinks
they should access the AVS and they want to do what their
doctor thinks. The importance of clinician encouragement of
patients using online tools such as patient portals has been
identified in several studies [9,11,21]. Our study finds that
clinicians also have an important role in encouraging patients
to access specific functionality of portals such as the AVS. In
the case of control beliefs, the ease of accessing the AVS
through the patient portal wasidentified as an important belief.
The importance of ease of access and use of patient portals has
been well documented in empirical and scoping studies
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[11,12,22,23]. Our study finds that even after patients have
adopted patient portals, ease of access of specific functionality
of the portals can facilitate or impede intention and behavior to
use the functionality.

This study had two objectives: (1) assess the characteristics of
patients who are aware of and accessthe AV Sthrough a patient
portal and (2) apply TPB to evaluate beliefs, attitude, perceived
norm, perceived behavioral control, and predict behavioral
intention of patientstoward accessing the AV Sthrough a patient
portal. A majority of users of a patient portal selected for this
study were aware that the AVS was accessible through the
portal, but almost a third did not remember that the AVS was
available and therefore did not access it. Patients may need to
be reminded that the AVS is accessible through the portal at
the time they leave their office visit, especiadly if patient
preferenceis to receive information through the patient portal.
In terms of patient characteristics, we did not find evidence of
a digital divide with respect to income or education in either
awareness or access of the AV Sin our portal users. On the other
hand, portal users in one setting who accessed their doctor’'s
notes were more educated than those who did not access the
notes [18]. Additional research is needed on issues of digital
divide with respect to different uses of the patient portal, such
as accessing the AV S or doctor’s notes.

With respect to the meaningful use of EHR incentive program,
two goals were envisioned related to EHR functionality such
asthe AVS[1,2]: (1) provide patients with timely and efficient
access to their health information and (2) motivate patients to
engage in their health care. Other studies have also identified
patient engagement in their health care (eg, shared decision
making with their doctor) as an important purpose of the AVS
[24]. Our study found that patients had stronger beliefs about
the AVS with respect to timely and efficient access of
information than with engaging in their health care. Thisfinding
may reflect patients’ value of the AV S as a permanent personal
record to review whenever the need arises [25]. On the other
hand, it is possible that the use of the AV S to engage patients
intheir health careisnot being promoted. Pavlik and colleagues
[10] noted the need for concerted efforts to remind patients of
important information available through the AV S than simply
providing the AV S to patients. Such efforts can lead to patient
activation and the use of information by patients to undertake
recommended treatment plans and self-management, both of
which are important goals for the AV S [24]. Although Stage 1
of the MU program included a core requirement for the
provision of the AV'S, Stage 2 of the MU program no longer
includes this core requirement. This is unfortunate given the
value of the AV'S for providing timely and efficient access of
information as reported by patientsin our study.
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We found TPB to be a suitable theoretical model to predict
behavioral intention of patients toward accessing the AVS
through a patient portal. Our findings match applications of
TPB for predicting intention with respect to a variety of other
health behaviors. Thus, this study provides an important
contribution to the application of theoretical modelsto the study
of patient portals and extends some of the prior theoretical work
on this topic [11,12]. Beyond its theoretical contribution, the
application of TPB can suggest interventions that are relevant
to practitioners. For example, Fishbein and Ajzen [13]
recommend interventionsthat target and change relevant salient
beliefs or make new beliefs salient in support of recommended
behavior. Our study found that the strongest behavioral beliefs
related to accessing the AV Sthrough the patient portal are those
related to tracking visits and tests, and having medical
information more readily and efficiently accessible. Our study
also found that doctors are an important social agent for patients
with respect to accessing the AV S. For those patients who are
not accessing the AV'S through the patient portal, a simple
intervention that organizations can implement would be to
encourage doctors and support staff to discusswith patientsthe
advantages of accessing the AV'S through the portal, such as
tracking visitsand tests. Thisintervention would also help those
patients who do not remember that the AV Sisavailable through
the portal. Similarly, doctors can ask patients to use the AVS
for clarifying instructions and engaging in shared decision
making. Engaging patientsin a dialog about the use of the AVS
may also help facilitate two important factors identified by us
in a survey of physician beliefs about the AVS: (1) enhancing
physician satisfaction with the AV S and (2) promoting positive
beliefs about the effect of the AV S on patient outcomes and the
care the physician personally delivers[26].

Although this study yielded valuable insights into awareness
and access of the AVS through a patient portal and the
application of TPB to this area, it is associated with some
limitations. The response rate in our study was low. We relied
on a self-report of patients accessing the AVS through the
patient portal. With respect to the time component, we chose 5
daysfrom the office visit as the period within which the patient
accessed the AV S. There is a need to assess other time periods
after an office visit in which the patient could access the AV S.
The study was conducted in the setting of aNortheast academic
medical center and the results may not be generalizableto other
regions and patient populations. However, we have no reason
to suspect that the beliefs identified in this study and their
respective strengths would differ across different institutional
settings in which the AV'S is available through a patient portal
(academic medical center vsother) or across different platforms
(homegrown vs vendor patient portals).
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Abstract

Background: Seriousdigital games can be effective at changing healthy lifestyles, but large differencesin their effectiveness
exist. The extent of user involvement in game design may contribute to game effectiveness by creating a better fit with user
preferences. Participatory design (PD), which represents active user involvement as informant (ie, users are asked for input and
feedback) or codesigner (ie, usersasequal partnersin thedesign) early on and throughout the game devel opment, may be associated
with higher game effectiveness, as opposed to no user involvement or limited user involvement.

Objective: This paper reports the results of a meta-analysis examining the moderating role of PD in the effectiveness of serious
digital gamesfor healthy lifestyle promotion.

Methods: Four databases were searched for peer-reviewed papers in English that were published or in press before October
2014, using a (group-) randomized controlled trial design. Effectiveness data were derived from another meta-analysis assessing
the role of behavior change techniques and game features in serious game effectiveness.

Results: A total of 58 games evaluated in 61 studies were included. As previoudly reported, serious digital games had positive
effects on healthy lifestyles and their determinants. Unexpectedly, PD (g=0.075, 95% CI 0.017 to 0.133) throughout game
development was related to lower game effectiveness on behavior (Q=6.74, P<.05) than when userswere only involved astesters
(9=0.520, 95% CI 0.150 to 0.890, P<.01). Games devel oped with PD (g=0.171, 95% CI 0.061 to 0.281, P<.01) were a so related
to lower game effectiveness on self-efficacy (Q=7.83, P<.05) than when users were not involved in game design (g=0.384, 95%
Cl 0.283 to 0.485, P<.001). Some differences were noted depending on age group, publication year of the study, and on the
specific role in PD (ie, informant or codesigner), and depending on the game design element. Games developed with PD were
more effective in changing behavioral determinants when they included usersin design elements on game dynamics (beta=.215,
95% CI .075 to .356, P<.01) and, more specifically, as an informant (beta=.235, 95% CI .079 to .329, P<.01). Involving users as
informants in PD to create game levels was also related to higher game effectiveness (Q=7.02, P<.01). Codesign was related to
higher effectiveness when used to create the game challenge (Q=11.23, P<.01), but to lower game effectiveness when used to
create characters (Q=4.36, P<.05) and the game world (Q=3.99, P<.05).

Conclusions: The findings do not support higher effectiveness of games developed with PD. However, significant differences
existed among PD games. More support was found for informant roles than for codesign roles. When PD was applied to game
dynamics, levels, and game challenge, this was associated with higher effectiveness than when it was applied to game aesthetics.
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Since user involvement may have an important influence on reach, adoption, and implementation of the intervention, further
research and design efforts are needed to enhance effectiveness of serious games developed with PD.

(J Med Internet Res 2016;18(4):€94) doi:10.2196/jmir.4444

KEYWORDS

serious games; video games; computer games, games; health promotion; meta-analysis; review; design; community-based

participatory research

Introduction

Serious digital games are a form of organized play, using a
digital device, intended to be both entertaining and educational
[1]. Serious games have shown promising effects in promoting
healthy lifestyles [2,3]. Hedlthy lifestyles can prevent a wide
range of diseases, such as some cancers, cardiovascular diseases,
stroke, dementia, mental illness, and diabetes [4-7], and having
effective interventions to promote these lifestyles is therefore
of great public health importance. A recent meta-analysis of
serious games for healthy lifestyle promotion revealed that
serious games were effective at changing (1) behavior (eg,
number of steps taken per day), (2) individual determinants of
this behavior (eg, knowledge, attitudes, social norms,
self-efficacy, skills, and perceived environmental barriers or
facilitators), and (3) clinical outcomes (eg, body mass index).
Although the effects were small, they were in line with the
magnitude of effects found for other computer-delivered
interventions[8,9]. These effects applied across health behaviors
(eg, physical activity, illness self-management, and social
behavior). Games were also equally effective for both men and
women and for all age groups [2]. Apart from being effective,
serious games are also well liked by their target group:
adolescent users preferred serious games to traditional
educational approaches, such as classroom teaching [10]. Being
enjoyable, absorbing, and intrinsically motivating [1,11], serious
games may overcome motivational barriers that health
promotion programs often encounter [12-14].

Degspite their potential, large variations exist in serious game
effectiveness that are not well understood [15]. The recent
meta-analysis of serious gamesfor healthy lifestyle promotion,
which showed games were effective, also investigated the role
of theory, individual tailoring, and sample and study
characteristicsin game effectiveness[2]. A gamewas considered
effective if it reached its goal of improving healthy lifestyles
(eg, being more physicaly active), improving the health
outcomes related to these lifestyles (eg, reducing obesity), or
improving determinants predictive of a healthy lifestyle (eg,
having apositive attitude toward physical activity). Randomized
controlled trials were included in the meta-analysis. To be
deemed effective, the gain in these health-related outcomes had
to be higher in the condition receiving the intervention (ie, the
game) than in the control condition. Independent variables
included theory, individual tailoring, study quality, health
behavior, and study and sample characteristics. Theoretical
foundation reflected the theory used to guide intervention
development (eg, behavior change theories and game-based
learning theories) and was a significant moderator of game
effectiveness. Individual tailoring reflected the degree to which

http://www.jmir.org/2016/4/e94/

the intervention content or appearance was adjusted to match
the individual user’s characteristics (eg, girls would receive a
different game challenge than boys) and was also a significant
moderator of effectiveness. Of the investigated study
characteristics (eg, average time during which they were exposed
to the game), only the time duration between the end of the
intervention and the measurement of effects affected game
effectiveness.

Other characteristics, such as specific type of health behavior
(eg, physical activity, preventive behavior and
illness-self-management, and mental health promotion and
social behavior) and study quality (ie, study validity and
reliability, such as sampling method, measures, and blinding)
did not affect game effectiveness.

Heterogeneity in effectiveness, however, remained that could
not befully explained by these moderators, pointing to the need
to explore other potential moderators of serious game
effectiveness. The extent to which serious gameswere developed
in participatory design (PD) between users and professionals
may be animportant moderator, as appreciation of gamefeatures
may differ by target group [16-18]. This may be particularly
important when professionals do not share the same
characteristics as the target group [19]. Involving end usersin
design should increase game fit with user preferences, which
has been hypothesized to enhance game effectiveness [20].

Participatory design is a broad term that comprises several
purposes, methods, and intensities of user involvement. An
overarching PD principleisthat users should beinvolved inthe
development of tools designed to benefit their quality of life
[21]. In a pragmatic perspective, PD is considered beneficia
via its potential to improve program effectiveness and user
adoption [22]; our study reflects this perspective. Other
perspectives on user participation consider PD to be useful
regardless of itspotential contribution to program effectiveness.
PD is also regarded as a moral imperative motivated by its
potential effects on community empowerment, giving
communities (ie, groups of people with shared interests, needs,
or identities) more control over their lives by active involvement
in program design [22].

PD has similarities to other concepts of user involvement in
gamedesign. It isclosely related to the concept of user-centered
design (UCD), which emphasi zes continuous user involvement
at every design stage with iterative testing. UCD considers PD
to be one of its approaches [23]. Formative research is also
frequently mentioned as away to involve usersin health game
development [24]. Formative research generally refers to
collecting data among target usersto ensure the intervention is
acceptable and appropriate for them, for example, at a cultural
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or cognitive level [25]. This type of formative research
resembles the UCD-specified role for the user as informant.
However, power imbalances between users and professionals
may be maintained in formative research [26]. Formative
evaluation may be one method used within PD, but does not
necessarily constitute PD [27].

In this paper, user involvement is an umbrella term describing
the degree to which the end user influences game design. User
involvement can take several forms: users, testers, informants,
and codesign partners[28]. As users or testers, the target group
is observed during game play. They are asked for acceptability
and/or usability of an early version of the game developed
without user input—al so known as a phatesting [29,30]. These
forms of user involvement are not considered PD, since the
expertsinitiated the design and made the final decisionswithout
user involvement. In the mode of informant—users are asked
for input and feedback—or codesigner—usersasequal partners
in the design—here considered forms of PD, users are actively
involved and are asked for input starting at an early stage of
design, prior to product development [28].

Active user involvement in the devel opment of health promotion
interventions has been advocated to ensure user concerns are
adequately reflected in the program [31], to integrate user and
professional expertise for mutual learning [32], and to increase
community acceptability and adoption of the intervention
[19,32]. The benefits of user involvement on program
effectiveness arerarely assessed [ 33]. Collecting hard evidence
on the value of PD is difficult, as its fuzzy processes are
considered irreconcilable with commonly used research methods
for outcome measurements [22]. An experimental design with
and without user participation may not be practically feasible,
since insights into which factors to control in a comparison
condition may surface only during the PD process[22]. Funding
bodies, neverthel ess, often require evidence of the contribution
that PD has made to effectiveness [19,22].

A meta-analysis may advance our understanding of how PD
relates to game effectiveness by quantifying and comparing
differences across studies and by overcoming small sample
sizes in individual studies [34]. This can add to the limited
evidence of the value of PD in serious game design and
effectiveness.

Several game design elements (eg, levels, challenge, feedback,
and tailoring) may contribute to game effectiveness [12,35].
PD in educational games showed that users were focused on
design elements, such as narrative, sounds, setting, and
characters, but struggled with integrating other design elements
in gameplay, such as educational content [36]. Since a recent
meta-analysis on serious games indicated that only certain
design elements (eg, levels and adaptive game challenge) were
associ ated with game effectiveness (data avail able upon request
from the authors), we could expect user involvement in these
design elements to be more strongly associated with game
effectiveness.

This study conducted a meta-analysis and meta-regression
analysis to investigate the role of user involvement and PD in
the effectiveness of serious games for healthy lifestyle
promotion. The research questions included the following: (1)

http://www.jmir.org/2016/4/e94/
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Does game effectiveness differ by user involvement (ie, no
involvement, tester only, or PD)?, (2) Does the influence of
user involvement on effectiveness differ by age group (ie,
average participant age <18 yearsor >18 years) or by publication
year of the study (ie, game studies published before 2010 or
between 2010 and 2014)?, (3) Does PD relate differentially to
game effectiveness depending on the design role for users (ie,
informant or codesigner)?, and (4) Does PD relate differentially
to game effectiveness depending on the design element (eg,
educational content, game challenge, or narrative) in which it
was applied?

Methods

Overview

Theresearch protocol wasingpired by Cochrane guidelines[37].
Meta-analysis reporting was conducted in accordance with the
Preferred Reporting Items for Systematic Reviews and
Meta-Analyses (PRISMA) statement [38], with the exception
of sensitivity analyses and effectiveness data per study, which
are reported elsewhere. Effectiveness data for this study were
obtained from ameta-analysiseval uating therole of gamedesign
elementsin serious game effectiveness. This meta-analysiswas
an update—search was updated for papers between 2013 and
2014—of aprevious meta-analysis. For background information
on effectiveness calculations, we refer the readersto an earlier
meta-analysis by DeSmet et al [2].

Sear ch Strategy and Study Selection

Inclusion and Exclusion Criteria

The following were the inclusion and exclusion criteriafor the
studies:

1. Studies were included if they investigated serious digital
games, defined as organized play with a set of rules by which
to play and agoal, which created achallenge, provided feedback
or showed outcomes, entailed interaction, and had atopic [1].
Studies were excluded if they investigated commercial
off-the-shelf games, multimedia programs with no interaction
(eg, only watching a video without a chalenge), and board
games.

2. Studies were included if they were designed for healthy
lifestyle promotion aiming to improve health behaviors, such
as healthy diet (eg, fruit and vegetable consumption), physical
activity (eg, number of steps taken per day), socia behavior
(eg, emotion recognition and not bullying others), health
responsibility and maintenance (eg, illness self-management
and not smoking), and stress management or self-actualization
(eg, persona growth and mental health promotion) [39]. Studies
were excluded if they investigated games that only targeted an
increased skill level but did not target lifestyle change (eg,
athletic performance), that were only used in a therapeutic
context and with no intent to create a lifestyle change (eg,
treatment support), or that were used for professional education
(eg, teaching medical skills).

3. Studieswere included if they reported outcomes on behavior
or its determinants (eg, knowledge and attitudes). Studies were
excluded if they only consisted of usability evaluations, player
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experiences, or case studies or that only reported effects on
clinical outcomes, not healthy lifestyles.

4. Studies were included if they provided data that allowed the
computation of effect sizes. Studieswere excluded if therewere
no data available in the article or after consulting authors
allowing an effect size to be calculated.

5. Studies were included if they used a research design with a
control condition to which either individuals or groups of
individuals were randomly assigned. Studies were excluded if
they consisted of a one-group, pretest post-test design or a
one-group, post-test-only design.

6. Studies were included if they were reported in English.

Search Strategy

Four databases were searched for peer-reviewed publications
since the creation of the journal databases until October 2014:
PubMed (1966), Web of Science (1926), Cumulative Index to
Nursing and Allied Health Literature (CINAHL) (1937), and
PsycINFO (1887). The search was conducted using the
keywords games, video games, or interactive multimedia and
health. Search resultswere complemented with hand-searching
studies reported in reviews, examining the table of contents of
relevant specialized journals and databases (ie, Computers in
Human Behavior, CyberPsychology, Behavior and Socia
Networking, Games for Health Journal, IMIR Serious Games,
Telemedicine and E-Health, and Health Games Research
database), and by requesting qualifying manuscripts from the
local Digital Games Research Association (DiGRA) chapter.
Authors were contacted for more information when data for
coding or effect size calculation were lacking. When unclear,
the coding frame was presented to the authors for completion
or review and correction.

Coding Frame

Primary and Secondary Outcomes

The following primary outcomes were studied: behavior and
behavioral determinants (ie, knowledge, attitudes, subjective
norm, perceived barriers, skills, self-efficacy, and behavioral
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intention). These behavioral determinants are considered the
key changeable influences on behaviors [40]. Whatever the
authorsidentified as attitudes, skills, etc, were counted in those
categories. As secondary outcomes, clinical effects (eg, weight
and depression score) were included, when applicable. These
outcomes could relate to several healthy lifestyles, in accordance
with the Health-Promoting Lifestyle Profile scale [39]: healthy
diet, physical activity, social skills and behavior, health
responsibility and maintenance, and stress management and
self-actualization.

User Preferences

A coding framefor PD of serious gameswas based ontheitems
listed in Textbox 1 [12,28,41-43].

To provide an index of PD for mechanics, dynamics, and
aesthetics, the number of aspectsin which users were involved
as informant or as codesigner were summed per area. User
involvement could relateto the choiceto include certain features
and/or to how these features were designed. The user group was
defined asthe end usersfor whom the intervention wasintended,
not as the stakeholders who were important in facilitating the
implementation of the intervention (eg, teachers and health
professionals). Stakeholder involvement in PD was coded
separately.

Also coded were the number of consultationswith the users(ie,
exact number or constant involvement) and stakeholders (ie,
exact number or constant involvement), the method used to
involve users (eg, focus groups), and the sampling strategy to
recruit the user and stakeholder groups (see Multimedia
Appendix 1). These process measures may indicate reliability
and validity of the findings from consulting the target group
[19]. The full coding frame can be found in Multimedia
Appendix 1.

Two coders (ADS, Wendy Van Lippevelde) independently
coded user involvement for arandom selection of one-third of
the game studies, showing good coder agreement (k=.83). Al
authors of theincluded PD studies were offered an opportunity
to review and, if necessary, adjust the more detailed coding
sheet for their study to guarantee coding accuracy.

Textbox 1. Coding frame for participatory design upon which serious games were based.

A coding frame for PD of serious games was based on the following:

1. The degree of user involvement. Users were either (1) not involved, (2) involved as testers only (of a finalized version), or (3) involved in PD,
as either informants at an early stage (ie, preferences and suggestions are elicited prior to and during development) or as codesigners who were
part of adesign team and in charge of one or more parts of game development [28].

2. When userswere involved in PD as informants or codesigners, we coded the following aspects:
«  Thedesign elements in which they were involved, inspired by the Mechanics, Dynamics, Aesthetics (MDA) framework [41].
1.  Mechanicsincluded controls (eg, push buttons and mouse) and actions or interactivity (eg, jump and run).
2. Dynamicsincluded rewards (eg, points and badges) and levels (eg, number of levels and how to level up or down).

3. Aestheticsincluded narrative (eg, story), challenge (eg, game type), character looks (eg, clothing style), game world looks (eg, colors

and setting), and language (eg, jargon and phrases).

«  Theinvolvement of usersin choosing behavioral change strategies employed in serious games (eg, individual tailoring [12] and feedback

[42,43)).

«  Theinvolvement of users asinformants or codesigners of educational content.
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Meta-Analytic Procedure

Game effectiveness was defined as an improvement in healthy
lifestyles, behavioral determinants, or clinical outcomes
associated with these lifestyles. Reported effects on behavior
reflect average effects on the entire category of healthy lifestyles
(eg, physical activity and healthy diet). Reported effects on
behavioral determinants also show average effects on all
behavioral determinants considered as one category (eg,
knowledge and attitudes). Similarly, all clinical outcomes are
considered as one category across health areas (eg, body mass
index and depression scores). Hedges' g was calculated as the
effect sizeindex, which correctsfor small ssmple sizes[44]. A
positive or anegative Hedges' g indicated that the serious game
respectively increased or reduced adoption of ahealthy lifestyle
or its determinants. In cases where the intervention targeted a
reduction of unhealthy lifestyles, the computed sign of the effect
size was reversed so al positive differences reflected an
improvement in healthy lifestyles for the treatment group
compared to the control group.

Study results were pooled using arandom effects model. Tests
for significance of the effect size are indicated in Table 1 by
the mention "within category." Two P values per row are
reported: one for Hedges' g effect sizes (considered significant
a P<.05) and one for Cochran's Q values, testing for
heterogeneity among studies in this category (considered
significant at P<.05). A significant P value for Hedges g
indicated a significant effect of the games in this category,
whereas a significant P value for Cochran’s Q indicated that
large variations existed between these studies’ effectiveness.

Moderator analyses were conducted to explain differences in
effect sizes between studies. For all moderator analyses, a

mixed-effects model was used, and Cochran’s Q test and 1°[45]
were reported to investigate the degree of heterogeneity in effect
sizes. Moderator analyses test whether heterogeneity can be
explained by differences between several categories on the
moderating variable, indicated in Table 1 by the mention
"between categories." A significant P value associated with the
Q test indicated the moderator was able to explain some
heterogeneity between the studies effectiveness. Moderator
analyseswere only conducted with the categoriesthat contained
asufficient sample. A sufficient sample was defined as having
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at least three studies in a category, or a minimum sample size
of 250 participants per category. A sample size smaller than
thiswas shown not to have sufficient power to detect even large,
homogeneous moderator effects [46]. This minimum sample
size was thus chosen to make meaningful moderator analyses,
without being overly restrictive. 1t should be emphasized,
however, that this sample size may still be underpowered to
detect small or heterogeneous moderator effects, and not finding
significant moderator effects should hence not be interpreted
as evidence for no effect [46]. When a category did not have a
sufficient sample, it was excluded from the moderator analysis,
which was then performed only on the remaining categories
where possible—two or more categories. When a moderator
was not relevant for astudy (eg, narratives are not used, asthey
do not fit within certain gametypes), the study was not included
in that particular moderator analysis.

Meta-regression (ie, method-of-moments procedure) was
performed for continuous moderators [47], where the slope
(beta) and its P value indicated the importance of this moderator
in understanding linear changesin effect sizes. To maintain the
independence of the data, whenever necessary, effect sizeswere
averaged across different outcomes. All analyses were
performed with Comprehensive Meta-Analysis software, version
3 (Biostat Inc, Englewood, NJ, USA). Effect sizes of 0.20-0.49
were considered small effects, 0.50-0.79 were considered
moderate, and >0.80 were considered large [48]. The research
protocol for this study is available in Multimedia Appendix 2.

Results

Overview

The database search was conducted at two time points: oncefor
papers published or accepted until July 2013, and once updated
for papers published or accepted until October 2014 (see Figure
1). In total, the search yielded 8261 hits, from which 1742
(21.09%) duplicates were removed. Next, 6098 articles out of
6519 (93.54%) were deleted after reading the abstract and title.
After reading the full texts of the remaining articles (n=421)
and adding studies from other sources (n=18), such as a search
in specialized journals and databases and requests via
professional networks, 58 out of 439 (13.2%) game paperswere
retained that fit our inclusion/exclusion criteria.
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Figure 1. Flowchart of game study selection.
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Full-text papers
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318 papers removed
26,3% lackinginfoto calculate effect size
16,3% not peer-reviewed (e.g. dissertation)
15,9% not a game for health promotion
15,6% not a digital game
12,1% not a game
8,3% entertainment game
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16 papers added
43,8% via professionalnetworks
37,5% other reviews
18,8% via specialized journals

13 papers removed
¥ = Didnet usea control cendition

Game studies finally
retained: 54

Descriptive I nformation

A total of 58 gameswere studied in atotal of 61 evaluations—3
papers studied more than one game and 3 games were aso
evaluated in more than one paper. Most studies came from North
America (43/61, 71%), with the remainder originating from
Europe (16/61, 26%) and Asia Pacific (2/61, 3%), including
Australiaand New Zealand. None came from Africaor Central
or South America, possibly related to the English language
restriction in our inclusion criteria. Most evaluated games for
children (32/61, 53%) or adolescents (30/61, 49%). Around a
third (21/61, 34%) evaluated games for adults, whereas only
one game targeted the elderly. Over half the game studies were
published in 2010 or later (33/61, 54%).

M oderating Role of User I nvolvement—None, Tester,
or Participatory Design—in Game Effectiveness

For 8 out of 61 studies (13%), no information on target group
involvement could be obtained. Of the remaining 53 evaluations,
morethan half of the game evaluationsinvolved the target group
in the game design (36/53, 68%). Of these 36 studiesinvolving
the target group, 11 (31%) game evauations only pilot-tested
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- PubMed: 498
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10,0% entertainment games

8,0% not a game

8,0% not a digital game

6,0% already included

6,0% not originalresearch results
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Papers after full-text 2,0% not @ game as intervention
review: 2 7.4% other

2 papers added
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Y
Game studies finally
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afinished version, and 25 out of 36 (69%) involved the target
groupin PD. Aspreviously reported, serious game studieswere
effective in changing healthy lifestyle behavior, behavioral
determinants, and clinical outcomes|[2].

TOTAL Game studies
retained: 58

Table 1 lists game study effect sizes and the role of user
involvement as a moderator in explaining differences between
these effect sizes. Results were organized by type of outcome:
behavior, behavioral determinants, and clinical outcomes. Table
1 contains several analyses per outcome. The Total row reports
the effect sizes for all included game studies that measured
effects on a particular outcome. The row, User involvement
(between categories), showsthe results of amoderator analysis
testing for differences in effect sizes between game studies of
different categories of user involvement (eg, for behavior, user
involvement was a significant moderator in explaining
heterogeneity between game studies [Q=6.74, P=.03]). The
ensuing rows show the average effect sizes of game studies
within each category of user involvement (eg, for game studies
where users were not involved, effects on behavior were not
significant [g=0.540, P=.17], but large differences existed in
effect sizes of game studies belonging to this category
[Q=324.39, P<.001)).
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Table 1. User involvement as moderator in game study effectiveness.
Sample kP, Hedges ¢° |2
Outcome size® n n  (95%Cl) Pg Q Po %
Behavior
Total’ 317582 24 0216 <001 40837 <001 94
(0.113 10 0.319)
User involvement (between categories) 11,684 22 6.74 .03
User involvement (within categories)
No involvement 3238 4 0.540 17 324.29 <.001 99
(-0.230t0 1.311)
Involvement only as tester 430 4 0.520 .01 10.21 .02 71
(0.150 to 0.890)
Involvement as informant or codesigner 8016 14 0.075 .01 14.67 .33 11
(0.017 t0 0.133)
Behavioral determinants
Total' 22,366 51 0.317 <001 21972 <001 77
(0.244t0 0.391)
User involvement (between categories) 13,000 44 3.24 .20
User involvement (within categories)
No involvement 4649 16 0.288 <.001 39.26 .001 62
(0.161t0 0.414)
Involvement only as tester 1335 8 0420 <001 997 19 30
(0.278t0 0.562)
Involvement as informant or codesigner 7016 20 0.265 <.001  49.37 <001 62
(0.170 10 0.361)
Self-efficacy
Total’ 14564 21 0227 <001 8614 <001 77
(0.130t0 0.324)
User involvement (between categories) 6398 20 7.83 .02
User involvement (within categories)
No involvement 1545 8 0.384 <.001 2.73 91 0
(0.283t0 0.485)
Involvement only as tester 434 3 0.305 .09 6.80 .03 71
(-0.044 t0 0.654)
Involvement as informant or codesigner 4419 9 0171 .002 22.60 .004 65
(0.061 to 0.281)
Clinical outcomes
Totalf 9488 11 0.071 001 808 62 0
(0.031t0 0.111)
User involvement (between categories) 1084 7 0.05 .82
User involvement (within categories)
No involvement 119 2 -0.036 .85 0.20 .66 0
(-0.402 to 0.330)
Involvement only as tester 384 3 0034 74 0.63 .73 0
(-0.168 to 0.236)
Involvement as informant or codesigner 700 4 -0.001 .99 5.63 A3 47

(-0.217 t0 0.216]
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8Combined participant sample size.

B number of studies.

®Hedges' g (random effects).

dcochran’s Q test: homogeneity statistic (mixed effects).
©2index: inconsi stency, a second measure of heterogeneity.
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"The total includes the studies with missi ng values on the user involvement variable. For measures on behavior, one very large study (n=297,737) was
included here, which was not involved in moderator analyses on user involvement, due to missing information.

There were significant differences (Q=6.74, P=.03) between
the game studies’ effects on behavior depending on the nature
of target group involvement. Game studies for which the target
group was involved in PD (g=0.075, P=.01) were significantly
less effective in changing behavior than game studies that were
only pilot-tested among the target group after design (g=0.520,
P=.01). Effects of game studies developed in PD with the target
group showed no significant differences with game studies that
had not involved the target group (g=0.540, P=.17) (see Table
1). We assessed whether this applied to both ol der (ie, published
before 2010) and more recent (ie, published between 2010 and
2014) game studies. When analyzing older and recent game
studies separately, the difference in effectiveness on behavior
by levels of active user involvement was only significant for
recent game studies (Q=3.87, P=.049), but not for older game
studies (Q=1.15, P=.28). Asin the full sasmple analysis, games
where userswereinvolved merely astesterswere more effective
(g=0.577, P=.03) than games where userswereinvolved in PD
(g=0.066, P=.09). Therewereinsufficient observationsavailable
herefor comparison with studieswithout user involvement (see
Multimedia Appendix 3, Tables A3-1 and A3-2).

We also assessed whether this applied both to game studies
evaluated among a younger audience (ie, average age of
participants <18 years) and among an adult audience (ie, average
age of participants =18 years). This difference was only
significant in studies with, on average, adult participants
(Q=4.39, P=.04). Game studiesamong adult participantswhere
the target group had only been involved as testers were more
effective (g=0.577, P=.03) than studies developed in PD
(g=0.009, P=.92). Therewereinsufficient observationsavailable
herefor comparison with studieswithout user involvement (see
Multimedia Appendix 3, Tables A3-3 and A3-4).

There were no significant differences between the effects on
behavioral determinants. When examining determinants
separately, user involvement only significantly moderated effects
on self-efficacy (Q=7.83, P=.02). Game studies for which the
target group had been involved in PD (g=0.171, P=.002) were
less effective in increasing self-efficacy than game studies for
which the target group had not been involved in the design
(9=0.384, P<.001), but showed no significant differences with
game studies where the target group had been involved in pilot
testing (9=0.305, P=.09) (see Table 1). When examining this
by the publication year of the studies, this difference only
appeared significant (Q=21.14, P=.01) for recent game studies
(ie, published between 2010 and 2014) and not for studies
published prior to 2010 (Q=2.63, P=.11). Recent game studies
(ie, published 2010-2014) for which the target group had been
involved in PD (g=0.098, P=.17) were less effective in
increasing self-efficacy than game studies for which the target
group had only been involved astesters (g=0.483, P<.001), but
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showed no significant difference with game studieswhere users
were not involved in the design (g=0.281, P=.04) (see
Multimedia Appendix 3, Tables A3-1 and A3-2).

We also assessed whether this applied both to game studies
evaluated among a younger audience (ie, average age of
participants <18 years) and among an adult audience (ie, average
age of participants =218 years). This difference was only
significant in studies with, on average, younger participants
(Q=9.66, P=.002). Game studies among children and adol escents
where the target group had not been involved were more
effective (g=0.377, P<.001) than studies in this age group
developed in PD (g=0.127, P=.03). There were insufficient
observations available here for comparison with studies where
users were only involved as testers (see Multimedia Appendix
3, Tables A3-3 and A3-4). Differences in effects on clinical
outcomes could only be assessed between two levels of
involvement. This difference in effects between levels of user
involvement was not significant (see Table 1).

In summary, PD was associated with less health behavior change
than when users only pilot-tested afinalized game version—all
game studies and those with average sample age =18 years.
There were no significant differences in game studies where
users had not been involved in the design process. Games
developed in PD also related to lower effects on self-efficacy
than when users were not involved in any phase of the game
design—all game studies and those with average sample age
<18 years—or when users were only involved in pilot
testing—recent game studies.

Differential Moderating Role of Participatory Design
in Game Study Effectiveness by Design Elements

Descriptive Information

A total of 25 out of 36 (69%) game studies involved users in
PD, either asinformants or codesigners, and were available for
a more in-depth exploration of the role of PD in game
effectiveness. For 3 studies reported in 2 papers [49,50], no
detailed information could be obtained from the authors;
therefore, they were not included in the moderator analyses (see
Table 2). Thisresulted in atotal of 22 game studies for which
detailed information was available.

Focus groups were the most frequently used method to consult
users in the serious game development (14/22, 64%) [51-64].
A range of 2-16 focus groups informed game design. Out of 22
studies, 4 (18%) involved users viainterviews [65-68], 2 (9%)
viaclassroom discussions[58,69], and 1 (5%) viaasurvey [70].
In 3 studies out of 22 (14%), a user technical advisory board
was established [55,57,62], and in 3 studies (14%) reported in
2 papers, target group users were recruited as members of the
design team [70,71].
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On average, 97.17 (SD 127.72) users per study were involved
in PD of the game studies. Users were recruited via purposive
sampling in 12 out of 22 studies (55%)
[51-54,58,59,61,65,68,69,71], via a self-selected convenience
sample (eg, flyers) in 8 studies out of 22 (36%)
[55-57,60,62,63,66,70], and/or via snowball sampling in 4 out
of 22 studies (18%) [55,57,62,64]. For one study, no information
could be obtained on sampling method [67]. For some studies,
the number of stagesin which userswere involved was unclear.

Table 2. User involvement in game design elements.

DeSmet et a

A total of 6 out of 22 studies (27%)—discussed in 5
papers—mentioned continuous user involvement [59,70,71] or
involvement in several stages [62,64]. For other studies, there
was a range of 2-20 consultations, but it was unclear if these
related to different design stages. Other stakeholders (eg, health
professionals, parents, and teachers) were consulted in 13 out
of 22 game studies (59%) [52,53,55-64,68]; on average, 24.91
(SD 22.24) other stakeholders were consulted.

Study? N°  che cLve

GLe Lwf RY co 1Al 7 Lem

Campbell et a, 1999 [65]

Yawn et al, 2000 [64] c® cC |
Baranowski et al, 2003 [69)] I [
Campbell et a, 2004 [66]

Jago et al, 2006 [53] [
Kato et al, 2008 [69] [
Trepkaet a, 2008 [63] |
Thompson et al, 2009 [61] |
Tortolero et &, 2010 [62]

Baranowski et al, 2011 [51] I I [
Dias and Aganti, 2011 [67] I,C
Sapounaet a, 2011 [58] I,C I,C |
Swartz et al, 2011 [60]

Markham et a, 2012 [55]

Molnar and Kostkova, 2012 [56] |
Brown et al, 2012 [52] |
Schotland and Littman, 2012 [59]
Christensen et a, 2013 [70]
Majumdar et al, 2013 [54] I I [

Song et a, 2013 (a-b”) [71] C C
Peskin et al, 2014 [57]

|n

3studies are chronologically organized by publication year.
BN: narrative.

CCh: challenge.

dCLV: character looks/voice.

€GL: game world looks.

fLw: language, wording.

9R: rewards.

PL: levels.

iCo: controls.

JIA: interactivity/action.

KF: feedback.

T tailoring.

M|_C: learning content.

M: user involvement as informant.

OC: user involvement as codesigner.

PTwo different types of games (a-b) were evaluated in this paper.
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Moderating Role of | nvolvement as I nformant or
Codesigner in Game Study Effectiveness

Astheseanalysesonly related to some of the studies mentioned
above (ie, 25 studies using PD), too few observations were
available to analyze severa of the moderators. This was the
case for the moderating role of PD in game study effectiveness
on clinical outcomes and for the moderating role of PD in game
effectiveness on specific behavioral determinants (eg, attitudes
and self-efficacy). Detailed analyses to assess the effectiveness
of PD characteristicsamong PD studies by groups of publication
year or average sample age were also not conducted due to
insufficient observations.

Moderator analyses for PD as one category, considering
informant and codesign together, are described in thefollowing
text. Results from detailed moderator analyses for the role as
informants or as codesigner separately are summarized in the
following text and described in detail in Multimedia A ppendix
3 (Table A3-5).

The total number of aspects in which users were involved as
infformant or as codesigner was summed. There was no
significant relationship between the number of areas in which
users were involved as informants or codesigner and
effectiveness on behavior (beta=.002, 95% CI -.026 to .029,
P=.91, k=14, n=8016), nor on behaviora determinants
(beta=.045, 95% Cl -.009t0.098, P=.10, k=16, n=6155). Similar
resultswere noted when analyzing the rel ationship between PD
in these areas with effectiveness, separately for involvement as
informant or as codesigner (see Multimedia Appendix 3, Table
A3-5).

http://www.jmir.org/2016/4/e94/
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Moderating Role of | nvolvement as I nformant or
Codesigner in Mechanics, Dynamics, Aesthetics, or
Educational Content in Game Study Effectiveness

There were insufficient studies (k=1) available to perform
moderator analyses where users were involved in feedback or
tailoring decisions.

Summed M echanics, Dynamics, Aesthetics Areas

There were no significant relationships between degree of PD
in mechanics (beta=-.030, 95% CI -.117 to .056, P=.20, k=14,
n=8016), dynamic aspects (beta=.074, 95% CI -.040 to .187,
P=.20, k=14, n=8016), or aesthetic aspects (beta=-.001, 95%
Cl -.038 to .035, P=.94, k=14, n=8016) and effectiveness on
behavior.

There were also no significant relationships between degree of
PD in mechanics (beta=-.078, 95% Cl -.343 to .188, P=.57,
k=16, n=6155) or aesthetic aspects (beta=.046, 95% CI -.030
to.121, P=.24, k=16, n=6155) and effectiveness on behavioral
determinants. There was, however, a positive, significant
relationship between the degree of PD in dynamics and
effectiveness on behaviora determinants (beta=.215, 95% CI
.07510.356, P=.003, k=16, n=6155). Similar resultswere noted
when analyzing the rel ationship between PD inthese areaswith
effectiveness, separately for involvement as informant
(beta=.235, 95% CI .079 to .329, P=.003, k=16, n=6155), but
not for involvement as codesigner (see Multimedia Appendix
3, Table A3-5).

Specific M echanics, Dynamics, Aesthetics Areas

We examined the role of PD as informant or codesigner in
specific MDA areas of game design in explaining game study
effectiveness. Significance of moderators is summarized in
Table 3. Full information on these moderator analyses is
provided in Multimedia Appendix 3 (Tables A3-7 to A3-15).
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Table 3. Overview of significance of moderator analyses for the role of participatory design in specific Mechanics, Dynamics, Aesthetics design

elementsin game study effectiveness.

Comparisons between categories of involvement and no involvement Informant/ Informant Codesigner
codesigner
Q* P Q P Q P
Behavior (between categories)
Narrative 0.05 .82 0.05 .82 0.03 .87
Challenge 1.07 .30 1.07 .30 1.04 31
Characters 0.36 .55 1.80 .18 4.38 .04
Game world 0.25 .62 0.25 .62 3.99 .046
Language 0.79 .37 0.79 37 0.10 75
Rewards 0.85 36 085 36  N/AP
Levels N/A N/A N/A
Controls 0.37 .54 0.37 54 N/A
Action/interactivity 011 74 0.54 47 N/A
Behavioral determinants (between categories)
Narrative 0.43 51 135 24 0 .99
Challenge 293 .09 N/A N/A 11.23 .001
Characters 117 .28 127 .26 0.21 .65
Game world 0.32 57 0.05 .83 0.59 44
Language 0.01 .93 0.46 .50 0.59 44
Rewards 207 15 0.20 .66 N/A
Levels 7.02 .008 7.02 .008 N/A
Controls N/A N/A N/A
Action/interactivity 0.48 49 0.48 49 N/A

8Cochran’s Q test: homogeneity statistic (mixed effects).
BNI/A: not applicable/not available due to insufficient observations.

PD in designing narratives, language, rewards, controls, and
actionsor interactivity did not relate significantly to game study
effectiveness on behavior or its determinants. Significant
differenceswerefound for PD for creating the challenge, levels,
character looks, and game world design. Involving usersin PD
on the challenge and levels related to higher game study
effectiveness, whereas involvement in PD in character 1ooks
and game world design was associated with lower game study
effectiveness. These differences in effects are discussed more
in detail below.

When creating the challenge, there was asignificant difference
when considering codesign separately. Game studieswhere the
challenge was codesigned with users (g=0.791, 95% CI 0.447
t0 1.135, P<.001, k=4, n=318) were significantly more effective
(Q=11.23, P=.001) in changing behavioral determinants than
those where users had not been involved in codesign (g=0.192,
95% Cl 0.128 to 0.257, P<.001, k=12, n=5837).

A significant relationship was also noted between user
involvement as either informant or codesigner and game study
effectiveness on behavioral determinants. Game studies where
userswereinvolved in the creation of levelsas either informants
or codesigners (g=0.771, 95% CI 0.347 to 1.196, P<.001, k=3,

http://www.jmir.org/2016/4/e94/

n=231) were significantly more effective (Q=7.02, P=.008) than
game studies where users were not involved as informants or
codesignersin level design (g=0.191, 95% CI 0.130 to 0.253,
P<.001, k=13, n=5294). The same significant finding was noted
when analyzing user involvement as informants separately, but
could not be assessed for codesigners separately.

User involvement as codesigner, in the creation of characters,
related to a significant difference in game study effectiveness
on behavior. Game studies where users were involved in
codesign of the characters (g=-0.022, 95% CI -0.128 to 0.083,
P=.68, k=4, n=1485) were significantly less effective (Q=4.38,
P=.04) at changing behavior than game studies where users
were not involved in codesign (g=0.107, 95% CI 0.047 to 0.168,
P<.001, k=10, n=6531). Differencesin game study effectiveness
on behavior were not significant when userswereinvolved only
asinformants (Q=1.70, P=.18). Similarly, there was asignificant
difference in game effectiveness on behavior when only
considering codesign.

Game studieswhere users had been involved in codesign of the
game world (g=-0.075, 95% CI -0.232 to 0.082, P=.35, k=1,
n=624) were significantly less effective (Q=3.99, P=.046) at
changing behavior than game studies where users had not been
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involved in codesign (g=0.095, 95% CI 0.039 to 0.150, P=.001,
k=13, n=7392). Note that thisfinding is based on only one study,
albeit with a sufficient sample size, where codesign had been
applied in creating the game world. Differencesin game study
effectiveness on behavior were not statistically significant when
users were involved only as informants (Q=0.05, P=.83).

Educational Content

Therewere no significant differences (Q=0.01, P=.94) between
the effectiveness of game studies on behavior when users were
involved in PD of the educational content (g=0.084, 95% ClI
0.030t0 0.144, P=.003, k=11, n=7027) or where users were not
involved (g=0.078, 95% CI -0.144 t0 0.301, P=.49, k=3, n=989).
There were also no significant differences (Q=1.56, P=.21)
between the effectiveness on behavioral determinants where
users were (g=0.196, 95% CI 0.113 to 0.278, P<.001, k=11,
n=4269) or were not involved in PD of educational content
(9=0.381, 95% Cl 0.102 t0 0.659, P=.007, k=5, n=1886). Similar
resultswere noted when analyzing the rel ationship between PD
in educational content with effectiveness, separately for
involvement as informant or as codesigner (see Multimedia
Appendix 3, Table A3-6).

Discussion

Principal Findings

This study assessed whether user involvement PD in serious
games for healthy lifestyle promotion related to game study
effectiveness, and if thisrelationship varied by target group and
study characteristics, by the design role and areasin which users
were active participants. To our knowledge, thisisthefirst study
that conducted a meta-analysis of the relationship of user
involvement and PD with serious game effectiveness.

More than half of the game studies involved users to some
extent, with 25 out of 61 (41%) game studies having involved
users as either informants or codesigners. User involvement in
early stages of game design was previously reported to be low
[72]; wedid not find thisin our study. However, thisdiscrepancy
may be influenced by the large number of recent game studies
included in our study, since user involvement in serious game
design was suggested to be on the rise recently [72].

Our first research question examined whether user involvement
related significantly to game study effectiveness. Findings
showed that serious game studies where the target group was
involved in PD (ie, as informants or as codesigners) were,
surprisingly, less effective in changing health behavior than
when the target group was only involved astestersin the game.
This was especially so for recent game studies and for game
studies evaluated among an, on average, adult audience. Games
developed with PD were also less effective at increasing
self-efficacy (ie, how competent users perceive themselves to
bein adopting ahealthy lifestyle) than games devel oped without
user involvement, in recent game studies and in studies
evaluated among an, on average, younger audience. These
results deviate from conclusions from a systematic review on
nongame interventions, where higher community participation
in the design process was associated with a higher achievement
of health outcomes [73]. These conclusions, however, were
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obtained from vote counting (ie, correlation between number
of outcomes achieved and degree of community engagement)
and were not meta-analytic findings, which would have taken
sample sizes and strength of effects across studiesinto account.

Several hypotheses can be advanced to explain these unexpected
findings. First, users may need to be more than just a member
of the target group; for example, they need sufficient
subject-domain or design expertise to create a successful
partnership with game designers[74]. This expertise may help
avoid therisk of usersfocusing on irrelevant aspects, or onideas
that conflict with the pedagogical goals of the game [28,36].
Information on expertise level could be surmised for only two
studies, where users were full members of the design team.
Future teams intending to build a serious game with PD may
test selecting users with content or design expertise, adjusting
for lack of expertise, for example, by choosing appropriate
techniques[75], or taking time to create user expertise [28,75].
Lack of experience with PD on the professiona side, for
example, not providing clear instructions or expectations,
insufficient positive reinforcement, and not succeeding in
creating a shared goal, could also lower the success of PD
[76,77], which may have been operating in the studiesincluded
in this meta-analysis. Studies using PD in a school context
noticed that without clear guidance, instructions, or
encouragement from educators, children only did the minimum
required, did not use al functionalities, and were reluctant to
experiment and revise. When users did the bare minimum, they
seemed to not know or share the overarching goal of the design
process [76,77]. These findings also applied to adults where,
additionally, not feeling recognized for their intellectual
contribution could hinder the success of PD [77]. Information
on these issues was not available for this review.

Asasecond hypothesis, codesign techniques (eg, storyboarding
and paper prototyping) may need to be adjusted to the level of
user design experience, users cognitive abilities, and stage of
game development [74,75]. This was not described in most
included studies, but may be associated with the quality of idea
generation [75], and may overcome severa barriersinfluencing
codesign, such as users tending to think along familiar lines
instead of exploring new avenues, or forgetting or being afraid
to bring up ideas when generating ideasin agroup [75]. Future
serious game studies using PD should more clearly describethe
process and techniques used [22], to further advance our
understanding of how PD may relate to game effectiveness.

Some age differences were noted. Although PD related to lower
effectiveness in both age groups, this lower effectiveness was
shown in different outcomes. PD related to alower effectiveness
on self-efficacy for a younger audience, and a lower
effectiveness on behavior for an, on average, adult audience.
While informant design and codesign are classifications that
apply both to PD with children and adults [75], the specific
techniques used within these approaches (eg, comic boarding
and sticky notes) may not be equally effective among children
and adults. It could be hypothesized that younger participants
may be tempted to add game features that enhanced the game
experience and enjoyment. However, these may lead to an
increased cognitive load, ultimately decreasing learning
outcomes [78] and perceived competence in performing the
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target behavior. Adultsinvolved in PD may not have been aware
of a gap between positive behavioral intentions and behavioral
performance and the methods needed to bridge this gap, such
as goal-setting techniques [79]. Further research and possibly
adjustment of techniques by age group are therefore warranted.
More detailed descriptions of the process and techniques used
in PD may aso aid in understanding the lower effectiveness of
PD in recent game studies. It seems from Table 2 that older
game studies used moreinformant design, whereas newer studies
used more codesign. These codesign methods may not yet be
as well established as informant design methods or, given a
recent proliferation of PD during game development [72], may
not be adequately applied or used after insufficient training in
PD. These are hypotheses that remain to be tested in future
research.

Third, since our findings showed significant effectiveness
differences by forms of PD, further examination of differences
between roles of informants and codesigners might provide an
explanation for differences in effectiveness. Case studies have
suggested involving users asinformantsis more beneficial than
involving them as codesigners [80,81], since users are often
unableto consider game characteristicsin relation to thelearning
objectives [81]. Our meta-analysis showed that the number of
design elements where users were involved as informant or as
codesigner did not significantly relate to game effectivenesson
behavior or behavioral determinants.

Differences were found between involvement as informant or
as codesigner in dynamics and game effectiveness on behavioral
determinants. When examining user roles separately, apositive
association was only significant when users were involved as
informants and not when they were codesigners. This confirms
observationsfrom case studiesthat involving users asinformants
may be more effective than as codesigners in certain design
elements [80,81].

User involvement as codesigner related to higher game
effectiveness when involved in creating the game challenge,
but to lower effectivenessif users were involved as codesigners
in creating characters or in designing the looks of the game
world. Different methodsin PD, such asInformant Design [80],
Bonded Design [75], and Co-design or Cooperative Inquiry
[74], vary in the roles participants take in the process [75]. In
Informant Design, users are asked to provideinput and feedback
at some, but not all, development stages. They provide
suggestions, but do not carry out the design itself. In both
Bonded Design and Cooperative Inquiry, users are involved in
the creation of the material itself, and are considered integral
design partners. In Bonded Design, user involvement may span
ashorter time or may berestricted to certain devel opment stages,
whereas in Cooperative Inquiry, users are partners throughout
the whole development process [75]. Our findings seem to
provide more support for Informant Design than for Bonded
Design (ie, shorter periodsas codesigner) or Cooperative Inquiry
(ie, continuous codesigning). Involving the target group as
codesigners requires a lengthy iterative process compared to
Informant Design, and compared to only pilot-testing afinalized
version [28]. Possibly, there was insufficient time available in
serious game design projectsto properly execute codesign. Only
6 games using PD in our meta-analysis involved users
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throughout the entire design process, whereas 7 studiesinvolved
usersin only one design element. This may indicate that most
studies using codesign partners opted for Bonded Design rather
than full and continuous cooperation.

Lastly, when users were involved in design decisions on game
dynamics, specifically on creating levels, or were involved in
creating the challenge, effectiveness at changing behavioral
determinantswas higher. M ost game studies, however, involved
users in the aesthetic parts of the design, such as character,
narrative, or game world creation. These did not relate to game
study effectiveness, or even related negatively to effectiveness.
The positive relationship of PD in creating the game challenge,
game levels, and dynamics with game study effectiveness may
derive from the fact that these elements are more important to
game study effectiveness in general. Involving usersin trivial
aspects not associated with effectiveness may be
counterproductive and difficult to defend from a
cost-effectiveness point of view.

The importance of user involvement in game dynamics may
also be explained by the need to adjust the game demands to
the cognitive and technical abilities of the users, since PD may
help in creating better tools by assessing the cognitive processes
of how users interact with technology [82].

In summary, our findings demonstrated that informant roles
may have a stronger link to effectiveness than codesign,
depending on the design element. Users should be involved in
decisions that relate to the game dynamics (eg, levels) and to
the challenge (eg, game type). Although PD in serious games
for healthy lifestyle promotion was associated with lower
effectiveness than only pilot-testing a version developed by
professional s, several recommendations were made to increase
effectiveness of PD in serious game design. Since other health
interventions indicated that early user involvement was
important to achieve reach, adoption, and sustained
implementation of the intervention [83], it is essential to more
fully understand the role of PD in serious games and how to
optimize it, as all these elements together—see, for example,
the Reach, Effectiveness, Adoption, Implementation, and
Maintenance (RE-AIM) framework—determine the public
health impact of health-promoting interventions [84,85].

Limitations and Directions for Future Research

Some limitations to this meta-analysis need to be noted. First,
"no evidence for an effect" does not equal "evidence for no
effect.” In some areas, analyses were likely statistically
underpowered or were not available due to insufficient
observations (eg, codesign roles per design element). Second,
moderator analyses are equivalent to correlational analyses.
There is always the possibility of a hidden, third variable. For
example, a lower effectiveness for game studies developed in
codesign may be influenced by lack of time in the project for
optimal execution of codesign, insufficient user expertise, and
a mismatch between techniques and user roles, expertise, and
design phase. A more rigorous description of PD processesand
of the application of recommended methods and techniquesis
needed in future PD game research, which would also enable a
uniform coding based on what is reported in papers. Third,
publication bias on the effects for behavioral determinants was
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noted, as reported elsewhere [2]. The reported effect sizes for
these outcomes may be overestimated as a result. Lastly, no
information was available on the impact of the input provided
by userson the eventual game. Given often-conflicting opinions
and goals between users and professionals [23], it is possible
users input was not integrated into final versions of the games
included in the meta-analysis.

Conclusions

Our findings indicate that serious game studies for healthy
lifestyle promotion devel oped with PD were less effective than
game studies where users only pilot-tested a version designed
by professionals. However, significant differences existed
between the effectiveness of game studies devel oped with PD,
suggesting certain types of PD may be more effective. Thiswas

DeSmet et a

the case for game studies where users were involved as
informants in the design of game dynamics (eg, game levels).
Involving users as codesigners for character or game world
creation was | ess effective than not involving usersin codesign
for these game features. User involvement in designing the
game challenge as informant or codesigner, on the other hand,
related to higher game study effectiveness. These findings
suggest PD should be mostly focused on areascrucial for general
game study effectiveness, such as game dynamics and the
challenge, whereas involvement in more trivial aspects, such
as other aesthetic components, may be counterproductive.
Involving usersin user testing and informant roles may be more
beneficial than as codesigners. Further research is needed to
more fully explore how to incorporate PD into serious game
design.
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Abstract

Background: The use of the Internet for seekers of health-related information provides convenience and accessibility to diverse
sources (of variable quality) for many medical conditions. Thereisasuggestion that patients may find empowerment by engaging
with Internet health care strategies and communities. The profile of consumers of online health information on knee pain has not
been explored.

Objective: Our objective was to identify the characteristics and motivations of online health informati on-seekers accessing the
online health community, KNEEguru (KG). The study was designed to obtain the respondents’ sociodemographic profile, together
with their main reasons and motivations for joining such a community, their health information-seeking behavior, the extent of
their knee problems, and their general Internet usage.

Methods: We undertook an online questionnaire survey, offered to users of the KG website from June to July 2012. A mix of
open and closed questionswas used to facilitate inductive enquiry. Quantitative responses were analyzed using univariate analysis,
gualitative thematic analysis of the open responses was completed and a conceptual model was devel oped.

Results:. One-hundred and fifty-two respondents took part (11.56% response rate, 152/1315), with a mean age of 40.1 years.
Of this cohort, 61.2% were female, 68.4% were in domestic partnerships, 57.2% were employed, 75.0% had higher education
qualifications, and 80.3% were of white/Caucasian ethnicity. Females were associated with joining KG in order to get emotional
support from other users (OR 2.11, 95% CI 1.04 - 4.27, P=.04). Respondents' self-perception of health was associated with
reported quality of life (OR 10.86, 95% CI 3.85 - 30.43, P<.001). Facebook users were associated with joining KG to share
experiences (OR 2.34, 95% CI 1.04 - 5.56, P=.03). Post-surgery respondents were associated with joining KG to compare
symptoms with other users (OR 7.31, 95% CI 2.06 - 39.82, P<.001). Three key themes were induced: condition, emotion and
support. Respondents expressed distress and frustration at uncertainty of prognosis around various knee conditions, with some
users preferring to initially observe rather than engage. Conversely, a strong desire to inform and support other community
members was stated with reciprocation of ideas and experiences. KG was conceptualized as a filter that takes an individual’s
condition and emotional response to that condition as basis for support; this filter facilitated validation as the outcome of
engagement.

Conclusions: This study, in line with wider literature, suggests that users of an online knee-specific community are typically
female, middle-aged, white/Caucasian, married, employed, and have attained alevel of higher education. These users demonstrate
a pragmatic approach to health care information with altruistic motivations and a desire to share experiences as a means of
validation. This finding emphasizes a means of promoting efficient and appropriate online health care, and demonstrates the
benefits of the Internet as a viable complement to clinical engagement.

(J Med Internet Res 2016;18(4):e84) doi:10.2196/jmir.5374
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Introduction

Theuse of the Internet for seekers of health-related information
provides convenience and accessibility to diverse sources of
variablequality [1]. Thereisasuggestion that patients may find
empowerment by engaging with Internet health care strategies
[2]. Thereisa so some perceived skepticismin seeking medical
information online due to doubts about accuracy, reliability and
bias [3]; this is further compounded with the potential danger
that Internet health provision medicalizes the trivia and
engendersthe sick role[4]. Despite concernsregarding potential
misinformation, online health communities (OHCs) continue
to thrive with growing clinician moderation [5] to add credibility
to the health-related information generated viasocial media[6].
This clinician-validated approach, alongside adherence to the
Health on the Net Foundation code of conduct [7] and online
assessment tools such as DISCERN instrument [8], are
establishing quality benchmarks for online health care
information [3].

OHCsand Internet-based health care strategies are asvaried as
the specific conditions they represent [9,10,11,12] and the
multi-media aspects of the Internet are al so being explored and
assessed [13]. There are a number of joint-replacement and
osteoarthritis (OA) resources online[10,14], which are purported
to have a beneficidl impact on patient/practitioner
shared-decision making. Knee-related Internet resources and
attitudes of the online communities of knee pain sufferers are
not widely reported; this is despite self-care programs
demonstrating efficacy for controlling pain and maintaining
function [15]. Fifty percent of people aged 50 and over will
report knee pain during any one year, with one quarter
describing thisjoint pain as severe and disabling [16]. Increasing
age, gender, and obesity are identified as risk factors for
progression of knee OA in people older than 50, contributing
to OA as the sixth most disabling condition globaly [17];
younger individuals are more likely to suffer knee pain as a
result of acute injury, repetitive strain, or rare juvenile onset of
OA [18].

KNEEguru (KG) isan OHC with over 33,000 members. KGis
stated as aresource for the general public with knee problems,
particularly those who have had or are contemplating knee
surgery, and is overseen by a range of clinical experts [19].
Previous studies have investigated activity levels of consumers
on the KG website with regard to articular cartilage repair
procedures and suitability of specific knee outcome measures
to patients [20,21]. While the profile of general online health
care consumers has been reported in adult populations
[22,23,24], the profile and experiences of individual swho would
selectively engage with knee-specific OHC are not known.

Aims & Objectives

This study sought to explore the expressed motivations of
participants seeking specific online health information regarding
the knee. The extent to which the perceived benefits and
quantifiable motives were related to characteristics of

http://www.jmir.org/2016/4/e84/

respondentswas a so assessed. Relating thisto theorized benefits
and challenges of Internet health could potentiate further
perspectives on knee-pain sufferers and how their profiles
compare with other OHC users.

Methods

Design

A self-administered, cross-sectional survey of individuas
registering on the KG website was undertaken from Juneto July
2012. Participants were self-sel ecting and opportunity sampling
was deployed; invitation was viaa pop-up window that appeared
upon navigating to the KG registration page. The sole exclusion
criterion was participants under 18 years of age. Informed
consent was given by participants explicitly indicating
agreement to complete the survey, and no incentive for
participation was offered.

The questionnaire was hosted on the Bristol Online Survey
(University of Bristol, UK) software platform and initially
piloted for face vdidity. Theinstrument was designed to identify
the characteristics and motivations of users of the website both
quantitatively and qualitatively. The survey consisted of 30
main questions, four of which were open responses, and the
remainder were closed or Likert scale questions (74 items
including  sub-questions).  Anonymized  participants
demographic and health status characteristics, extent of knee
pain, reasonsfor registering on the website, and questionsrelated
to health information-seeking behavior were captured. There
was no adaptive or conditional logic in the response processing,
and the open qualitative questioning allowed respondents to
directly elaborate on their experiences and motivations for
engaging with KG (the instrument is included in Multimedia
Appendix 1).

The procedures for handling, processing, storage, and
destruction of the datawere compliant with the Data Protection
Act 1998. The University of Kent ethics committee provided
approval for this study.

Analysis

A mix of open and closed questions was used to facilitate
inductive enquiry. Summary statistics were cal cul ated to report
sociodemographic data, reasons and motivations for joining
KG, Internet and social media usage, knee problem
demographics, and participants perception of health and quality
of life. Cross-tabulations for quantitative responses were
analyzed using a X%, Fisher's Exact test, and odds ratios to

examine differences in proportions by responders
characteristics. Significance levels were set at P<.05 for the

Pearson X%and Fisher’s exact tests; for all oddsratio calculations,
a95% confidenceinterval was calculated. Qualitative thematic
analysisof the open responses was completed using aframework
approach and iterative open coding. This technique was used
to create an initial descriptive representation of themes and
sub-themes encountered in the participants narrative.
Triangulation of inducted themes was completed by two
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independent researchers. Further refinement of thematic content
engendered aconceptual model of how participantsrationalized
engagement.

Results of the study were analyzed in amixed-methods approach
using Excel version 14 (Microsoft Corporation, Redmond, WA,
USA), SPSS version 20 (SPSS Inc., Chicago, IL, USA) and
Analyse-it version 3.76 (Analyse-it Software, Ltd., Leeds, UK).
Excel was used to store and analyze open-text, facilitating the
coding framework and thematic analysis. Summary and
inferential statistics were calculated using a combination of
Excel, Analyse-it and SPSS.

Table 1. Responsesto reasons for engagement questions.

Bright et a

Results

Quialitative Questionnaire Responses

One-hundred and fifty-two respondents took part (11.56 %
response rate from 1315 registrants approached) with a mean
age of 40.1 years. Of the 152 respondents, 61.2% (93/152) were
female, 68.4% (104/152) werein domestic partnerships, 57.2%
(87/152) were employed, 75.0% (114/152) had higher education
qualifications and 80.3% (122/152) were of white/Caucasian
ethnicity. The United States was the most represented domicile
(55.3%, 84/152) followed by the United Kingdom (21.7%,
33/152), dongside a global selection of other nations. The
highest proportion of responders (57.9%, 88/152) reported the
sharing of experience as the important motivation for engaging
with KG (Table 1).

Question of motivation for engagement

Percentage rating as important®

To get emotional support from others

To vent out emotions related to the knee problem
To validate my experience

To seek recognition

To offer emotional support to others

To share my experience with others

38
31
43
12
42
58

a “Important” and “Very Important” grouped together compared to “Neither important or non-important”, “Not important at al”, “Not relevant”, and “Not very important”.

Gender was not typically statistically significant asadeterminant
of response; femal es were associated with joining KG in order
to get emotional support from other users (OR 2.11, 95% Cl
1.04 - 4.27, P=.04) but no difference existed when looking for
information about health or use of social media. Respondents
self-perception of health was significantly associated with
reported quality of life (OR 10.86, 95% CI 3.85 - 30.43,
P<.001). Facebook users demonstrated an association with
joining KG to share experiences (OR 2.34, 95% Cl 1.04 - 5.56,
P=.03). Post-surgery respondents were associated with joining
K G to compare symptoms with other users (OR 7.31, 95% ClI
2.06 - 39.82, P< .001) rather than compare recovery (OR 2.34,
95% Cl 0.75 - 8.72, P=.14). Education to aminimum of graduate

http://www.jmir.org/2016/4/e84/

level was seen asan indicator of high daily Internet usage when
compared to secondary level attainment only (OR 13.29, 95%
Cl 1.26 - 67.28, P=.01).

Thematic Analysis of Qualitative Responses

Four themes and 43 sub-themes were initially derived from al
152 responses to the mandatory question: Why are you
registering with KNEEguru? These responses were rarefied
into three overarching themes and 24 sub-themes, outlined in
Textbox 1: condition (8 sub-themes), emotion (9 sub-themes),
and support (7 sub-themes). Inter-rater agreement on
overarching- and sub-themes was 100% and 64% respectively.
The thematic content will be discussed in turn with reference
to illustrative quotesin Multimedia Appendix 2.
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Textbox 1. Major themes and grouped sub-themes.

Bright et a

«  Condition —relating to reported situation and extenuating circumstances

«  Prognosis/progression

o Procedureftreatment

e Symptom

« Diagnosis

«  Resolution/recovery

o« Cost

o Quality of life/debilitation
o Quality of practitionership

.  Emotion —relating to emotional impact on the lives of the responders

«  Confusion

«  Anxiety/frustration

o  Pragmatism/stoicism

o Altruistic

o  Empathy

«  Empowerment/inspiration
o Trust/confidence

. Vdidation

o Expectation

«  Support —relating to perceived merit of engaging with the OHC
«  Shared experience
«  Surrogate
o Guidance/contextualization/informed decision-making
«  Proactivity/self-management/locus of control
«  Voyeuristic
o  Future of healthcare

« Beneficence

Condition

Participants were compelled to describe their predisposing
knee-related issues, as a rationale for engagement. A major
motivationa factor reported wastheissue surrounding prognosis
or progression; individuals were either concerned at potential
outcomes of their condition or recounted the prognostic
information gained from medics or their own research. Sequelae
of traumatic events aternated between positive and negative
experiences (1.@) with potentially distressing outcomes also
described (1.b). The rate of progression was closely monitored
by some individuals and posted as a potential measure for
comparison (I.c); limitation of specific procedures was then
reported within the context of resolution (1.d).

Perceptions of condition effect and progress were intimately
bound with an underlying causative incident or procedure often
aligned to a specific diagnosis. Participants were erudite and
well-versed in medical terminology from an informed and

http://www.jmir.org/2016/4/e84/

critical stance (1.€). Further context was provided by individual
descriptions of symptoms both prior to intervention and in
chronic situations (1.f). A rich thread of narrative illustrated
participants’ perspectives on perceived effects of their
complaint. These physical manifestations were often cited asa
primary reason for seeking guidance (1.g).

Resolution and recovery of participants’ knee issues were key
motivations for engagement with the KG forum. Many
respondents expressed a strong desire to expedite a return to
full function, or had regained appropriate functional status(l.h).
Some individuals presented positive outcomes, potentially
related to their prior standing (I.i). This finding was a
counterpoint to the overarching cost, both financialy and in
terms of the quality of life, that participants emphasized.
Individuals depicted insidious, limiting effects of their condition
and resultant anxiety (l.j) leading to further distress,
despondency and isolation (1.k).
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The final concepts informing perception around participants
knee conditionswere the quality of practitioner and consistency
of patient-handling. The reported standard of care was highly
variable relative to individual experience (I.1). Others stated
satisfaction with the level of guidance around treatment (1.m)
but competency was seen as an issue in the context of surgery,
rehabilitation, and expectation (I.n, 1.0).

Emotion

A strong emotional responseto injury, treatment, and follow-up
care was professed by most participants with varying degrees
of impact. The sub-themes embodied were confusion around
conflicting advice and anxiety and frustration at uncertainty of
their situation, which was occasionally offset by pragmatism
and stoicism. A strong altruistic tendency with empathetic
reciprocation of experience was regularly articulated. The
experience of engaging with the OHC was seen as empowering
and inspirational, feeding off the legitimate shared experience
of participants. This result engendered trust and confidence,
which led to validation of the experience. The management of
participants’ expectationswasthen informed by thisvalidation.

Participants expressed confusion with regard to their situation
and the guidance provided from health care resources (I1.a),
exacerbated by thelack of support material found elsewhere on
the Internet (I1.b). The issue of uncertainty of diagnosis, when
compounded by conflicting information, was also voiced (I1.c).
This confusion was seen to underpin anxiety and frustration,
which prompted engagement with the community; standards of
care and lack of progressincited further exasperation (11.d).

Specific technical issues around medical procedures were cited
as causes of distress and concern by a number of participants
(Il.e). The general uncertainty or lack of clarity around
impending procedures and their outcomes motivated some
individuals (I1.f); similarly, nuanced response to surgery
prompted further need for counsel (11.g). Individuals offset these
issues of anxiety and uncertainty with a pragmatic and stoic
response. Experience provided a resigned attitude to outcome
for some (11.h), while others were keen to avoid surgery with a
reserved approach (11.i). Pragmatism and resignation were also
described with asense of personal responsibility regarding knee
health (11.j) and resultant psychological impact (11.k).

A strong desireto inform and support other community members
was stated with reciprocation of ideas and perspective. The
atruistic desire to help others as a result of sharing the benefit
of individual experiencewas expressed (I1.1), and reciprocation
of experience was expected (I11.m). This altruism was seen asa
determinant of empowerment and inspiration. Participants
clearly described the motivation derived from engaging in the
OHC as mitigating the effects of their knee problems (11.n).
This result was framed by issues of trust and confidence
influenced by internal and external factors. Internal factorswere
expressed as the uncertainty of the medical prognosis or
rationalization of participants’ condition (1.0, I1.p). External
influences were felt to be the direct consequences of medical
staff and, as previoudly stated, variable standard of care (l1.q,
[.r).
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Parti cipants entrusted the authenticity of experiences described,
often in counterpoint to their mistrust of practitioners. A
common outcome described was validation of experience based
around exposure to the OHC. The community mentality
facilitated sharing and rationalization of experiences of knee
pain via a self-determined process (l1.s, 11.t). This validation
was explicit in terms of palliation of fear (I1.u), while others
saw a direct need for affirmation of their predicament (11.v).
Many participants described their expectations of outcomes
from KG interaction or previousy unmet expectations.
Generally increasing awareness and achieving an informed
perspective were described (11.w). Participants anticipated
management of their own expectations via collaboration with
KG users(11.x), potentially avoiding prognostic changes eliciting
concern (11.y).

Support

The emotional response to individuals knee conditions
engendered various concepts of support. Responses commonly
manifested as descriptions of shared experience with the
outcome of validation and awareness (I11.a). Sharing information
was seen as a pathway to substantiate participants experience
(111.b) and this reciprocity was anticipated as a conseguence of
involvement (I11.c). Engagement was often undertaken by
surrogates demonstrating concern and exploring outcomes for
closerelatives; theindividual’s enquirieswere often necessitated
asaprimary carer (111.d). The process of support and guidance
was emphasized in respect to trauma(l11.€); these complications
of events around others were often the cause for concern that
prompted action (I11.f).

The sub-theme of guidance and contextualization was readily
expressed as part of the information-seeking behavior.
Participants were avid consumers of knee health care (l11.g).
Others were motivated by existing discussion material and
suitably consoled to pursue further support (111.h). Guidance
sought was often tempered by the progress reported by others
(I11.i). The expectation expressed was that the process of
guidance would lead to informed decision-making regarding
procedures or prognoses (l11.J). The participants rationalized
this advice and guidance as a means for reassurance and
affirmation (111.k).

A key element of support was seen as facilitating proactivity
via a forum for self-management and autonomy (l11.1, I11.m).
Respondents declared a growing need for establishing a locus
of control through the community (I11.n). The need to achieve
a sense of authority over their knee condition was important to
some participants (I11.0). Certain individuals adopted a
voyeuristic approach to engagement and chose to peruse material
without full access to the OHC (I11.p). Participants declared a
history of observation with burgeoning extenuating
circumstances dictating a course of action (111.q), while others
simply declared a curiosity around fellow OHC consumers,
stating that the sole reason for interaction was verification of
users (I11.r).

Interaction with web-based technology was identified as the
future of health care by some respondents (111.s), and seen as
being vital and trail-blazing (l11.t). The general perception of
an accessible, informed, and knowledgeable community
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(underpinned with expert advice) was seen as highly beneficial.
This sub-theme of beneficence was described in terms of
assistance and well-being (111.u). Mitigation of fear, distress,
and symptom-response was aso volunteered (l11.v) with
immersion within the OHC seen to establish a true community
spirit (111.w).

Theinterlinked themes of condition, emotion, and support were
seento berelated within the context of KG. Participants declared
a condition-based knee issue and their consequent emotional

Bright et a

response which demanded support. This framework led to the
development of afinal conceptual model (Figure 1):

The personal experience of engagement withthe OHC isviewed
with KG as a filter that takes an individua’s condition, and
emotional response to that condition, that drives the need for
support. Processing through this filter facilitates validation as
the outcome of engagement. This validation is established
through the community nature of KG and is seento haveamajor
beneficial effect for participants.

Figure 1. Conceptual model of engagement with online health communities.

Condition

Validation

Discussion

Principal Results

This study sought to explore the characteristics and expressed
motivations for participants seeking specific online health
information regarding complaints of the knee. The extent to
which the perceived benefits and quantifiable motives were
related to characteristics of respondents was also established.
The participants were seen to have an emotional response to
their knee conditions that prompted support through KG; this
engagement proved to be a validatory experience.

While females were more represented in the cohort of
responders, in line with other reports of OHC participants[22],
gender was not always significant as a determinant of response.
Femal e participants were associated with joining KG in order
to get emotional support from other users. A higher incidence
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of females has been seen to engage with online support
communitiesfor combating depression [25]. Thisgender-related
tendency is seemingly supported in anxiety-inducing behavior
reported across various physical conditions such as cancer, flu,
and respiratory disorders [26,27,28,29]. Qualitative emotional
responses were described in detail by both our male and female
respondents, potentially mitigating the gender selection bias
commonly reported [23].

Our study respondents also demonstrated that no differences
existed between genderswhen searching directly for information
about health. Thisresult may relateto the specificity of the OHC
and muscul oskel etal focus offered by KG. Muscul oskeletal pain
frequency is reportedly higher in females [30], alongside
incidence of knee OA [31]. Thistendency ismirrored by severity
of knee pain reported for certain femae populations [32],
potentially mediated by biomechanics and progressive decline
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in estrogen [33]. Females have less functionality and activity
following knee replacement in Western countries [34], while
Asian populations seemingly have less gender-specific outcomes
post-surgery [35]. Our demographic did not describe explicit
issues experienced around gender as a motivational factor for
engaging with KG. Community support for their presenting
condition was highly regarded and accessible, but seemingly
lacked recognition of the latest evidence describing the
characteristics that influence knee pathology [36]. This trend
may suggest that the decisions influenced by OHC are not
always clinically rational, and females may be more likely to
prevaricate in seeking a resolution for joint-related morbidity

[37].

There may be a perceived inevitability regarding the condition
of OA that marks this as a particularly nuanced area of health
care[38,39]. The descriptions of being resigned to the outcome
of the disease process reported by our participants may be an
indication of awareness and expectations being influenced by
wide-ranging sources [40]. Specific patient decision aids, akin
to OHC, have been seen to have positive effects on patient
choice and awareness, but have not led to significant differences
in surgical outcomes [41]. Long-term patient expectations for
OA may lead to the contemplation of surgery, but pain
management and functional outcomes are more revered,
generalized optimism for long-term outcomes prevail over
short-term response [42]. Potential conflicts between informed
patients' and clinicians’ expectations, where the former value
symptom relief and the latter prioritize safety [43], may aso
account for our study’s dissonant theme of dissatisfaction with
variable standards of health care.

Thisfinding of criticality of clinical health encounters may be
further supported by our finding of association between higher
education and greater Internet usage, and wider implications of
health-seeking information [44]. Further studies reporting on
online behavior demographics show mixed issues regarding
influences and participation with social media and subsegquent
outcomes [45,46]. The context and necessity of engagement
would seem to be crucial with uptake of technology, and social
networking, demonstrably rel ated to age and generational cohort.
The perceived ubiquity of technology in developed culturesis
presented as both beneficent and maleficent in equal measure
[40,47]. The disenfranchised, technologically-challenged
individual may adopt a deterministic view that has no locus of
control [48]. Our study’s indication regarding education and
online activity within Generation X (mean age 40 years)
suggests a utilitarian adaption to keep pace with the digital
natives of Generation Y born after 1980 [48].

Facebook users demonstrated an association with joining KG
to share experiences; previous studies demonstrate the frequency
of socia networking site use was not a significant predictor of
supportive interaction [49]. Facebook users have previously
been shown to be more willing to engage with student and
community activities [50,51]. Facebook’s platform has aso
been successfully explored asapotential medium to disseminate
knowledge-transfer of health care information regarding OA
[52]. As Facebook has developed as an intranet within the
Internet, it isquickly facilitating information exchange through
selective sharing, interaction, and self-monitoring of activities
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[53]. Theimplicationsfor general health care are still to befully
understood or widely adopted [54,55], but the facilitation of
patient empowerment is a major development [56]. Arguably,
as supported in our study, social networks acting asintroducers
for secure OHCs is a model that can authenticate patient
experience and mitigate concerns surrounding privacy and social
anxiety [57,58].

Participants’ emotional responseswerewell-described, although
this was not directly supported in our quantitative findings.
Emotional support isreported acrossarange of conditions, with
various blogging platforms and communities specifically created
for provision of guidance and advice [59]. Emotional support
is seen as more valuable, and likely to engender and prolong
engagement, than informational support [60]. The outpouring
of emotion in our thematic content suggested a catharsis borne
out by the validatory statements. Online communities would
seem to provide an outlet for greater unfettered expression, and
exchange of sympathy, unrivalled by the clinical encounter
alone [61]. The ideas of relatedness, mutua respect, and
engendering competency that are purported to underpin OHC
[62] can be seen as antecedents of shared-decision making,
influencing primary health care and challenging paternalism
[63]. The burgeoning OHC are informing patients’ decisions
and their impact is being felt across multiple conditions and
scenarios [64,65,66].

Respondents  self-perception of health was significantly
associated with reported quality of life (QOL). While seemingly
obvious, concepts of health between patients and practitioners
arerarely reported; it would appear that thereis congruence but
patients describe how they value the professional over the
profession they represent [67]. This attitude was reported by
our respondentswith stated predilection for supporting clinicians
based on personal preference. With relation to knee and hip
OA, QOL has been influenced by attitudes to health and social
support transactions outside of clinical encounters [68]. Our
study’s findings of the validatory experience offered by OHC
participation elucidates the wider finding of social support
components mitigating effects of OA and the negative impact
on QOL [69,70].

Post-surgery respondents were associated with joining KG to
compare symptoms with other users rather than compare
recovery, which may be supported by psychological impact of
symptoms on post-surgical knee outcomes [71]. The
implications of anxiety and pain catastrophization around
surgical procedures can spur further self-motivated desire to
engage in socia activity [72]. The descriptions of validating
experience from our study potentiate the mitigation of
postoperative pain predicted by catastrophizing [73]. Wider
guantitative findings suggest the level of education, tangible
support, problem-solving, coping, and internal locus of control
reported in our study are predictive of functional outcome
following knee surgery [74].

The qualitative responses provided further evidence of surgical
outcome denoting condition as a motivation for engagement.
The emotional impact of thiswaswell-documented in our study
and reflects wider reports of pre-surgical anxiety [75].
Self-efficacy measures are indicated as vital to postoperative
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psychological and functional outcomes [76]; the use of OHC
as part of this self-determination demands greater scrutiny. The
full package of care around knee conditions needs to be further
developed to integrate recommended use of validated online
communities that are proving to be viable resources to
complement clinical rehabilitation and patient autonomy.

Limitations

Only 11.56% (152/1315) of registrants agreed to take part in
the survey, which may limit generalization of the quantitative
findings. The richness of the qualitative responses may be
subject to a Pygmalion Effect [77]; individuals believing that
appeasi ng expectations of the pedagogue (or researcher/clinician
in this case) would provide them with greater subsegquent
consideration. The low response rate may indicate bias, but
closer scrutiny suggests the respondent characteristics are
representative of samples reported in similar studies. There is
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also evidence of concordance between the quantitative and
qualitative findings.

Conclusions

This study, in line with wider literature, suggests that users of
an online knee-specific community are typicaly female,
middle-aged, white/Caucasian, married, employed, and have
attained a level of higher education. Respondents demonstrate
apragmatic approach to health care information with altruistic
motivations and a desire to share experiences as a means of
validation. This finding emphasizes a means of promoting
efficient and appropriate online health care, and demonstrates
the benefits of the Internet as a viable complement to clinical
engagement. Consideration of integrated packages of care
around knee health should include the recommendation of OHC
support in future.
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Abstract

Background: Sleepioisaprovendigital sleep improvement program based on cognitive behavioral therapy techniques. Users
have the option to join an online community that includes weekly expert discussions, peer-to-peer discussion forums, and personal
message walls.

Objective: The aim of this study was to conduct an online survey to (1) explore the reasons for deciding to engage with the
Sleepio online community, (2) explore the potential benefits arising from engagement with the online community, and (3) identify
and describe any problematic issues related to use of the online community.

Methods. We developed an online survey and posted an invitation to the community discussion forum inviting usersto participate.
In addition, we sent an email invitation to 970 individuals who had previously or were currently working through the Sleepio
program to participate in this study.

Results. Intotal, 100 respondents (70/100, 70% female; mean age 51 years, range 26-82 years) completed the online survey.
Most respondents had started Sleepio with chronic sleep problems (59/100, 59% up to 10 years; 35/100, 35% >10 years) and had
actively engaged with the online community (85/100, 85%) had made a discussion or wall post). At the time of the survey,
respondents had used Sleepio for amedian of 12 weeks (range from 3 weeksto 2 years). We analyzed responses to the open-ended
guestions using thematic analysis. This analysis revealed 5 initial drivers for engagement: (1) the desire to connect with people
facing similar issues, (2) seeking personalized advice, (3) curiosity, (4) being invited by other members, and (5) wanting to use
all available sleep improvement tools. Advantages of engagement included access to continuous support, a reduced sense of
isolation, being part of a nonjudgmental community, personalized advice, positive comparisons with others, encouragement to
keep going, and altruism. We found 5 potential disadvantages. design and navigation issues, uncertain quality of user-generated
content, negative comparisons with others, excessive time commitments, and data privacy concerns. Participants related their
community experiences to engagement with the Sleepio program, with many stating it had supported their efforts to improve
their sleep, as well as helping with adherence and commitment to the program. Despite some concerns, members regarded the
Sleepio community as a valuable resource.

Conclusions:  Online communities may be a useful means through which to support long-term engagement with Web-based
therapy for insomnia.
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Introduction

Epidemiological studies suggest that the prevalence of clinical
insomnia disorder ranges from 10% to 12% worldwide [1,2],
and problems are often long lasting [3]. Insomnia disorder is
defined asacombination of difficulty initiating and maintaining
sleep, but it also has a significant negative impact on daytime
functioning [4]. A range of negative daytime consequences are
typically linked to insomnia, including increased fatigue,
diminished work productivity, lower quality of life, and lower
relationship satisfaction, aswell asincreased incidence of poor
health [5]. Furthermore, the devel opment of mental and physical
health problems has been linked to chronic insomnia[6,7].

While pharmacological treatments have an evidence base for
improving insomnia, patients often report a preference for
cognitive behavioral therapy (CBT) [8]. Indeed, the evidence
for CBT asan effectivetreatment is persuasive [9-11]; however,
access is limited due to resource and expertise constraints
[12-15]. As a result, attention has turned to the Internet as a
means to deliver treatment for chronic insomnia [16].
Furthermore, accumulating evidence in recent years suggests
that such interventions can provide effective treatment for
patients[17-19]. For example, one of the most rigorous studies
of Web-based CBT used arandomized, placebo-controlled trial
design to examine the impact of participation in the Sleepio
intervention. The findingsrevealed that CBT delivered through
amedia-rich Web app with automated support and acommunity
forum was effective in improving the sleep and associated
daytime functioning of adults with insomnia disorder [19,20].

Sleepio is a subscription-based, fully automated digital sleep
intervention that delivers CBT-based content to patients with
chronic insomnia via the Web and mobile phones [21]. The
courseisdelivered through 6 weekly sessions, facilitated by an
animated character, “The Prof.” As each session begins, The
Prof reviews progress, and examines the diary data submitted
during the week, current sleep status and pattern, and progress
made toward goal s previously set. Automated al gorithmstailor
CBT content, incorporating behavioral (eg, stimulus control),
cognitive (eg, thought restructuring), and lifestyle (Sleep
hygiene) components, to individual participant’s responses.
Throughout the course, participants are also provided with the
opportunity to engage with an optional community that
comprises weekly discussions with a sleep expert (live

text-based question-and-answer  sessions),  peer-to-peer
discussion forums, and personal message walls. Comments on
the Slegpio community can be rated by other users according
to helpfulness, and color coding is used to signpost the most
helpful users. On completion of the first 6 core sessions with
The Prof, users become “graduates’ and gain access to a
graduate-only discussion forum. Active and consistently helpful
graduates are identified by an external moderator and invited
to volunteer to become “greeters,” which means they are able
to send awel come greeting to new userswhen they start Sleepio.

Severa factors have been associated with greater levels of
engagement with and lower rates of attrition from Web-based
interventions, including interactivity, tailored content, social
networking, and reminders [22-24]. However, there has been
little evaluation of the role of online communities that are
embedded within specific intervention programs, such as the
Sleepio community. Understanding the user experience of such
communities may provide useful insights for researchers,
clinicians, and devel opers keen to maximize engagement with
Web-based programs and reduce dropout.

The am of this study was to explore, using a qualitative
methodology, the experiences of individuals undertaking the
Sleepio intervention who chose to engage with the optional
online community. In particular, the study aimed to elicit the
reasons for deciding to engage with the community, as well as
any perceived benefits and disadvantages.

Methods

Procedure

We developed an online survey (see Textbox 1 for questions)
using Bristol Online Surveys (University of Bristol, Bristol,
UK). Next, we posted an invitation to the community discussion
forum inviting usersto participate. In addition, we sent an email
invitation to 970 individuals who had previously or were
currently working through the Sleepio program to participate
in this study. Included within each invitation (and reminder)
was alink to the study website, which explained the nature of
the research and that ethical approval had been obtained from
the University of Nottingham, Nottingham, UK. Each user, after
indicating their consent, also provided their Sleepio username
and date of birthin order to link their usage of the program with
the responses they provided in this study.

Textbox 1. Interview questions on an online survey regarding usage of the Sleepio digital sleep intervention.

What are the benefits to you from accessing the community?

What do you value most about the Sleepio community?

g M~ W N e

The Sleepio community is an optional part of the program; why did you decide to accessiit?

How doesit help? Could you give some examples of how it has helped you?

Can you describe any disadvantages? If so, what are they and do you have an idea how they can be resolved?
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Data Analysis

We analyzed the responses to each question according to the
principles of inductive thematic analysis, as described by Braun
and Clarke [25]. Each set of responses was read multiple times
by 2 authors (NC and RS) in order to gain familiarity with the
data and to identify potential emerging themes. Next, these 2
authorsdiscussed their preliminary analysis and together created
a thematic framework that was then used to analyze dl the
responses independently. After further discussion, the authors
(NC and RS) confirmed a set of themes, and identified and
extracted relevant data to represent each of these themes. The
remaining authors then reviewed the themes for coherence.

Results

In total, 100 respondents (70/100, 70% female; mean age 51
years, range 26-82 years) completed the online survey. Most
respondents had started Sleepio with chronic sleep problems
(59/100, 59% up to 10 years; 35/100, 35% >10 years) and had
actively engaged with the online community (85/100, 85%) had
made a discussion or wall post). At the time of the survey,
respondents had used Sleepio for amedian of 12 weeks (range
from 3 weeksto 2 years).

Reasons for Engagement With the Sleepio Online
Community

Respondents described 5 key motivations that led them to
engage with the online community: (1) connecting with people
facing similar issues, (2) seeking personalized advice, (3)
curiosity, (4) being invited by other members, and (5) wanting
to use all available sleep improvement tools.

Connecting With People Facing Similar 1ssues

For many, the motivation to engage with the online community
stemmed from a need to connect with others facing similar
issues. Users described how they wanted to compare their
experiences of deep disturbance with others’, and the
community would provide a platform to do this. For many, the
need to connect with others who “understand” what they were
going through was of critical importance. For example, one user
stated, “It wasimportant for me to connect with the community
as they were the people who were actually going through the
program with me” (female, 60 years).

Seeking Personalized Advice

For some, the decision to access the online community arose
from the need to ask a question, clarify how to do something,
or use it as an additional source of information to supplement
what they had learned during the CBT sessions. This helped
individuals to abtain as much information as possible to help
them overcometheir sleep problems, provided them with advice
on the practical aspects of implementing what they had learned
during the course, and clarified what may or may not work. In
the words of one participant, it allowed her “to ask detailed
questions about how to implement certain aspects of the Sleepio
course, and to ask advice about techniques’ (female, 53 years).

http://www.jmir.org/2016/4/e88/
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Curiosity

For some users, curiosity was their motivation to access the
online community. In particular, some described having no
previous experience of online communities, discussion forums,
or social media. Asaconseguence, they wereinterested to learn
more about the Sleepio community, how it works, and the
content of messages posted by other users. After having browsed
the discussion forum to determine its potential relevance, most
recoghized that it was a potentialy valuable and integral part
of the Sleepio course: “It was there and | was curious so went
for alook, and immediately realized how potentially valuable
itwasto me’ (female, 43 years).

Being I nvited by Other Members

A small number of users mentioned receiving an email from a
graduate greeter inviting them to join the online community.
While some had initially thought these invitations were
automatically generated, on realizing it wasindeed areal person
they accepted the invitation. For others, there was no initial
uncertainty and the invitation motivated them to access the
community: “I received a message off someone and decided to
have alook” (female, 32 years).

Wanting to Use All Available Sleep | mprovement Tools

Some saw the online community as an integral part of the
treatment program. Asaresult, users described their willingness
to engage with the community in order to maximize their
chances of deep improvement: “It was part of the program
offered and it was so important to me to try and improve my
sleeping pattern | wanted to access all that was offered to give
myself the best opportunity to achieve my goals’ (no gender
given, 56 years).

Per ceived Benefits of Engagement With the Sleepio
Online Community

The benefits derived from engaging with the online community
were captured in 7 themes: continuous access, reduced sense
of isolation, being part of a supportive and nonjudgmental
community, personalized guidance and reassurance, positive
comparison with others, encouragement to keep going, and
altruism.

Continuous Access

The availability of the online community, 24 hours per day and
7 days per week, was appreciated, with many users describing
how they benefited by simply knowing the community was
accessible whenever they needed it. Beyond this, users could
access the community and engage with it, “in my own time’
(female, 45 years), with some describing how this was very
helpful when engaging with sleep restriction tasks (ie, one of
the tasks within the therapy part of the program), for example,
“fill some of the hours when | have to stay awake” (female, 63
years). Moreover, easy access to the community meant that
users could quickly solicit information or advice: “The
immediacy of being able to connect and get answers’ (female,
61 years).
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Reduced Sense of | solation

On accessing the online community, one of the most immediate
benefits that users described was realizing that they were not
the only person to be experiencing sleep-related problems: “It
made me realize the extent to which deep deprivation is
affecting so many people and that you are not unique” (female,
64 years). Furthermore, the knowledge that they were no longer
alone appeared to be of comfort for several: “Knowing you are
not alone in your experiences means alot” (female, 56 years).
Thiswas particularly noted when they felt isolated and without
an adequate support network: “ Sleep problems and insomniais
the loneliest place in the world” (female, 44 years).

Being Part of a Supportive and Nonjudgmental
Community

The online community was considered a safe venue through
which users could obtain much needed support: “It's a safe
place to talk about sleeping problems without them being
dismissed astrivial” (female, 41 years). Indeed, users described
how they felt that they could ask a question, discuss a personal
issue, or simply vent without fear of ridicule or judgment. As
aresult, engaging with the online community appeared to be as
important as the actual program itself in terms of supporting
their efforts to improve their sleep. Several noted the
“willingness of the community to engage, especialy with
newcomers to the program” (female, 68 years), and how their
engagement with a community of “respect,” “understanding,”
and “empathy” wasin itself a great comfort.

Personalized Guidance and Reassurance

The Sleepio community appeared to be an important source of
information and advice, and many users described examples of
specific questions they had, that were then answered by other
users. “It gave me answers that | needed to know and how to
handle different situations, such as when being away on atrip”
(female, 68 years). This was particularly evident during the
early stages of the course, where many users described initial
concerns or uncertainties. “Helped when | didn’t understand
the format especially during thefirst couple of weeks’ (female,
56 years).

Positive Comparisons With Others

By reading the stories, experiences, and updates posted by
others, users were able to directly compare their own progress
with that of others. In so doing, users described 2 distinct types
of comparison. First, some users described how they compared
themsel veswith otherswho were doing better, and that thiswas
a source of inspiration: “seeing that others have succeeded”
(female, 32 years). Second, and conversely, some described
how they felt better after having read that otherswerein amuch
worse position than they were: “I...realized that there were many
people with much worse issues’ (male, 55 years).

Encouragement to Keep Going

Several users described how engagement with the online
community motivated them to keep going with the course. This
was particularly evident during challenging aspects of the
course, such asthe sleep restriction task: “1 value being ableto
read other peopl€’s experiences, how they have coped, especiadly
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when some weeks are challenging, such asthe sleep restriction
part of the program. | value feedback to my comments because
they have been positive and motivating, it encourages me to
persevere’ (female, 56 years).

Altruism

For several users, it appeared important to be able to provide
information, advice, and support, as well asto receiveit. In so
doing, these users clearly wished to give something back to the
community: “ The opportunity to help otherswhich | like doing,
is satisfying and enables meto return some of the benefit | have
gained” (female, 77 years). For some, the act of giving back
also helped them address their own sleep problems: “I've aso
found that helping others gives me insights into my own sleep
problems’ (male, 67 years).

Per ceived Disadvantages of Engagement With the
Sleepio Online Community

The disadvantages of using the online community focused on
5 areas of concern: design and navigation issues, uncertain
quality of user-generated content, negative comparisons with
others, excessive time commitments, and data privacy concerns.

Design and Navigation I ssues

Some community users felt that some aspects of the onscreen
user interface could be improved and described problems they
had experienced while using it. Specifically, some found the
interface difficult to navigate, especialy if they did not have
any prior experience of using forums or other social media
“I’ve never use a community chat before so was a bit nervous
and unsure of how it worked” (female, 45 years). Somefelt that
navigating their way through conversations was difficult: “I
often found the discussions hard to follow as it was sometimes
difficult to see which questions were being answered and to
follow asegquence of questions and answers through when other
guestions and answers popped up in the middle’ (female, 68
years). Additionally, it wasn't always clear to users where to
post messages or how to search for information that was relevant
to their particular problem: “Maybe a better search function
would be a great way to find the posts that are relevant to my
problem” (male, 68 years).

Uncertain Quality of User-Generated Content

Within the community, avast amount of information and advice
was shared online and some users appeared critical of the
scientific evidence underpinning user-generated content:
“Sometimes people post suggestions (about diet, natural
remedies...) that are not supported by scientific evidence which
| find confusing” (female, 38 years). This disadvantage was
rooted in the fact that “the community aren't sleep research
experts’ (male, 39 years) and, while often the information or
advice may be based on experience, “their information is not
reliable and you don’'t know who they are, to be able to trust
what they say” (female, 57 years). This issue was considered
especialy problematic if users were posting to help someone
clearly in distress: “ So the possibility of ill advice for someone
who needs a doctor was the only possible downside | saw, not
for me, but for another member” (female, 58 years).
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Negative Comparisons With Others

For some users, reading about other peopl€’'s experiences was
on occasion problematic. In some instances, reading about the
stress, anxiety, and distress being experienced by otherswasin
itself asource of anxiety and stress: “| saw how others struggled,
found it too tough, and gave up: this just scared me, made me
anxious, tense and probably worked against what the program
ismeant to be doing” (female, 29 years). However, some users
described similar feelings when others posted about their
success: “Reading how wonderful people fee now they are
improving after a few days of the program!!!, Not so nice to
see this if it isn't working for you after a few weeks longer”
(female, 59 years).

Excessive Time Commitments

Engaging with the online community was time consuming, and
some users described feeling “ overwhelmed” by the volume of
messages being posted. Asaresult, somefelt they were spending
too much time in the community: “1 can find myself spending
way too much time or trying to make the time to see all”
(female, 59 years). For others, reading messageswas“ addictive”
and something that could “eat up time unnecessarily.” However,
time spent was meaningful, as users undertook to offer advice
and support through posting messages or replying to questions:
“It takesal ot of timeto compose ameaningful helpful message,
particularly to someone who is struggling” (female, 61 years).

Data Privacy Concerns

A small number of users expressed concerns regarding the
perceived privacy of the discussion forum. In particular, some
felt it was not sufficiently clear that it was openly accessible,
and therefore any message posted to the forum could, in theory,
be read by anyone. Additional concerns were focused on the
belief that user-generated content could be accessed through
Internet search engines. Asaconsequence, some users described
feeling upset and explained how this had |ed them to disengage
from making an active contribution (ie, posting) or to be more
discerning about the content they uploaded to the forum: “Even
though the community is anonymous and members' names are
not public, the content of the messages is public and that was
quite upsetting to discover that... | have been more careful since
discovering that in terms of what | post” (female, 61 years).

Discussion

The problem of attrition within digital interventions has been
widely documented [26]. Despitethis, there has been littlework
exploring how online communities can support long-term
engagement with Web-based therapy. In this study, we wished
to explore Sleepio program participants' decisions to engage
with and their experiences in the optional community. What is
evident from their responses is that their reasons for engaging
with the community varied but that their overall experiences
were broadly positive and appeared to contribute to their
sustained engagement with the Sleepio program and, for some,
deep improvement.

Arguably, one of the most important features of the community
isthat it is available at any point of the day or night, 7 days a
week, and regardless of time zone. Furthermore, it is convenient
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and provides an immediate source of support to individuals
who, according to their own stories, may feel isolated,
exhausted, frustrated, and despondent as a result of their sleep
problems [27].

Our results also revealed that the Sleepio program was
considered demanding, especially the sleep restriction
component. Previous work has indeed identified important
challengesinthedelivery of sleep restriction therapy to patients
withinsomnia[28,29], particularly in relation to adverse events
and likely implementation or adherence challenges. Therefore,
as an adjunct tool for individuals engaging with Web-based
therapy for insomnia, the presence of a community, and in
particular an asynchronous discussion forum, may be
particularly helpful in terms of providing support.

For many, the community offered ameansto connect with other
people who not only had sleep problems but also were
undertaking the Sleepio program. Indeed, this notion of
connection was a so reflected in responses concerning perceived
benefits of the community. These findings resonate with
previousresearch that has demonstrated how online communities
can act as important venues through which individuals facing
challenging health problems can soon fedl less isolated and
more supported [30-32], regardless of how much they actively
engage with the community. Indeed, evidence suggests that
community users typicaly vary in their level of engagement,
ranging from those who post messages regularly through to
those who simply lurk (ie, read messages only), but their
experience may be equally rewarding [33].

The Sleepio community was certainly an important source of
information, advice, and ideas for users, and this is also
consistent with previous literature [30]. In particular, users
sought and received a high volume of experiential information,
which appeared to be well received by others, not least because
it was understandable, relevant, and credible. Previousresearch
has found information provision to be one of the key functions
within online support communities [34,35]. We found a range
of information being exchanged, including factual information,
advice, and personal suggestions for coping strategies and
management. Going forward, it would be useful to undertake
a more fine-grained analysis of the specific types of
informational support requested and exchanged within such an
online community and how this relates to engagement with the
various components of the Sleepio program.

In addition to the aforementioned examples of how the
community benefited users, we aso identified a clear
motivational function. It was evident from responses that
participation in the community provided the impetus to keep
going, and users offered messages of support and
encouragement, especially during difficult parts of the program
(eg, deep restriction). Indeed, previous research has identified
poor adherenceto CBT interventionsfor insomnia, particularly
in the context of implementing behavioral advice [36]. Our
results suggest that engagement with the online community may
be one avenue through which user motivation and adherence
can be supported. Such findings are comparatively novel within
the broader literature, since the majority of online communities
are either standalone or embedded within a program, but such
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online communities embedded within aprogram havetypically
not been evaluated in isolation. In future, researchers may wish
to examine more explicitly the means through which
engagement with online communities motivates individuals to
persist with Web-based therapy for insomnia; however, our
findings present some useful starting points for investigation
(eg, provision of information and advice, and social
comparison).

Our analysis also reveal ed some disadvantages arising from the
use of the online community. While some of these (ie, design
and navigation issues, and privacy concerns) were clearly
associated with operational aspects of the Sleepio community
and therefore can be easily addressed, others have been reported
elsewhere in the literature. For example, some users were
concerned about the accuracy of information posted by other
members of the community. However, our analysis did not
consider the accuracy of any information exchanged between
users. Inthefuture, it would be beneficial to ascertain the extent
to which user-posted information may be inaccurate, not
applicable, or perhaps unsafe. Despite these concerns, other
studies that have examined the accuracy of information posted
by users of discussion forums suggest that thisis not acommon
problem but may only be more problematic in communities
with low levels of activity [37]. Indeed, other users swiftly
correct any inaccurate information that is posted [38]. The
Sleepio community, although not continuously monitored by
staff, has several mechanisms in place to create a safe
environment. First, posts can be flagged by other users when
considered not in line with the terms of use. Second, keywords
that, for example, display amedical risk or personal information,
areflagged automatically. In addition, expert sessionstake place
on aweekly basisto provide support by aclinical psychologist.

While we found that reading about the experiences of other
users could be helpful, we a so found that, for some, thisactually
had a negative impact on their well-being. In particular, some
considered reading about the “horror stories’” posted by others
to be unhelpful, upsetting, and distressing. Such findings have
also been reported elsawhere in the literature and may reflect
the fact that many individuals use discussion forums to vent
[32] or offload their daily hassles and bad experiences [39].
However, for those who read such messages, the impact can be
problematic. While this is a challenging issue to address, one
solution may bein the design and organization of forums, where
subforums may be used to channel different types of
user-generated content into specific locations, for example,
deep problemswhile being at college, or success stories. Similar
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mechanisms are seen in face-to-face versions of group therapy;
while groups are helpful, they can sometimes be experienced
as negative.

Onefinal challenge facing users wasthe amount of timeit took
to engage with the online community and in particular al the
discussions taking place. This issue was further exacerbated
when users wished to provide help and support to others, as
they viewed composing a helpful and tailored message to be
time consuming. As online communities, such asthis, continue
toflourish, thisissueislikely to persist and may indeed worsen.
Restructuring forums into subforums may help to address this
issue as well, such that users can choose which content they
wish to engage with each time they access the community.

Study Limitations

We acknowledge some limitations to this study. First, despite
our best effortsto recruit participants, the sample sizeis modest,
and therefore the extent to which the views expressed by
respondents represents the entire pool of Sleepio users is
debatable. One obvious concern may be that only those who
held particularly positive or negative views toward the
community chose to participate in this study. Similarly, since
the majority of our respondents were active users of the
community, future research needs to consider the experiences
of those who either engaged in a limited way or not at all.
Second, the datafor this study were captured by asingle online
survey, and it could be argued that experiences, views, and
attitudes toward the Sleepio community may change over time,
as users move through the program. Whilethisisarguably true,
we did note a broad range of users (ie, newcomers, users
enrolled on the course, and graduates of the course), aswell as
evidence of respondents recaling specific good or bad
experiences within the community in the past. All that said, it
would be useful to engage in more longitudinal work to follow
the experiences of those engaging with the Sleepio program
from the point of entry and to consider how participation in the
community contributes to relevant outcomes and indicators of
adherence to the Sleepio intervention content. Third, since the
focus of this study was on users’ experiences, we know little
about those who chose not to engage with the community and
their reasons behind this decision.

Conclusion

Despite some concerns, members regarded the Sleepio
community as a valuable resource. Online communities may
be a useful means through which to support long-term
engagement with Web-based therapy for insomnia.

The authors would like to thank all the participants who gave their time freely to support this work.
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Abstract

Background: Excessweight gain affects nearly half of all pregnanciesin the United States and isastrong risk factor for adverse
maternal and fetal outcomes, including long-term obesity. The Internet is a prominent source of information during pregnancy;
however, the accuracy of this online information is unknown.

Objective: To identify, characterize, and assess the accuracy of frequently accessed webpages containing information about
weight gain during pregnancy.

Methods: A descriptive study was used to identify and search frequently used phrases related to weight gain during pregnancy
on the Google search engine. The first 10 webpages of each query were characterized by type and then assessed for accuracy and
completeness, as compared to Institute of Medicine guidelines, using crowdsourcing.

Results: A total of 114 queries were searched, yielding 305 unique webpages. Of these webpages, 181 (59.3%) included
information regarding weight gain during pregnancy. Out of 181 webpages, 62 (34.3%) contained no specific recommendations,
48 (26.5%) contained accurate but incomplete recommendations, 41 (22.7%) contained compl ete and accurate recommendations,
and 22 (12.2%) were inaccurate. Webpages were most commonly from for-profit websites (112/181, 61.9%), followed by
government (19/181, 10.5%), medical organizations or associations (13/181, 7.2%), and news sites (12/181, 6.6%). The largest
proportion of for-profit sites contained no specific recommendations (44/112, 39.3%). Among pages that provided inaccurate
information (22/181, 12.2%), 68% (15/22) were from for-profit sites.

Conclusions:  For-profit websites dominate the online space with regard to weight gain during pregnancy and largely contain
incomplete, inaccurate, or no specific recommendations. This represents a significant information gap regarding an important
risk factor for obesity among mothers and infants. Our findings suggest that greater clinical and public health effortsto disseminate
accurate information regarding healthy weight gain during pregnancy may help prevent significant morbidity and may support
healthier pregnancies among at-risk women and children.

(J Med Internet Res 2016;18(4):e81) doi:10.2196/jmir.5138
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Introduction

Chang et d

Methods

Appropriate weight gain during pregnancy hasimportant health
implications for both mothers and infants [1]. Excess weight
gain in pregnancy is associated with adverse obstetric and
fetal/neonatal outcomes, including hypertensive disorders of
pregnancy, gestational diabetes, excessive fetal growth,
prolonged labor, birth injury, and cesarean delivery [2,3].
Furthermore, excessweight gain in pregnancy may be associated
with long-term increased risk of obesity in both mother and
child [4-7].

In 2009, the Institute of Medicine (IOM) updated its guidelines
for weight gain in pregnancy, recommending more stringent
weight gain with increasing prepregnancy body mass index
(BMI) [1]. However, many women are unaware of these
guidelines[8,9]. In the United States, only 32% of women gain
the appropriate amount of weight during pregnancy based on
the|OM guidelines, while 47% of women gain excessive weight
and 21% gain inadequate weight [10]. Although the American
Congress of Obstetricians and Gynecologists (ACOG)
recommends discussing appropriate weight gain, diet, and
exercise at the initial visit and periodically throughout
pregnancy, clinicians caring for pregnant women often do not
follow thisrecommendation [11,12]. In one recent study of over
300 women, only 12% reported being counseled correctly by
their health care provider regarding how much they should gain
during pregnancy [11]. Clinicians may be unaware, unfamiliar,
or unaccepting of the guidelines, or reluctant to discuss the
sensitive topic of weight gain with their overweight or obese
patients [13-15].

The Internet is a common source of health information among
pregnant women, with nearly all women (94%) using the
Internet for pregnancy-related information [16-19]. Among
thesewomen, nearly all (98%) begin their online health inquiries
using search engines such as Google [18]. Most women (99%)
search online because they want to find out more information
on their own, beyond the information that is provided to them
by their health care provider [18]. Pregnant women commonly
seek information about topics such as antenatal complications,
childbirth, pregnancy symptoms, and health promotion/lifestyle
issues, including nutrition and physical activity during
pregnancy [18-20]. In general, pregnant women consider online
health information to be of reasonable quality and reliable, and
information found online plays a significant role in women's
decision-making during pregnancy [17-19].

Despite widespread online health information seeking during
pregnancy, relatively little is known about whether online
sources accurately reflect the latest IOM guidelines for weight
gain in pregnancy. The objective of this study was to
characterize the type of website and accuracy of information of
the most frequently accessed websites containing information
about weight gain in pregnancy.

http://www.jmir.org/2016/4/e81/

I dentification of Commonly Accessed Webpages

The authors identified 13 initial search queries that included
keywords and phrases related to weight gain during pregnancy
based on clinical experiences with pregnant patients (ie, “Am
| gaining enough weight during pregnancy?,” “Healthy weight
gain during pregnancy,” and “Am | gaining too much weight
during pregnancy?’). To help ensure the queries used by our
study reflected how people actually search on this topic, we
expanded the initial set of 13 queries into 114 variants based
on query suggestions produced by Google's autocomplete
feature (see Multimedia Appendix 1). The autocompl ete festure
suggests similar queriesthat have been typed before by Google
users, or that occur as content on the Web [21].

Each query was entered into the Google search engineto yield
alist of webpages on August 8, 2014. A website is defined as
a set of webpages typically served from a single Web domain
[22]. A Windows 8 Pro (64-bit) machine using the US English
locale and running Google Chrome (v46) from Ann Arbor,
Michigan, was used for al search results retrieval and
processing. A new Google account was used with
personalization not activated, so that search history did not
influence the results. Safe search was a so not activated.

The first 10 webpages that resulted from each search were
included inthis study, asthese represent the websites most likely
to be viewed by actual users; webpages ranked 11 or greater on
a Google search received less than 5% of overal traffic [23].
Paid advertisements/webpages at the top of the Google search
result were not included. Duplicate websites were removed to
createthelist of the most commonly accessed websites resulting
from Google searching for information on weight gain during
pregnancy.

Data Coallection

Crowdsourcing as Data Collection Method

Crowdsourcing was used in our study to characterize the type
and accuracy of the commonly accessed webpages.
Crowdsourcing is the process of “obtaining needed services,
ideas, or content by soliciting contributions from alarge group
of people, and especially from the online community, rather
than from traditional employees or suppliers’ [24]. Thisonline
data collection method is increasingly used in health-related
research and is an ideal method for this study for two reasons:
(1) crowdsourcing obtains the judgments of individuals who
are likely more similar to patients than medical expertsand (2)
crowdsourcing employs several layers of validation to ensure
ahigh level of accuracy in data collection [25-28]. In our case,
Crowdflower.com [29] was used to identify US residents to
complete microtasks, or small tasks online that involved
identifying simpleideas or phrases from webpages. People who
complete microtasks online are called contributors and receive
asmall reimbursement for the tasks they complete. Contributors
were instructed to evaluate only the body of the webpage
(“corpus’) and to disregard any advertisements or pop-ups.
Contributors were paid between US $0.05 and $0.15 for each
microtask completed, depending on the difficulty of the task.
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Crowdflower Tasks

Each webpage was analyzed independently by three
Crowdflower contributors. Contributors were drawn from the
pool of millions of Crowdflower contributors and webpages
were assigned randomly. Thus, the three contributors assigned
to each webpage varied. Each of the following three questions
was a separate task used to evaluate each of the webpages:

1. Task 1: Isthe webpage about weight gain during pregnancy?

Chang et d

2. Task 2: What type of websiteisthis (eg, for-profit company,
government, news, medical organization, blog, university,
nonprofit/foundation, or medical journal)?

3. Task 3: Did this webpage include the Institute of Medicine
guidelines information for total weight gain for each

prepregnancy weight group [1]?
These three tasks were completed between September 20, 2014,
and December 3, 2014. Textbox 1 contains the abstraction

guestionnaire with the exact questions and answer choicesused
by contributors to evaluate each webpage.

Textbox 1. Abstraction questionnaire, including questions and answer choices.

. Yes

. No

«  Government (.gov)

«  News (primary goal of siteisto report news)
«  Company (for-profit business, examples: babycenter.com, WebMD)

. Blog

«  Nonprofit/foundation (example: March of Dimes)

. Other

«  Recommendations were only given in kilograms (kg)

«  Recommendations were only given for multiple pregnancies (twins)

Task 1: Does this webpage include information about healthy weight gain DURING pregnancy?

Task 2: Which description below best describes the type of webpage thisis?

« University or academic center with associated hospital/clinics (examples: Mayo Clinic, Kaiser Permanente)

«  Medical organization or associations (examples: Institute of Medicine[|OM], the American College of Obstetriciansand Gynecologists[ACOG])
« Maedica journa (example: American Journal of Obstetrics and Gynecology)

Task 3: Which of the following SPECIFIC recommendations for TOTAL weight gain during pregnancy were mentioned, if any? Select al that apply.
*  Underweight women (or women with body mass index [BMI] less than 18.5 kg/mz) are recommended to gain 28-40 pounds

*  Normal-weight women (or women with BMI 18.5-24.9 kg/mz) are recommended to gain 25-35 pounds

*  Overweight women (or women with BMI 25-29.9 kg/mz) are recommended to gain 15-25 pounds

*  Obese women (or women with BMI =30 kg/ m2) are recommended to gain 11-20 pounds

«  Recommendations were given in pounds (Ibs), but were different than what is listed above for one or more groups of women

«  No SPECIFIC recommendations for total weight gain during pregnancy were given

«  No SPECIFIC recommendations for total weight gain during pregnancy were given in the text, though thereis an ONLINE CALCULATOR

Quality Control of Crowdflower Responses

The authors used three methods to ensure the accuracy of
contributors' work. First, Crowdflower itself provides a
quality-control mechanism by maintaining historical trust levels
for each contributor, based on their performance from previous
jobs. Thesetrust levels are used to maintain a high-quality pool
of potential contributors. Second, before they could contribute
to the study, potential contributorswere required to successfully
complete a training session in which they correctly evaluated
at least two of three gold standard test webpages. These test
webpages were a subset of the total webpages, for which gold

http://www.jmir.org/2016/4/e81/

standard responsesto the three abstraction form questionswere
previously agreed upon by two investigators (TC, TS, BV, or
LK). Third, additional gold standard test
webpages—unidentified to contributors—were interspersed
randomly throughout the full sample of webpagesfor each task.
Contributors were required to maintain at least 65% accuracy
of these test questions to be considered trusted contributors.
The process of determining accuracy was automated by
Crowdflower and reported to contributors in rea time. If a
contributor’s accuracy decreased below this threshold, they
were removed from the job and their prior responses were
disregarded.
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Task Flow for Crowdsourced Data Collection

Despite the use of specific search terms, some webpages were
determined not to be about weight gain during pregnancy and
were excluded from further analyses using the question in Task
1. For thistask, if at least two of three contributors determined
the webpage to be about weight gain in pregnancy, it was
considered a relevant webpage for further analysis.

The remaining webpages that did include information about
weight gain during pregnancy were then evaluated using
guestions in Tasks 2 and 3. For Task 2, if at least two of three
contributors agreed on the website type, this was considered
the correct answer. If three contributors answered differently
in Task 2, the webpage was reviewed by two investigators (TC,
TS, BV, or LK) to determine the correct website type.

For Task 3, each contributor could select morethan oneresponse
and each response selected by at |east two of three contributors
was deemed correct. Two investigators (TC, TS, BV, or LK)
also reviewed any webpages that had no majority consensusin
order to determine afinal answer. Weight gain recommendations
that were reported in kilograms were evaluated for accuracy
using the technique described above. Webpages that only
included recommendations for multiple gestations (eg, twins)
were removed from our sample (n=1).

Researcher Assessment of Crowdflower Results

Each webpage's recommendations for total weight gain were
classified as complete and accurate (consistent with |OM
recommendations for each prepregnancy BMI category),
incompl ete but accurate (consistent with |OM recommendations
but exclusive of one or more of the BMI categories), inaccurate
(inconsistent with IOM recommendations, such as an incorrect
range; recommendation listed was outside of the range; or
incorrect BMI categories), no recommendation (no specific
recommendations of weight gain ranges based on prepregnancy
BMI), or no recommendation but cal culator (for webpages that
include a calculator to determine a user’s recommended weight
gain, but do not include specific recommendations in the text
of the page).

Table 1. Freguency of each type of website (n=181).

Chang et d

Inaccurate webpages were reviewed by one investigator (TC)
to determine whether the webpage was reporting
recommendationsthat were higher or lower than recommended
by the IOM, or if the inaccuracy was related to errors or
omission in reporting prepregnancy BMI ranges for their
recommendation.

Descriptive statistics were used to describe the distribution of
the type of sites, and the accuracy and completeness of
webpages. This article was developed using publicly available
information. No human participants took part in any protocol
and, as such, this study was deemed exempt from review by the
University of Michigan Institutional Review Board.

Results

After querying the 114 search terms and aggregating the top 10
website results of each query and removing any duplicates, 305
unique webpages remained. Of these 305 unique webpages, 181
(59.3%) included information regarding weight gain during
pregnancy. Webpages were most commonly from for-profit
websites (112/181, 61.9%), followed by government (19/181,
10.5%), medical organizations or associations (13/181, 7.2%),
and news sites (12/181, 6.6%) (see Table 1).

Overall, one-third (62/181, 34.3%) of all websitesthat contained
information regarding weight gain during pregnancy gave no
specific recommendations for total weight gain during
pregnancy. The largest proportion of webpages overall were
from for-profit sitesthat contained no specific recommendations
(44/181, 24.3%). Among pages that provided inaccurate
information (22/181, 12.2%), 68% (15/22) werefrom for-profit
Sites (see Table 2). Among pages that provided accurate and
completeinformation (41/181, 22.7%), 41% (17/41) werefrom
for-profit sites, 22% (9/41) from government sites, and 17%
(7/41) from medical organizations. Please see Multimedia
Appendix 2 for a list of the top 10 accurate webpages by
frequency of appearance in Google searching.

Type of website

Frequency, n (%)

Company (for-profit business)
Government

Medical organization or association
News

Personal blog

Nonprofit/foundation

University or academic medical center

Medical journal

112 (61.9)
19 (10.5)
13(7.2)
12 (6.6)
10 (5.5)

8 (4.4)
6(3.3)
1(0.6)
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Table 2. Accuracy and completeness by type of website used; first page (top 10) results only (n=1819).

Type of domain/website of these- Completeandaccu- Incomplete but ac-  Inaccurate, No recommend- No recommend-

lected webpages rate, curate, n (%) ation, n (%) ation, but weight gain calcula
n (%) n (%) tor, n (%)

Government (n=19) 9 (47) 4(21) 2(11) 3(16) 1(5)

News (n=12) 4(33) 4(33) 0(0) 4(33) 0(0)

Personal blog (n=10) 0(0) 2(20) 2(20) 6 (60) 0(0)

University or academic medical 2 (33) 2(33 0(0) 2(33 0(0)

center (n=6)

Medical organization or associa- 7 (54) 2(15) 1(8) 2(15) 1(8)

tion (n=13)

Nonprofit/foundation (n=8) 2(25) 4 (50) 2(25) 0(0) 0(0)

Company (for-profit business) 17 (15.2) 30(26.8) 15 (13.4) 44 (39.3) 6 (5.4)

(n=112)

Medical journa (n=1) 0(0) 0(0) 0(0) 1 (100) 0(0)

Overall (n=181) 41 (22.7) 48 (26.5) 22(12.2) 62 (34.3) 8 (4.4)

@0ne site excluded for providing recommendations for twins.

Of inaccurate webpages, 18% (4/22) recommended more than
the recommended amount of weight, 14% (3/22) recommended
less, and 64% (14/22) of webpagesincluded errors or omissions
in reporting prepregnancy BMI ranges for their
recommendations. The 4 pages out of 22 (18%) that
recommended more weight gain reported between 2 and 5
pounds more than the recommended amount. For example,
askdrsears.com [30] reported, “1f you begin pregnancy slightly
above your ideal weight, a healthy weight gain is 20 to 25
pounds; if you are obese, lessthan 20 pounds,” whilethe correct
recommendation for overweight women is 15-25 pounds. For
the 3 pages out of 22 (14%) that recommended lessweight gain,
they ranged from 1 to 8 pounds|ess. For example, sharecare.com
[31] reported, “The recommended weight gain is 25-30 Ibs for
average weight women. 15-20 Ibs if overweight.” Again, the
recommendation for overweight women is 15-25 pounds.
Among the webpages that included errors or omissions in
reporting BMI ranges, errorsin the prepregnancy BMI category
deviated from the correct definition by 1-2 BMI points (kg/m?).
Out of 22 websites, 4 (18%) combined the overweight and obese
groups and combined the recommendations (ie, “Women with
pre-pregnancy BMI >25 can gain between 11-25 pounds’).

Discussion

Principal Findings

The majority of webpages assessed in our study do not reflect
the latest IOM guidelines and either present inaccurate or
incomplete information, or provide no recommendations.
Additionally, for-profit websites currently dominate this online
sphere, and these were most likely to contain inaccurate,
incomplete, or no specific recommendations compared to other
website types. Our study suggests that despite established
guidelines for healthy weight gain in pregnancy, many women
may not access these guidelines when searching the Internet,
potentialy increasing their risk of adverse materna or fetal
outcomes from too much or too little weight gain.

http://www.jmir.org/2016/4/e81/

Among inaccurate webpages, most recommendations either
were within a few pounds of the IOM recommendations or
incorrectly defined prepregnancy BMI categories by just 1-2
points (kg/m?). However, some webpages combined
recommendations for overweight and obese women. This is
concerning because obese women may be at highest risk of
obstetric complicationsfrom excessive gestational weight gain.
More concerning may be that nearly one-third of webpages had
no recommendations despite appearing in the top 10 results of
a Google query for information regarding weight gain during
pregnancy. This createsasignificant knowledge gap for pregnant
women and can have long-term health consequencesfor mother
and baby.

Patients may receive no or inaccurate information on weight
gain in pregnancy not just from the Internet, but also from their
clinicians, friends, and family. Studies have shown that patients
want specific information on weight gain during pregnancy,
and they trust and rely on information given by clinicians
[32,33]. Clinicians dso have the advantage of providing
face-to-face information to their patients. However, clinicians
are often incomplete information sources regarding weight gain
during pregnancy because they fail to address the topic or
provideinformation that isnot aligned with the IOM guidelines
[34,35]. Perhapsthe same reluctance among cliniciansto discuss
the sensitive subject of weight may also apply to online
contributors who may not want to offend their pregnant readers
by discussing specific weight gain guidelines on their websites.
Thislack of information, from both clinicians and the Internet,
may be compounded by misinformation, such asthe widespread
cultural belief of “eating for two,” that is often perpetuated and
reinforced by pregnant women’s friends and family members
[36-39].

Our findings underscore the inadequacy of online
resources—key sources of health information for pregnant
women—in addressing weight gain in pregnancy [10]. These
findings also suggest two specific ways to improve awareness
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of the IOM weight gain guidelines, for both pregnant women
and the people who influence them:

1. Clinicians and caregivers need to fill the knowledge gap. At
thistime, clinicians and those that provide support and care for
pregnant women cannot depend on the Internet to transmit
accurate information about healthy weight gain during
pregnancy. As a trusted and preferred source of health
information, clinicians, nurses, and public health workers should
anticipate aknowledge gap about thistopic and strive to discuss
healthy weight gain with every pregnant woman [32,33]. Robust
data from systematic reviews and meta-analyses have
demonstrated the efficacy of motivationa interviewing,
behavioral self-monitoring, goal setting, structured moderate
physical exercise programs, and dietary counseling [40-44].
Ideally, providers of prenatal care should address healthy diet
and exercise habits early in pregnancy, including discussions
of individualized goals for total weight gain across the
pregnancy. Thefrequency of prenatal visitsallowsfor revisiting
this topic and drawing on clinical support resources, such as
nurses, nutritional counselors, and socia workers, to augment
theclinician’s efforts.

In addition, because of the known challengesin patient-clinician
communication regarding weight gain during pregnancy,
research should also investigate effective communication
approaches that work for both clinicians and at-risk patients.
These approaches could include how the topic should be framed,
what information should be presented, and the optimal timing
of this counseling.

2. Accurate webpages must be more accessible. For-profit
webpages dominate online search results because they know
how to market their websites. Academic and government
websites, on the other hand, do not seem to be using the
techniques that ensure a webpage appears as a top result in
Google searching. These techniques include optimizing the
keywords used in the website, so that they are in the file name
and headings and are used throughout the page, especialy in
the beginning of the first sentence; creating sitemaps (ie, alist
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of pages of a website accessible to crawlers or users); and
including related linksthat can be detected and indexed to create
greater visibility for the website and the health message [45].
By employing these techniques, websites with accurate
information can become more accessible by appearing higher
in Google searching, something shown to improve Web traffic
to those sites [23]. These techniques can have an exponential
effect as other sites can link to them and spread the accurate
and usable knowledge. Furthermore, visible and easily
searchable sites can help to educate not only pregnant women,
but other influential people, such as family and friends who
often search on behalf of their friends and loved ones [46].

Limitations

This study describes the text that is contained in the webpage,
not whether a patient understood the text, aswe did not evaluate
the presentation or readability of the information. Also, the
specific characteristics and motivations of contributors on
Crowdflower are unknown and may biastheir judgments, though
we believe this biasis limited by the multiple layers of quality
control described in the Methods. We aso did not analyze the
accuracy of online calculators, though they were a small
proportion of webpages (8/181, 4.4%). Finally, only the Google
search engine results were evaluated in this study, which may
limit the generalizability of our findings.

Conclusions

In conclusion, frequently accessed onlineinformation regarding
weight gain during pregnancy does not reflect the latest |OM
guidelines, with a large proportion of webpages displaying
inaccurate or incomplete information, or no recommendations.
Accurate information regarding healthy weight gain during
pregnancy is vital during the prenatal period to prevent
long-term morbidity in mother and baby. Our study addsinsight
into a potential modifiable factor that may contribute to alarge
proportion of USwomen gaining an unhealthy amount of weight
during pregnancy and the vital role of clinicians and medical
organizations in educating and supporting women during this
critical window for maternal and child health.

Top 10 accurate webpages by frequency of appearance during Google searching.

[JPG File, 70KB - jmir_v18i4e81_app2.jpg ]
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Abstract

Background: Electronic health recordsarewidely acknowledged to provide animportant opportunity to anonymize patient-level
health care data and collate across populations to support research. Nonetheless, in the wake of public and policy concerns about
security and inappropriate use of data, conventional approaches toward data governance may no longer be sufficient to respect
and protect individual privacy. One proposed solution to improve transparency and public trust is known as Dynamic Consent,
which uses information technology to facilitate a more explicit and accessible opportunity to opt out. In this case, patients can
tailor preferences about whom they share their data with and can change their preferences reliably at any time. Furthermore,
electronic systems provide opportunities for informing patients about data recipients and the results of research to which their
data have contributed.

Objective: To explore patient perspectives on the use of anonymized health care data for research purposes. To evaluate patient
perceptions of aDynamic Consent model and electronic system to enable and implement ongoing communication and collaboration
between patients and researchers.

Methods: A total of 26 qualitativeinterviews and three focus groups were conducted that included avideo presentation explaining
the reuse of anonymized electronic patient records for research. Slides and tablet devices were used to introduce the Dynamic
Consent system for discussion. A total of 35 patients with chronic rheumatic disease with varying levels of illness and socid
deprivation wererecruited from arheumatol ogy outpatient clinic; 5 participants were recruited from apatient and public involvement
health research network.

Results: Patients were supportive of sharing their anonymized electronic patient record for research, but noted a lack of
transparency and awareness around the use of data, making it difficult to secure public trust. While there were general concerns
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about detrimental consequences of datafalling into the wrong hands, such asinsurance companies, 39 out of 40 (98%) participants
generally considered that the altruistic benefits of sharing health care data outweighed therisks. Viewswere mostly positive about
the use of an electronic interface to enable greater control over consent choices, although some patients were happy to share their
data without further engagement. Participants were particularly enthusiastic about the system as a means of enabling feedback
regarding data recipients and associated research results, noting that thiswould improve trust and public engagement in research.
This underlinestheimportance of patient and public involvement and engagement throughout the research process, including the
reuse of anonymized health care datafor research. More than half of patientsfound the touch screen interface easy to use, athough
a significant minority, especially those with limited access to technology, expressed some trepidation and felt they may need
support to use the system.

Conclusions: Patients from a range of socioeconomic backgrounds viewed a digital system for Dynamic Consent positively,
in particular, feedback about data recipients and research results. |mplementation of a digital Dynamic Consent system would
require careful interface design and would need to be located within a robust data infrastructure; it has the potential to improve

trust and engagement in electronic medical record research.

(J Med Internet Res 2016;18(4):€66) doi:10.2196/jmir.5011

KEYWORDS
eHealth; data sharing; public trust; consent

Introduction

The National Health Service (NHS) provides health care for
over 60 million citizensthroughout their lives, with vast amounts
of information about patients’ treatments and outcomes collected
in their medical records. Such real-world data is an important
asset for UK health research: patients' "cradleto grave" records
areincreasingly captured within electronic patient record (EPR)
systems, providing the opportunity to anonymize patient-level
health care data and collate across populations to support
research. Theimportance and vast opportunity of sharing health
care data for research is explicit within the UK government’s
Strategy for UK Life Sciences[1]. This has been supported by
therecent cross-funder investment to establish the Farr Institute,
anetwork of academic eHealth Centres of Excellence [2].

There is a reasonable expectation in society that the sensitive
and personal nature of health care data requires that it should
be carefully managed and access to it should be restricted only
to those with a legitimate purpose. As a consequence, the UK
legal regime has conditions for the use of health care data but
at the same time allows certain exemptionsfor research carried
out inthepublicinterest. Under the Data Protection Act (1998),
patient consent is not required when anonymized data are used
for research, athough there may be societal concerns that “go
beyond compliance with the requirements of formal regulation”
[3]. Hedlth care data are highly persona and are usualy of a
senditive nature, making it difficult to anonymize data effectively
to maintain the privacy of patients. The Data Protection Act
also hasafair processing obligation that requires patientsto be
informed about what happens to their data that applies to all
kinds of data[4]. Thisalignswith ashared societal expectation
that patients have aright to know how their data are being used
and should be given the opportunity to consent but also object
to their data being shared with others, even in the case of
“anonymized” data.

The UK government’s care.data initiative, a program intended
to enable sharing of anonymized primary care health records
with "researchers and organizations outside the NHS" [5] for
research and service improvement, was paused in 2014 due to

http://www.jmir.org/2016/4/e66/

aloss of public trust [3]. Trust is often taken as the measure of
an individual’s willingness to be vulnerable to the actions of
another person on the basis that the trustee will act according
to the trustor’s confident expectations [6]. Different forms of
trust include deterrence-based trust, where the trustor is
confident that the trustee will act as expected because sanctions
for breach of trust are very high; calculus-based trust, where
thetrustor "evaluates' the reputation/certification of thetrustee;
relational trust that arises when repeated interactions have gone
well; and institution-based trust, which combines calculus and
relational trust through the proxy of the trusted institution [7].
Although headlth care institutions can normally assume a high
level of institutional trust [8], if lost, it can be difficult to repair
[9]. Reasons cited for thisloss of public trust included concerns
that personal health care datamight be used inappropriately (eg,
sharing with insurance companies or being sold for profit [10],
aswell aslack of clarity asto how patients should opt out). The
population-level approach of the above campaign failed to
reassure many patients about potential misuse of data and,
although recent studies have shown that most patients support
confidential reuse of health data, concerns have aso arisen
surrounding security, privacy, and control over access of EPRs
[11-13]. Previous research has highlighted that the UK public
has little knowledge of how their EPRs are used for medical
research purposes [13] and the lack of transparency and
engagement with patients is viewed to undermine public trust
with implications for acceptable models of consent [14-16].
The Nuffield Council on Bioethics, in their review of the
care.data plans, recommended that health authorities track the
use of patient data, give people greater access, and say how
their data is used [17]. This is important for maintaining trust
and requires the opportunity and process for opting out of data
sharing to be clear. Furthermore, an independent review of the
care.data program by the National Data Guardian has asked of
any future system, "How can patients check, update, or change
their preferencesand seethat their choi ces have been respected?”
[18].

One proposed solution for the problems outlined aboveisknown
as Dynamic Consent, which uses information technology (IT)
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to facilitate a more explicit and accessible opportunity to opt
out, whereby patients can tailor preferences about whom they
share their data with, and can change their preferencesreliably
at any time preventing any further data sharing [19,20]. Thisis
achieved technically by binding patient information with consent
expressions [19]. In addition, via the same digital interface,
patients can be provided with information as to the recipients
of their data plus other information, such as results of research
derived from their data contribution. Demonstrating to patients
how sharing their data has contributed to improved care within
the population could build community trust, and show how
patients are already contributing to research within the NHS: a
pledge withinthe NHS Constitution [21]. A prototype Dynamic
Consent interface has been devel oped by the Ensuring Consent
and Revocation (EnCoRe) project [20]. This was initialy
designed in the context of biobanking to allow patients to
consent for the collection of biobank tissue and data, but the
same principles, architecture, and philosophy could be used to
facilitate the trusted sharing of EPR data for research.
Implementing such a system for this purpose, however, faces
some unknowns. While previous surveys have suggested that
patients are willing to share their EPR for research [11], would
they wish to express consent preferencesusing adigital system?
Would patients value feedback information about who the
recipients are and the results of the research via such a system?
Thereis aso a need to address the feasibility and barriers for
using such a system, and how it could best be implemented.

The purpose of this study was to undertake qualitative research
to (1) explore patient perspectives on the use of anonymized
health data for research purposes and (2) to evaluate patient
perceptions of aDynamic Consent model and el ectronic system
to enable and implement ongoing communication and
collaboration between patients and researchers in this context.

Methods

Participants and Methods

A combination of qualitative in-depth interviews and focus
groups were used to first explore patients’ perspectives on the
use of anonymized personal health data for research, before
introducing the model of Dynamic Consent and feedback and
seeking patients' views. Interviews and focus groups were also
conducted to seek patient views on an electronic prototype
system to collect consent and provide feedback. Focus groups
are considered a valuable approach for exploring a range of
public and patient views in health research, especialy where
the goal isto explore and develop anew intervention or service
[22]. Combining interviews and focus groups enabled us to
maximize recruitment because people could choose whether
they wanted to take part in an interview or focus group.
Interviews were effective in alowing in-depth discussions
related to personal views and experiences. Theinteraction within
focus groups generated some level of debate and consensus, as
well as creative ideas about data and information sharing and
the potential use of an electronic system.

Participants were recruited from a rheumatology outpatient
clinicin alarge teaching hospital (n=35) and from a patient and
public involvement (PPI) health research network (n=5), both
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based in Salford, Greater Manchester in the United Kingdom.
Within the clinic, unselected patients were identified by
members of the clinical team and directed to the research
associate (KS) for further information. All participants were
provided with a patient information sheet describing the study.
The sample was to some extent a convenience sample based on
who responded to advertisementsviathe PPl network. However,
we were able to purposively sample viathe outpatient clinic to
ensure maximum variation, including a mixture of men and
women of various ages with varied levels of illness and health
care experiences [23]. The fina sample also had varied
occupational, educational, and social circumstances, which were
referred to in interviews and focus group discussions.

Three focus groups were conducted, consisting of 4-6
participants along with a moderator and note taker, and lasted
approximately 90 minutes. Participants were organized into
focus groups pragmatically according to when they consented
and wereavailable. A total of 26 semistructured interviewswere
conducted with patients, each lasting between 45 and 60
minutes. Thefocus groups and interviews were audiotaped with
permission from participants; written informed consent was
obtained prior to the start of any discussion. The study received
ethical approval from Liverpool East Research Ethics Committee
(Ref: 13/NW/0722). A patient and public involvement group
comprised of five members was established at the start of the
project. Thisgroup convened quarterly to inform aspects of the
study, such as the design of information and interview guides,
and to discuss and refine emerging findings from the focus
groups and interviews.

Procedurefor Interviews/Focus Groups

An interview/focus group topic guide was developed initialy
from the literature and subsequent topics were added if they
arose during data collection. Topics discussed during the
interviews and focus groups included the following: previous
knowledge and understanding of how health dataare stored and
shared beyond the NHS, views and concerns regarding the
storage and sharing of EPRsfor research purposes, willingness
of participantsto share their health data and with whom, views
about a Dynamic Consent model for reuse of anonymized health
data, and views about a prototype el ectronic system for Dynamic
Consent using atablet device. Aswewere unsure asto thelevel
of knowledge that participants held relating to their electronic
patient records and how they might be anonymized and collated
to benefit research, we developed a short 5-minute film that
informed participants of current practice within the United
Kingdom [24]. Included were visual examples of a clinical
consultation involving entry of patient-level data into an EPR
system followed by large anonymized datasets being used by
university researchers. Thiswas presented on the tablet device
during individual interviews and via a projector during focus
group discussions. Following initial discussion focused on
understanding and views about storage and use of health data,
the moderator introduced the Dynamic Consent prototype on a
tablet interface with touch screen technology. The interface
screensincluded the ability for patientsto state their willingness
(or not) to share their anonymized records with specific groups,
for example research institutes or private companies—entitled
My consent choices. Additional screens provided details of
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which groups had accessed their shared data, research studies
using participants’ data, as well as links to published research
and relevant news items (see Figures 1-3 for screenshots of the
Dynamic Consent interface). The prototype interface was
intended to provide sufficient detail to elicit patients' views

Spencer et al

about the concept of Dynamic Consent. Details within the
interface, such as how best to categorize research groups or
optimal methods for patient feedback, were not tested but will
form the basis of future research.

Figure 1. Screenshot of the Dynamic Consent prototype interface: My consent choices.

My consent choices

My clinical data may be used by:

® research institutes that are members of the original study (excluding those on your exclude-list)

any study in the same research field as the original study (excluding those on your exclude-list)

any research field (excluding those on your exclude-list)

apply custom preferences for individual samples

Excluded Research Institutes Save

Back Home

Help

Figure 2. Screenshot of the Dynamic Consent prototype interface: When and why have my electronic patient records been used.

When and why have my electronic patient records been

vsed
Start Date Research Institutions Research Area Ongoing
July 2008 Principle Healthcare Intl Osteoporosis N
March 2012  Cancer Research UK Cancer Y

& University College London

January 2013 University of Luebeck Muscular Wasting Y

Settings

Data Access Policy
Back Home Help
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Figure 3. Screenshot of the Dynamic Consent prototype interface: Research related to my clinical data.

Research related To my clinical data

Thank you for allowing your electronic patient record to be used in this
research. This is how they are making a positive impact:

Sample ID Sample Type Donation Date Research results

0001 Blood 11.11.2011
0002 Tissue 21.04.2012
Back Home

Published paper - 'Modern causes of heart disease’
Published paper - '"Modern causes of skin cancer’

Data Access Policy

Help

Data Analysis

Interviews and focus groups were transcribed verbatim and
NVivo version 10 software (QSR International) was used to
facilitate analysis. Datawere analyzed thematically using some
key techniques of a grounded theory approach, including open
coding and constant comparison to identify key (ie, selective)
codes[25]. Aniterative and inductive approach to analysis was
followed so that analysis started in parallel with the data
collection; initial results informed subsequent data collection
as themes and issues were identified and informed further
guestions and probing around these emerging themes. For
example, akey focusfor initial discussions had been the model
of Dynamic Consent and the associated interface to specify
preferences. However, initia findings demonstrated that while
people valued the potential for an opportunity to opt out of
specific research, they were more enthusiastic to discuss the
research feedback components of the system. Further discussions
and questions about this enabled understanding of why this
component was considered a priority for a diverse group of
participants. Memos and documents were written about
emerging categories, to summarize a point, to critique
information, and to rel ate emergent theoriesto existing literature
[25]. Authors KS, CS, and WGD met on a regular basis to
discuss the development of codes, themes, categories, and
theories about the phenomenon being studied. Recruitment
ceased once data saturation was established.

Results

Overview

Of the 40 participants, 23 (58%) were women and 17 (43%)
were men. Agesranged from 23 to 88 years (mean 61, SD 13).
With the exception of one white Canadian participant,
participants described themselves as white British. All were
suffering from a chronic rheumatic disease. Three key themes
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characterized participants views on the use of anonymized
EPRs for medical research and their perceptions of Dynamic
Consent: (1) therole of trust and perceived social responsibility
to share health data, (2) transparency through Dynamic Consent
and patient feedback and the potential for enhanced control and
patient engagement, and (3) operational and technological scope
and challenges for participation.

TheRoleof Trust and Perceived Social Responsibility
to Share Health Data

Individuals often indicated a high degree of trust in the NHS,
for example stating, "I trust the NHS to store my information
confidentially" (Participant #4) or "I'm generally quite trustful
of hospitals and [general practitioners] GPs' (Participant #11).
These and additional comments (see Textbox 1) indicate asense
of institutional trust in the health care system, aswell asmedical
professionals. Most participants felt confident that electronic
health records were managed securely and anonymity was
preserved when used for research. Respondents tended to
express a greater concern about security of financia data
compared to health data. There was acknowledgement that there
may have been some declinein public trust of the NHS and the
medical profession in the wider population, but a number of
people viewed the media to be responsible for overinflating a
sense of public concern due to the "negative press coverage"
(Participant #2) alowing "distractions from actual issues’
(Participant #5). While the majority expressed satisfaction
toward governance arrangements within the NHS, therewas an
expressed view that no system could be completely secure. A
small minority of participants described concern about risk to
their privacy, speculating that patientswith more sensitive health
conditions may be "more guarded of what happens with their
health information” (Participant #11) due to fear of
stigmatization. There was a general fear of detrimental
consequencesif datawereto fall into the wrong hands, such as
insurance companies, suggesting a more nuanced calculative
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sense of trust that went beyond trust in health care ingtitutions.
However, 39 out of 40 (98%) participants considered that the
benefits of storing and sharing EPRs for medical research
outweighed any perceived risk in terms of data security. Most
participants appreciated the importance of medical research and
the importance of sharing their EPR for the benefit of medical
progress and the health of future generations (see Textbox 1).
Only one participant held a contrary view, preferring not to
share his data:

Spencer et al

| would hate for my health details to be in there
[national database]...It would be a good idea, but
that's in a really nice ideal world, and it's not an
ideal world. | would opt out. It’snot that | don’t trust
the NHS it's that | don't trust, you know,
people...people make mistakes. [Participant #15]

The discussions did not raise issues around different levels of
anonymization or the potential for reidentification of patient
identity through unique patterns of clinical history.

Textbox 1. Quotations representing the role of trust and perceived social responsibility to share health data.

If researchers or health care professionals, or anybody were to look at my own personal records...| trust that they
[NHY have those skills to keep it anonymized. [Participant #2]

I think most of my electronic record is pretty safe in the NHS | trust them to protect my identity and look after the
information. [Participant #18]

| would never do personal banking because I'm of the age group that doesn’t trust things. But things like National
Health, | would say yes. [Participant #14]

There's always going to be the pros and cons with [storing and sharing health data]. However, for me personally,
the pros outweigh the cons. [Participant #5]

| don’t care what people know about my health...l suppose for insurance for stuff and things like that, could bother
some people. [Participant #12]

| mean | can trust the doctors and all...but other people, no. Once it leaves the NHS, I'd be wondering where it's
going and who's looking at it. [Participant #19]

Once you have been in receipt of the excellent kind of care and treatment that I've had, | think you have a social
responsihility that if you can help the next generation by having your information provided to the researchersto [do]

some good. [Focus group #3]

| am happy to share my health records. Aslong as it benefits other people. [Participant #28]
| understand that advances can't be done in medical science, unless people like me and others are taking part in

research. [Participant #1]

Transparency Through Dynamic Consent and Patient
Feedback, and the Potential for Enhanced Control and
Patient Engagement

Despite the high level of institutional trust and sense of social
responsibility, participants reported low levels of awareness
about how their personal health data was currently stored and
shared for medical research. Importantly, respondents
highlighted that fear can come from the unknown causing people
to be "very fearful, because you don’t know what’s going on,
you don't know if it's identifiable" (Focus group #1). Some
respondents referred to the need for greater information so that
"you're dealing with the information, rather than all these things
that might be not true" (Participant #29), again highlighting the
limits in high-level and more abstract institutional trust. The
desire for greater transparency and engagement regarding the
use of their data was reflected in repeatedly positive responses
regarding the potential use of the digital interface as a useful
tool to enableinsight into how datais used for specific research
studies. Respondents were mostly positive about the potential
use of the interface to enable greater control over consent for
specific studies because "it gives you choices' (Focus group
#1), although some were happy to share their data without
wanting to engage further (see below). Despite a clear
introduction, patientsdid not talk about the time-varying nature
of consent preferences, instead talking about the value of using
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the system to make a one-off decision if they wanted to opt out.
Most respondents did not raise concerns about changing their
minds at a later point and this was not explicitly asked about
by researchers. Where respondents did give an example of
wanting to reverse inclusion of their data, they assumed this
would be possible. Many respondents thought they would try
out using the system if invited, and comments indicated that
participants were particularly enthusiastic regarding the feedback
component of theinterface. Asindicated in the previous section,
respondents understood the need for using health datato enable
medical progress; however, they had previously had very little
insight into outcomes of research using health records. The
€lectronic system wasin this context considered to be especially
valuable in providing a mechanism to enable detailed
transparency and feedback on relevant research, which may
also improve trust and public engagement in research. For
exampl e, the patient quoted in the previous section who said he
would opt out viewed the Dynamic Consent interface asauseful
tool to improve patient control:

If there's a trail and you can see where it's being
used...you can find out who isusing it, what it'sbeing
used for, and why it's being used. And then, you know,
you could stop it being used. [Participant #15]
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Participants commented on the positive benefits of gaining
feedback of where and when their health data had contributed
to published articles or breaking news items (see Textbox 2).

Despite the many positive benefits of the system described and
the value of feedback, there were a number of respondents who
stated that they would not want to use the system for either
consent or feedback. They instead reiterated views that they
trusted the NHS and researchersto use their dataappropriately:

Spencer et al

WEll, honestly, [laughingly] | don't think | would
really bother [with the Dynamic Consent interface],
but I don't mind anybody having the information to
benefit, you know, other people. [Focus group #1]

WE've got to have research so we can make things
better, | mean, what benefit would it be for me to
check that feedback. Because they've got the
information then, and then they know how to treat
me...telling me wouldn’t benefit me. Giving me the
end product would benefit me. [Participant #28]

Textbox 2. Quotations representing transparency through Dynamic Consent and patient feedback, and the potential for enhanced control and patient

engagement.

| like the idea of the Dynamic Consent where you can opt in for bits of it, say, they sent me something online and said
we want you to take part in this study, thisiswhat it'll involve, X, Y and Z...I might say well, I’m happy to do X and

Y but not Z...1 quite like that. [Participant #3]

Well, | think it's good, you know, to be able to get involved and to be able to track and control what is happening.

[Focus group #3]

| think a lot more people would like to know where their health information was being used. Some people might refuse
getting involved [in research] because there's a fear of where the information is going. [Focus group #2]

[1t] lets you know what's happening. And you might find out it’s [ health data] somewhere where you don’t want it to

go, but at least you' d know about it. [Participant #12]

| just love this idea [ Dynamic Consent], the updates they're great. If | was involved with something [research] and
it got published, | could go on the Internet and click on that [ dynamic interface] and it would give me all the published

papers on it. [Participant #4]

| thought, oh, that’s nice to see the actual papersthat have been written on things that you contributed to. [Participant

#5)

| think this [Dynamic Consent] would encourage more people to get involved with research. Yes, definitely it will

improve people’strust. [Focus group #3]

Operational and Technological Scope and Challenges
for Participation

Easy usahility of the interface was another positive aspect of
Dynamic Consent described by participants. In trying out the
interface in the focus groups or interviews, many individuals
commented that it was easy to use, describing it as"simple and
quick" (Participant #16) with the touch screen viewed as
"straightforward [for] people with a variety of conditions"
(Participant #2). During focus groups and the PPl groups,
participants demonstrated that it was easy to use for people with
arthritis involving their hands. Some participants, who had no
previous experience of using a tablet device, were able to
navigate the prototype easily while being directed to various
parts of the app. Participants expressed surprise at how easy it
was to use, and said they would be enthusiastic to try a live
version. However, a number of respondents also expressed a

view that they or others, especially older people, may need
initial support to beintroduced to using the system. A minority
of participants (10/40, 25%) described their potential inability
to usethe Dynamic Consent interface due to either lack of access
to IT platforms at home or lack of confidence in utilizing new
information technologies.

These less positive comments were mainly from participants
that did not have access to a home computer, never used the
Internet, and confessed to being less comfortable utilizing digital
technology such as the touch screen interface (see Textbox 3).
Out of these 10 participants, 4 (40%) further discussed their
willingnessto receive support (eg, from avolunteer or amember
of staff who could talk through use of the system) to enable use
of the system. The remaining few considered they weretoo old
and/or ill—two with terminal cancer—to engage with the
technology. A few participants did express they would be happy
to complete an aternative paper copy to give consent.

Textbox 3. Quotations representing operational and technological scope and challenges for participation.

of that. [Participant #2]

#1]

Itis, you know, very straightforward, most people could use it, with a variety of conditions, so it'saccessiblein terms

Well, it's very easy to use, isn't it, the touch screen, it's a lot easier than a computer. [ Focus group #1]
It's hard to take this new technology in, you know, when you get to our age you' re thinking why bother. [Focus group
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W, if you show mewhat to do I'd useit because |’ ve never used one, aniPad, you know. As| say, | do use a compuiter,

but not an iPad. [Focus group #1]

| wouldn’t know whereto start with that [ Dynamic Consent interface], | can't even send atext...| don't have confidence

there...It's out of my league. [Participant #30]

Technology-wise, you know, | think it would be quite interesting if you were into that. | can give you an answer if |
was, but, no. For me personally, no, but I'd fill a piece of paper in for you. [Participant #31]

Discussion

Principal Findings

Patients in this study were highly supportive of sharing their
anonymized electronic patient record for research and perceived
a Dynamic Consent system for consent and feedback to be
valuable if implemented. The three key themes characterized
by the participants' views were as follows. trust and social
responsibility play amajor rolein patients' views about sharing
health care data; there is scope for a Dynamic Consent system
to facilitate transparency and patient engagement in reuse of
health care data that would be highly valued, and would help
mitigate concerns about institutional trustworthiness by
enhancing individual control and empowerment [26]; and there
are some technological and operational challenges for
implementing an electronic system for Dynamic Consent. The
discussion is structured around these three core themes bel ow.

The findings echo previous research that patients tend to be
supportive of the use of their personal health data for research
[11,27,28] and reflect a sense of social responsibility and
altruism, as well as potential personal benefits associated with
medical research [29]. However, while there was a high level
of institutional trust in the NHS and health professionals, similar
to other studies, there were concerns about security and potential
recipients, especially private companies, who might use data
inappropriately if it were exported outside of the NHS [14].
Some participantsin this study expressed aview that the media
were responsible for overinflating the degree of opposition to
reuse health data. Nonetheless, views also demonstrated that
trust is not universally assumed, and people want reassurance
that the conditions underpinning trust are preserved. Such
conditions, including values of reciprocity, nonexploitation,
and the public good [3], go beyond the established legal
framework; current arrangements mean that people lack
necessary information and opportunitiesfor greater control over
consent and engagement with research based on reused EPRs.

The findings in this study regarding the value of increased
transparency and engagement of patients in the reuse of
anonymized health care data reflect recent recommendations
of the Caldicott 2 review [4] and the recent Nuffield Council
on Bioethicsreport on "The collection, linking, and use of data
in biomedical research" [17]. The recommendations aim to
"[provide] greater clarity for members of the public about ways
that their biomedical data are used" by providing patient-level
information about the recipients of their data and the results
thereof. Although research is currently conducted using
anonymized health care data without consent, few people are
aware of this—afinding reinforced throughout our discussions
with patients. Such transparency is deemed an important
prerequisite for maintaining public trust [16], providing a
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rationale for greater openness and engagement with patients.
The Dynamic Consent system was considered valuable in this
respect and could be viewed to enable the black box around
consent and the reuse of health care data to be opened.

The initial emphasis when designing the adapted Dynamic
Consent prototype for the reuse of health care data, instead of
itsoriginal purpose of biobanking, was for enabling patientsto
have greater control over the reuse of their data. However,
during the course of the study and analysis of data it has been
apparent that patients particularly valued the feedback
components enabling greater transparency of how their data
were used. They thought thiswould giveinsight into previously
hidden research of relevance to their health care, which would
make them fedl valued as participants. There was much less
emphasis from participants on the potential for the system to
enable greater control regarding consent. This resonates with
other research findings that patients valued explicit consent for
use of health data and that this was associated mostly with an
interest and a curiosity in the kind of research to which they
were contributing [14], as well as the opportunity to engage
more closely with the research environment [26]. This also
aligns with the major emphasis placed on public and patient
involvement in research and provision of health care, making
patients feel like active participants in a research active nation
[30]. In practice, provision of feedback on research using EPRs
requiresan infrastructure that can support an audit trail of which
users have accessed the data. It also requires that the system
collect lay summaries of the research findings with alink back
to the patient participants. Data access agreementswould require
research groupsto upload their results at the end of their studies.
No suchinfrastructure currently existsand would be challenging
toimplement nationally. However, it alignswell with the recent
investment in four national eHealth Centres of Excellence and
plansfor devel oping safe havensfor health care datafor research
[2]. Establishing a patient view into such a research
infrastructure could deliver atrusting relationship between the
patient community and the data repository and its users.

When the touch screen interface was presented, there were
examples of enthusiastic engagement, which was balanced
against a notable minority who found the technology daunting.
This is a common finding in various studies of |T-based
interventions to support home monitoring [31] and some have
found major barriers associated with nonadoption of I T-based
initiatives [32]. Despite some concern about using the system
discussed in this study, participants often stated that they would
be willing to use the system in aclinical setting if support was
provided. Additionally, patientswith chronic rheumatic disease
can have problems with dexterity and were thus a good
population in which to test the touch screen interfaces. While
this initial study provided the encouraging results that
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participants did not demonstrate limitations due to physical
functioning, futureimplementation would need to consider other
groups of patients with special needs, such as poor vision. A
minority of participants expressed a view that they would not
want to use the electronic system even with support because
they had no experience or even preferred to avoid using IT
devices. However, this is an important issue to consider in
planning for implementation of this model of consent and
feedback. Because they expressed willingness to engage with
aspects of the system—expressing consent preferences and
receiving feedback—use of alternative formats or methods for
support need further consideration in refining the design of the
system. We have since held an implementation workshop with
35 patients to consider further practical issues around
implementation. During this positive and supportive meeting,
similar and additional considerationswereraised, including the
need for enabling hands-on support, paper versions of lay
research summaries, and tiered options for the depth of
information provided to suit varied literacy levels and levels of
interest.

The study was conducted among a specific popul ation of patients
with chronic rheumatic disease, and thus we need to consider
the generalizability of the study. Patientswith achronic disease
might be more motivated to share data compared to those with
better general health; conversely, a more extensive medical
history could make people reluctant to share personal
information. Some have reported variationsin views regarding
requirements for consent that can be influenced by
sociodemographic factors and medical history. For example,
previous research has shown that patients may be reluctant to
share other aspects of health care, such as sexual history or
mental health history [33]. Indeed, one participant speculated
that peopl e with more sensitive health conditions might be *more
guarded of what happens with their health information"
(Participant #11). Depression is a common comorbidity in
rheumatic diseases such as rheumatoid arthritis [34].
Consequently, our population might represent a group less
willing to share their data than the general population. No
patients raised concerns specifically about sharing their
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rheumatology records. Willingness to join the study may have
been influenced by an underlying support for data sharing from
participants, althoughit isequally possible that people opposed
to data sharing may have been motivated to join. Our experience
suggested that few of the participants understood how health
care data were currently shared for research and this potential
bias is likely to be small. All of our participants were white,
reflecting thelocal demographic. Thismay biasthe study toward
more favorable results, as previous studies have suggested
privacy concerns may be higher in black and minority ethnic
groups [12]. Recruitment from within a clinical setting may
have influenced responses toward higher levels of trust.
However, views were similar between participants recruited
from the clinic and participants from the PPI research network.
Implementation of a Dynamic Consent system would need to
consider how the setting (eg, touch screens in clinical settings
with endorsement from clinical teamsversus Web-based systems
from home) might influence uptake, engagement, and consent
preferences. The implementation plans would also need to
extend testing into other popul ation groups.

Conclusions

In conclusion, this study has generated promising results. a
willingnessfor patientsto share their anonymized EPR datafor
research and a favorable view of atechnical solution to meet
the needs of recent national recommendations to bring greater
transparency and patient engagement in the reuse of EPRs.
While uncertainty remains about the degree to which patients
will specify consent options in practice, the system offers a
potentially valuable technical solution to the challenges of
maintaining public trust when sharing medical records for
research. This work has provided important insights that will
inform the future design of the intervention. We plan to include
further codesign [34] in order to maximize the potentia for
successful implementation and piloting in practice. It represents
a first step toward implementation that requires thoughtful
development and evaluation, necessarily in a setting with
supportive infrastructure. Nonetheless, recent commitment to
eHealth research within the government and from funders makes
thisvision plausible and achievable.
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Abstract

Background: Drug repositioning refersto the process of developing new indicationsfor existing drugs. Asaphenotypic indicator
of drug response in humans, clinical side effects may provide straightforward signals and unique opportunities for drug
repositioning.

Objective: We aimed to identify drugs frequently associated with hypotension adverse reactions (ie, the opposite condition of
hypertension), which could be potential candidates as antihypertensive agents.

Methods: We systematically searched the electronic records of the US Food and Drug Administration (FDA) Adverse Event
Reporting System (FAERS) through the openFDA platform to assess the association between hypotension incidence and
antihypertensive therapeutic effect regarding alist of 683 drugs.

Results: Statistical analysis of FAERS data demonstrated that those drugs frequently co-occurring with hypotension events
were more likely to have antihypertensive activity. Ranked by the statistical significance of frequent hypotension reporting, the
well-known antihypertensive drugs were effectively distinguished from others (with an area under the receiver operating
characteristic curve > 0.80 and anormalized discounted cumulative gain of 0.77). In addition, we found a series of antihypertensive
agents (particularly drugsoriginally developed for treating nervous system diseases) among the drugs with top significant reporting,
suggesting the good potential of Web-based and data-driven drug repositioning.

Conclusions: We found several candidate agents among the hypotension-related drugs on our list that may be redirected for
lowering blood pressure. More important, we showed that a pharmacovigilance system could aternatively be used to identify
antihypertensive agents and sustainably create opportunities for drug repositioning.

(J Med Internet Res 2016;18(4):€76) doi:10.2196/jmir.4541

KEYWORDS

Web-based drug repositioning; FDA Adverse Event Reporting System; FAERS; openFDA; big data; antihypertensive drugs;
hypotension

The financial advantage of drug repositioning over traditional
drug devel opment isthat much of the cost and time spent in the
Drug repositioning, also referred to as drug repurposing, isthe €A1y Stege can be bypassed. In addition, the risk of failure
process of developing new indications for existing drugs [1]. c@sed by adverse reactions can be better controlled, since the
toxicity of the repurposed drugs has already been tested [2]. For
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these reasons, both the pharmaceutical industry and academic
communities are paying particular attention to this field. An
increasing number of insilico[3,4] andin vitro [5-7] approaches
have been developed to efficiently scan the existing
pharmacopoeia for new usage. Other than these strategies
primarily focused on preclinical information, side effects data
areincreasingly used for rational drug repositioning [8-10], due
to the direct reflection of the clinical reality of actual patients
[11]. The collection of side effectsinformation based on clinical
trials is conventionally a time-consuming and labor-intensive
process. Making things more difficult, most raw data are not
freely available to the public. However, the big data concept
and Internet-related technol ogies are making it easier to access
and analyze side effects records.

Hypertension, characterized by aberrantly high arterial blood
pressure, is a chronic medical condition affecting almost one
billion peopleworldwide [12]. Despitethe availability of several
blood pressure-decreasing drugs, hypertension isnot effectively
controlled in more than haf of patients receiving
antihypertensive treatment [13]. Among the multiple reasons
contributing to this unsatisfactory clinica outcome, an
undeniable reality is that most pharmaceutical companies,
considering the potential costs and profits, have abandoned
antihypertensive drug development [14]. As drug pipelinesdry
up, hew drug development is expensive and time consuming,
thus diminishing future profitability [15]. Worse still, the high
failure rate (estimated to be >90%) due to toxicity and other
reasons has made new drug development a highly risky
investment [16]. Therefore, alternative strategies are urgently
needed to drive the productivity and cost-effectiveness of
antihypertensive drug devel opment. Assuming that hypotension,
with the symptom of abnormally low blood pressure, can be

http://www.jmir.org/2016/4/e76/
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regarded as the opposite condition of hypertension, then
potential antihypertensive agents may be discovered among
drugs that induce hypotension as a side effect.

Established by the US Food and Drug Administration (FDA),
the FDA Adverse Event Reporting System (FAERS) [17] is
one of the most comprehensive sources of pharmacovigilance
big data worldwide. With adverse drug events spontaneously
submitted by consumers and indirectly reported by health care
professionals, FAERS supports not only FDA's safety
surveillance on al approved drugs, but aso the research of
scientists and clinicians. Each report provides a variety of
clinical information, particularly the drug(s) used by the patient
and the adverse reaction(s) that the patient experienced. FAERS
raw data used to be rel eased without sufficient formatting, thus
making a high throughput analysis very difficult. Fortunately,
the FDA's Office of Informatics and Technology Innovation
launched a new initiative, OpenFDA, in 2013 [18,19], whose
primary goal was to facilitate public access to high-value FDA
data (including FAERS) by providing user-friendly and
open-source application programming interfaces.

By using the OpenFDA platform and relevant statistical methods
[20], we aimed to examine the co-occurrence of specific drugs
and hypotension as a side effect, that is, the drug and a
hypotension reaction co-occurred in the same adverse event
report (Figure 1). Instead of serendipitous searching, we
examined the correlation between hypotension incidence and
antihypertensive property for atotal of 683 unique drugs, so as
to identify those that frequently co-occurred with hypotension
adverse events. As an exploratory effort in systematically
analyzing drug adverse events, we hoped that this study would
provide a unique insight into Web-based and data-driven drug
repositioning.
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Figure 1. Co-occurrence of drug and adverse reaction. An adverse event with uniqueidentifier (ID) can be queried in the US Food and Drug Administration
(FDA) Adverse Event Reporting System (FAERS), which returns results as JavaScript Object Notation by default. In thisillustrated adverse event (with
partial content displayed), the use of metoprolol and theincidence of hypotension reaction are reported simultaneously, which is defined as co-occurrence.

"results": [

"safetyreportid": "10007058",

"patient": {

The unique ID of each adverse event

"patientonsetage":
"reaction": [

"69.243",

"reactionmeddrapt": "Hypotension"

<€

Patient’s age

-l
)

Reported adverse reaction(s)

"patientsex": "2",

lldrug-ll: [
{
"openfda'": {

"generic name": [
"METOPROLOL TARTRATE"

Patient’s sex(M =1, F=2)

.
T

Methods

FAERS Data Query

We retrieved the raw FAERS reports (from January 2004 to
September 2013) from the public adverse events dataset of
OpenFDA in December 2014, according to the official tutorial
on query tools [9]. We primarily investigated the 1000 most
commonly reported generic names. By merging multiple generic
names corresponding to the same drug product (eg, “ abacavir”
and “ abacavir sulfate”) and excluding combinations of multiple
active ingredients (eg, “oxycodone and acetaminophen”), we
identified a total of 683 unique drugs. For each drug, we
searched for hypotension-related events using the terms
“hypotension,” “blood pressure decreased,” and “orthostatic
hypotension.”

Statistical Analysis

For each drug of interest, we constructed a 2x2 contingency
table to serve as the framework for analysis of al FAERS
reports. For the reports with adverse event co-occurrence with
the drug, we defined the numbers of events including
hypotension as n11 and excluding hypotension as n10. For the
reports not related to the drug of interest, we defined the
numbers of events with hypotension as n01 and without
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RenderX

Drug(s) used by the patient

hypotension as n00. Then, we calculated the hypotension
reporting odds ratio (ROR) as (n11 x n00) / (n10 x n01). We
determined the statistical significance of the ROR by Fisher
exact test.

Nor malized Discounted Cumulative Gain

Normalized discounted cumulative gain (NDCG) measuresthe
relevance of a document based on its position in the result list.
The gain is accumulated from the top of the result list to the
bottom, with the gain of each result discounted at lower ranks.
We ranked each of the 683 drugs by the significance of its ROR
and judged it on a relevance score, with 1 meaning approved
antihypertensives and 0 meaning other, irrelevant drugs. We
calculated the crude discounted cumulative gain (DCG) by
equation (a) in Figure 2.

To normalize the DCG value, we produced an ideal ordering
for the 683 drugs (the ranking with maximum possible DCG)
to calculate the ideal discounted cumulative gain. Then the
NDCG, ranging from 0 to 1, was calculated by equation (b) in
Figure 2. The closer the NDGC value is to 1, the better the
performance. In addition, we calculated the NDCG for the top
20 drugs (NDCG@20) by equation (c) in Figure 2. Similarly,
the closer the NDGC@20 value is to 1, the better the
performance in terms of identifying the top 20 drugs.
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Figure 2. Equationsfor calculating crude discounted cumulative gain (DCG), normalized discounted cumulative gain (NDCG), and NDCG for the top
20 drugs (NDCG@20). DCG@20: DCG of the top 20 drugs, IDCG: idea discounted cumulative gain; IDCG@20: IDCG of the top 20 drugs; rel;:

relevance score for approved antihypertensive drugs; rel;: relevance score.

(a)

(b)

NDCG@20 =

Results

Co-occurrenceof Well-K nown Antihypertensive Drugs
and Hypotension Reports

To justify the basic assumption that hypotension events may
suggest antihypertensive activity, we expected the approved
antihypertensive drugs to be reported more often for
hypotension. To achieve broad drug coverage, we examined
683 study drugs with asingle active ingredient for hypotension
adverse events (Multimedia Appendix 1). As was done
previously in a series of FAERS-based studies [21,22], we
calculated the significance level of the ROR [23] to assess the
association between drug use and hypotension incidence,
according to the numbers of hypotension and nonhypotension
reportsthat co-occurred with the drug of interest (see Methods).

We ranked all of the 683 study drugs by the significance level
(interms of unadjusted P value), which pinpointed well-known
FDA-approved antihypertensives according to drug indication
information that we retrieved from DrugBank [24]. We found

http://www.jmir.org/2016/4/e76/

DCG@20 = rel; +

DCG = rel, + Y683 L

i=2 log, i

NDCG = 255
IDCG

20 rel;

1=21og, i
DCG@20
IDCG@20

that the approved antihypertensives were effectively
distinguished from other study drugs. The approved
antihypertensives were highly represented among the top
significant drugs (ie, with the lowest P values), and the area
under the receiver operating characteristic (ROC) curve was
>0.80 (Figure 3). When the percentage of nonantihypertensive
drugs (ie, false-positive rate) was <10%, the proportion of
approved antihypertensiveswas nearly 40% and the partial area
under the ROC curve was 0.026. |n addition, we calculated the
NDCG [25-29] to measure the quality of the ranking of approved
antihypertensives (see Methods). The overal NDCG and
NDCG@20 of our model were 0.77 and 0.59, respectively,
showing a remarkable performance. Among the approved
antihypertensives, 86% (48/56) achieved an unadjusted P<107°.
On the other hand, the percentage for other drugs was only
39.4% (247/627). Such a dramatic difference (Figure 4) (odds
ratio 9.21, Fisher exact test P=8.96x107") indicated that
hypotension reporting in FAERS could serve as a phenotypic
indicator and effectively reflect the well-known antihypertensive
activity.
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Figure 3. Correlation between antihypertensive activity and hypotension reporting in the US Food and Drug Administration (FDA) Adverse Event
Reporting System (FAERS), showing the classification between approved antihypertensives and other drugs.
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Figure 4. Correlation between antihypertensive activity and hypotension reporting in the US Food and Drug Administration (FDA) Adverse Event
Reporting System (FAERS), showing the number of drugs with significant hypotension reporting with regard to the cut-off of p<10'10,
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Frequent Hypotension Reporting as an Indicator of
Potential Antihypertensive Agents

Since the correlation has been proved between the reporting of
hypotension as aside effect and the antihypertensive indication,
we speculated that the drugs still not approved for treatment of
hypertension but frequently co-occurring with hypotension
adverse events might lead to hidden opportunities for drug
repositioning. Totest thishypothesis, we preliminarily surveyed
all of thetop 20 drugs asranked by the significancelevel (Table
1).

Among the top 11 drugs with a P value close to zero, 5 are
approved antihypertensive drugs. metoprolol, spironolactone,
furosemide, lisinopril, and carvedilol. Surprisingly, most of the
other top-ranked drugs were also reported for hypotensive
effects, particularly in humans. Aspirin, in addition to its

Wang et al

importance as a widely used analgesic and anti-inflammatory
drug, has been repeatedly reported to improve blood pressure
control in hypertensive patients [30-32]. Digoxin, originaly
indicated for arrhythmias and heart diseases, was also found in
various double-blind studies to significantly decrease diastolic
blood pressure during overnight sleep [33,34]. As an essential
mineral in the body, potassium has been clinically proven to
lower blood pressure in humans [35-37]. And according to the
package inserts (ie, the warnings and precautions subsection),
as approved by the FDA, the anesthetic drugs morphine [38]
and propofol [39] have a warning for inducing hypotension in
clinical trials. This leads to the conclusion that FAERS can be
efficiently screened for additional molecules, besides the
approved antihypertensive drugs, with potential antihypertensive
properties of the additional molecul es supported by independent
clinical evidence.

Table 1. Thetop 20 drugs that most frequently co-occurred with hypotension adverse events.

Adverse events Adverse events not
Drug ATC? code Pvadue ROR®  co-occuri ng with drug (n) co-occurring with the drug (n)
Not Not
Hypotension hypotension Hypotension hypotension
Metoprolol CO7ABO2C 0 2.99 3287 62,998 64,291 3,683,647
Spironolactone CO3DA01¢ 0 371 1581 24,021 65,997 3,722,624
Furosemide CO3CA01° 0 349 5173 86,868 62,405 3,659,777
Lisinopril CO9AA03° 0 2.69 3465 73,779 64,113 3,672,866
Carvedilol CO7AG02° 0 411 1955 26,954 65,623 3,719,691
Propofol NO1AX10 0 7.81 1098 7903 66,480 3,738,742
Digoxin CO1AA05 0 4.44 2259 28,945 65,319 3,717,700
Potassium N/A 0 3.51 1533 24,635 66,045 3,722,010
Morphine NO2AA01 0 3.02 1683 31,375 65,895 3,715,270
Warfarin BO1AAO3 0 2.52 3076 69,491 64,502 3,677,154
Aspirin AO01ADO5 0 246 6107 145,276 61,471 3,601,369
BO1ACO06
NO2BAO1

Amlodipine C08CA01° 3956315 2.29 2854 70,799 64,724 3,675,846
Isosorbide CO1DA14° 512E-319 4.16 1139 15,390 66,439 3,731,255
Clopidogrel BO1AC04 983306 245 2395 55,283 65,183 3,691,362
Acetaminophen NO2BEO1 837E-302 251 2266 51,149 65,312 3,695,496
Atenolol CO7AB03® 426E-208 2.52 2223 49,993 65,355 3,696,652
Midazolam NO5CDO08 130E2% 7.13 641 5023 66,937 3,741,622
Ondansetron AO4AA0L 923E29%5 351 1293 20,700 66,285 3,725,945
Lorazepam NO5BA06 3136284 2.62 1965 42,386 65,613 3,704,259
Ramipril CO9AAQ5° 290E-275 297 1539 29,213 66,039 3,717,432

8ATC: Anatomical Therapeutic Chemical Classification System.
PROR: reporting odds ratio.
CApproved antihypertensive drug.
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In addition, we observed a possible correlation between the
Anatomical Therapeutic Chemical (ATC) Classification System
code and antihypertensive activity in thetop 20 agents. As Table
1 shows, except for drugs designed for cardiac therapy (ie,
indicated by the ATC first-level code C), other candidate agents
were originally developed for treating the alimentary tract and
metabolism (ie, ATC first-level code A), blood and
blood-forming organs (ie, ATC first-level code B), or the
nervous system (ie, ATC first-level code N). In particular, drugs
acting on the nervous system were well represented in the

Table 2. Noncardiac drug classes highly represented in the top 20 drugs.

Wang et al

top-ranked drugs, as evidence by arelatively high NDCG@20
value of 0.35 (Table 2). This observation was consistent with
the commonly known interplay between blood pressure and the
nervous system [40], suggesting that the hypotensive effects of
nervous system agents can be detected effectively with
patient-centric pharmacovigilance data. Therefore, along the
direction of this study, particular attention may be paid to
nervous system agents in further searches for novel
antihypertensives.

ATC? code

(first level) Drug class Ranksin top 20 NDCG@20°
N Nervous system 6,9, 11, 15, 17,19 0.35

B Blood and blood-forming organs 10, 11, 14 0.17

A Alimentary tract and metabolism 11,18 0.12

8ATC: Anatomical Therapeutic Chemical Classification System.
by DCG@20: normalized discounted cumulative gain for the top 20 drugs.

Discussion

In recent years, conventiona target-based drug development
has been facing various challenges, such asincreasingly higher
costs and lower productivity. In consegquence, both the
pharmaceutical industry and the academic community are
earnestly seeking new means of drug innovation. In this process,
many realize that, along with improvements in clinica
informatics, the role of patients can be changed from a
minimally informed recipient to a potential participant in drug
development [41,42]. By providing raw download access to
structured datasets, OpenFDA has created aresearcher-friendly
portal for quick and easy querying. With patient-centric data
being a highly cost-effective and valuable resource, we can
make this systematic effort and corroborate the evidence linking
hypotension as a side effect to an antihypertensive therapeutic
effect.

For hypertension and many other medical conditions, rationally
finding unknown therapeutic agents has always been avaluable
but difficult task. Even though various methods are established
to accelerate the process of selecting repositioning candidates,
there remains at least one major barrier between theoretical
therapeutic effects and real benefits. Due to the complexity of
the human body, many repositioning approachesthat are focused
on omicsand preclinical datamay not always be consistent with
patients’ clinical outcomes[43]. Regarding thisissue, the unique
advantage of clinical informatics analysisusing FAERS should
be appreciable. Basically, hypotension adverse events are
observations on humans, as opposed to molecular entities, cell
cultures, or animal models. The antihypertensive signals
suggested by FAERS tend to be more interpretable and
straightforward, presenting relatively fewer challenges to
bench-to-bed trandlation.

Pharmacovigilance data are not the only source of side effect
information, since package inserts (also known as drug labels)
determined by regulatory agencies have also been studied for

http://www.jmir.org/2016/4/e76/

drug repositioning [10,44,45]. However, in several ways, our
study suggests that the patient-based FAERS data play an
irreplaceable role in side effect analysis. As the basis of drug
labeling, clinical trialsare mostly conducted among arelatively
small number of people and over a limited period of time. In
contrast, postmarketing drug surveillance is along-term effort
that involves the general population. Therefore, the incidence
of various side effects can be more comprehensively monitored
through the patients’ self-reports. In addition, drug labelsusually
focus on the existence of certain side effects, while the
prevalence is mentioned less often. However, the frequency of
hypotension is an essential parameter for estimating the size of
the applicable population, which is directly related to the
potential profitability of the repositioned drug. In this regard,
the FAERS data enabled us to calculate the significance level
of the hypotension ROR for all of the study drugs, efficiently
screening for the promising candidates.

Despitetherichness of theinformation, somelimitationsrelated
to the voluntary nature of FAERS merit additional attention.
Since the details about the patients' medical history and the
context of adverse events may not be sufficiently addressed in
many spontaneously submitted reports, the co-occurrence of a
specific drug and a side effect may not be directly interpreted
as a cause-and-effect relationship [46]. To address this issue,
the patient-expert relationship needs to be enhanced following
the concept of participatory medicine [47,48]. For instance, an
Internet-based community can be established to connect patients
and experts. Thefirst-hand information reported by patients can
then be promptly scrutinized and curated by clinical experts,
thus improving the reliability of the raw data. Beyond being a
source of information, patients can therefore play a more
proactiverolein clinical informatics research.

Given the lack of anovel candidate molecule, as well as anew
mechanism of action, in antihypertensive drug devel opment for
along time now, our work may have both realistic and long-term
implications. First, our results provide acollection of candidate
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agents that may decrease blood pressure. Since most of the top
frequently reported drugs for hypotension events are either
well-known antihypertensive drugs or were proved later to show
antihypertensive activity, there are grounds for believing that
novel antihypertensive agents can be found among other study
drugs that we identified (see Multimedia Appendix 1). We
therefore suggest that the highly significant signals of certain
drugs should be followed up by experimental or clinical
investigations. Second, and more important, this study has
shown asustainableway of detecting potential antihypertensive
agents. As numerous adverse events are consistently submitted
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to FAERS and periodically released through the OpenFDA
platform, not only the marketed drugs addressed in this study,
but also new drugs approved in the future may be highlighted
for subsequent hypotension adverse events. Third, we believe
the rationale of the opposite condition, linking the hypotension
side effect and hypertension treatment, can be expanded to other
indications with elaborate study designs. As long as FAERS
continues to be updated, more opportunities for drug
repositioning may be persistently discovered. Eventually, the
newfound agents and the underlying mechanism of action would
promote the discovery and development of various therapies.
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Abstract

Background: About 6 million people search for health information on the Internet each day in the United States. Both patients
and caregivers search for information about prescribed courses of treatments, unanswered questions after avisit to their providers,
or diet and exercise regimens. Past literature has indicated potential challenges around quality in health information available on
the Internet. However, diverse information exists on the Internet—ranging from government-initiated webpages to personal blog
pages. Yet we do not fully understand the strengths and weaknesses of different types of information available on the Internet.

Objective: The objective of this research wasto investigate the strengths and challenges of various types of health information
available online and to suggest what information sources best fit various question types.

Methods: We collected questions posted to and the responses they received from an online diabetes community and classified
them according to Rothwell’s classification of question types (fact, policy, or value questions). We selected 60 questions (20
each of fact, policy, and value) and the replies the questions received from the community. We then searched for responses to
the same questions using a search engine and recorded the

Results:  Community responses answered more questions than did search results overall. Search results were most effectivein
answering value questions and least effective in answering policy questions. Community responses answered questions across
guestion types at an equivalent rate, but most answered policy questions and the least answered fact questions. Value questions
were most answered by community responses, but some of these answers provided by the community were incorrect. Fact question
search results were the most clinically valid.

Conclusions: The Internet is a prevalent source of health information for people. The information quality people encounter
online can have alargeimpact on them. We present what kinds of questions people ask online and the advantages and disadvantages
of various information sources in getting answers to those questions. This study contributes to addressing peopl€'s online health
information needs.

(J Med I nternet Res 2016;18(4):€95) doi:10.2196/jmir.5369

KEYWORDS

health communication; online health communities; question types classification; self-management; health-related Internet behavior
use; risk of misinformation; Internet; diabetes
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Introduction

On average, about 6 million individuals in the United States
search for health information on the Internet per day [1]. This
number is greater than the 2.27 million physician office visits
per day [1].

People look for health information on the Internet as patients
or as caregivers[2]. They look for information such as anewly
prescribed course of treatment, unanswered questions after
visiting providers, or information about a change in diet or
exercise habits [3]. Patients consult the Internet over their
providers suggestions, or challengetheir providers' suggestions
based on information these patients find on the Internet [4].
Most people who find the information they were looking for
believe it is of good quality and trustworthy [5]. This could
prove to be potentially problematic for situations such as when
health information seekers with low health literacy skills are
unable to evaluate the information they find [6]. Past research
has noted the need for consumer education on Internet
navigation and suggested the incorporation of decision aidsinto
health information websites [7].

TheInternet provides users accessto amyriad of health-related
sources, such as government and professional organization
websites, medical journals, mailing lists, articles, and online
support groups [5]. The Internet can put a person in touch with
others with similar conditions. Especialy in cases where the
patient has a chronic illness, where a large part of the disease
management occurs at home, social mediaenvironments provide
aprimary resource for peopleto get help from peer patients[8].
According to aPew Research Center survey [9], 23% of patients
onlinewho have chronic illnesses have used the I nternet to find
others with similar health conditions. These patients found
getting emotional support and quick remedies from fellow
patients helpful [10]. Thus, the Internet provides a variety of
resources that are advantageous for one situation over another.

In this study, we compared how 2 frequently used sources of
health information on the Internet—answers from other patients
(eg, replies in online health communities) and Internet search
results (eg, querying search engines such as Google.com)—have
unique advantages and disadvantages. We discuss implications
for how online health information seekers can be further
supported to receive high-quality information. Depending on
the types of questions health information seekers have, search
engines could provide more helpful resourcesthan would online
health communities, or vice versa. ldentifying the most
appropriate Internet health information resource is challenging
for patients. We addressed this challenge by investigating what
informative sources are most appropriate for the types of
guestions information seekers have.

Background

In 2013, the Pew Research Center found that 8 out of 10
health-related inquiries started with a search engine [2]. About
77% of online health information seekers stated they used
websites such as Google, Bing, or Yahoo. Of the survey
respondents, 13% visited specialized websites such asWebMD,
2% visited more general websites such as Wikipedia, and 1%
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began their online health information seeking with a social
network through websites such as Facebook [2].

In 1996, the National Library of Medicine had reported that 7
million of their annual Internet searches were health related
[11]. In 2003, Google reported that 6.75 million of their daily
search logswere health related [ 11]. In 2012, Google accounted
for around two-thirds of US Internet searching, and this share
isincreasing [12]. These statistics show the exponential growth
of Internet health information seeking.

The Internet provides aresource for patients who have similar
health conditionsto connect with one another. Connecting with
other patients provides them with an outlet to share similar
experiences and receive informational and emotional support
[3,10,13,14]. A group of researchers studied what patients posted
inonline health communitiesto understand patients’ information
needs from such communities [3]. Patients needed expertise
coming from clinicians aswell as expertise coming from fellow
patients. Some patients also posted “ desperate calls for help,’
such as what to do when their blood sugar monitors detected
extremely high blood sugar [3,15]. As such, questions about
their health concerns vary greatly. One might ask factual
information about a medical condition, others' opinions about
acertain recipe, or how to maneuver through a side effect.

Researchers approached taxonomy of questionsin several ways
based on their study context and the purpose in classifying
guestions [16-19]. One taxonomy of questions classified them
based on theindividual’s domain knowledge level . For instance,
a novel situation is where the person is unfamiliar with the
domain. Thus, the person lacks prior knowledge of how to
approach the problem. Misindexed knowledge refers to when
theindividual has prior knowledge but thisinformation has not
been correctly classified under the cuesfor aparticular schema.
Incorrect or incompletely understood knowledge is when
previous experience and knowledge may have been incomplete
or incorrect [16].

Based on tutoring transcripts, Nielsen et a [18] developed a
taxonomy of questions built on whether the question was asking
for adescription, explanation, comparison, or preference. They
then used these question types to automatically generate
questions for educational assessment [18]. Ely and colleague’'s
[20] evidence taxonomy helped to identify clinical questions
requiring answers with evidence and whether the question was
specific to an individual patient. Tutos and Molla [19] applied
this evidence taxonomy to identify clinical questionsinasearch
engines context.

For questions asked in asocial medium, Efron and Winget [17]
developed question classification in the context of
microblogging (eg, Twitter.com). They organized questions
into 9 categories that address the purpose of the question being
asked more than the type of question. For instance, Efron and
Winget described some questions asked in microblogging as
rhetorical in nature, where the questions invited action or
coordinated action among the participants of a particular
microblogging thread.

For our purpose of identifying the types of questions asked by
patients and caregiversonline, we needed a classification schema
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that could encompass the variety of patients' and caregivers
information-seeking needs as discussed in prior work [3].
Patients and caregivers questions posed online can be
unstructured and incomplete [3]. The question taxonomies
discussed so far were limited for our purpose for two reasons:
the taxonomies covered only a subgroup of question types seen
in patients’ and caregivers questions online; or they assumed
that the questions were structured and well formulated.

Rothwell’s classification of questions[21], primarily designed
to understand questions asked in small groups, most
appropriately addressed these specialized needs of classifying
patients and caregivers’ questionsonline. Rothwell argued that
questions could be phrased as fact, value, or policy questions.
A question of fact asks whether something is true and to what
extent. This question can be answered with the help of objective
evidence. A question of value asks for an evaluation of the
desirability of an object, idea, event, or person. Such aquestion
cannot be answered with objective evidence, since these answers
are subjective views of the responder. A question of policy asks
whether a specific course of action should be undertaken to
solve a problem [21].

To extract patients questions online, we used patients posts
from online health communities. WebMD, one of the top 1000
websites worldwide, reported in 2012 [22] that they had 111.8
million unique monthly visitors out of the estimated 117.8
million unique monthly visitors to all general health-related
sites [23]. This website was one of the most popular health
discussion boards for patients available online with about 19.5
million visits as of December 2012 [24]. The website consists
of multiple health communitieswhere people ask questionsand
get responses from the community members.

Study Objective

Questions posed to these communities provideinsightsinto the
types of questions patients have about their health issues.
Because of the diverse content of patients questions, what
congtitutes an optimal source and content to answer those
patients’ questions can vary greatly. We used patients’ questions
posted on the WebMD diabetes community to understand how
those questions can benefit from 2 main sources of health
information on the Internet: a search engine versus responses
from peersin online health communities. Our research questions
were (1) What health information do search engines provide
versus online health communities? (2) How clinically accurate
is information in search engines versus that in online health
communities? (3) What isthe most appropriate source of health
information for different question types?

Below, we describe how we operationalized these research
questions.

Methods

Coallection of Questions

We collected patients’ questions and community responsesfrom
the WebMD online diabetes community. We chose the diabetes
community over other communities because of the balanced
amount of questions across various question types a diabetes
context alows [3]. We wrote a script to download publicly
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available WebMD online diabetes community posts to alocal
MySQL database (version 5.6, Oracle) with a Sequel Pro
interface (open source software under MIT license). Our
institutional review board decided that our study did not require
their regulation because the data were equivalent to public
observation.

Our dataset contained 71,177 community posts between 2007
and 2014. These consisted of 9576 thread-initiating posts and
61,592 replies to those posts. The thread-initiating posts
contained patients questions, emotional support-seeking
messages, or information dissemination [3]. From our prior
work, welearned that thread-initiating posts with shorter lengths
included more patient questionsthan longer posts, which tended
to be rapport building. We filtered the data down to 1555
thread-initiating posts with fewer than 200 characters, that is,
short posts. Next, to examine the most recent questions posted
by patients, we organized the posts by posting date. We coded
down the list from the most recent to older posts coding for (1)
whether the post was a question and, if so, (2) which type of
guestion it was based on our codebook.

We iteratively modified Rothwell’s classification of questions
to develop the following codebook:

«  Questions of fact: These questions ask whether something
is true and to what extent, requesting objective, factual
information (eg, “What are the normal ranges for blood
sugar?’; “What could it mean if you have a sweet taste in
your mouth?”).

«  Questionsof policy: These questions ask whether aspecific
course of action should be undertaken to solve a problem
(eg, “I just got diagnosed with type 2 diabetes. What should
| do next?’; “After overnight fasting | experienced a sugar
spike. What should | do to bring it back down?’).

«  Questions of value: These questions ask for an evaluation
of an idea, object, or event of a person (eg, “Has anyone
experienced tingly fingers as a side effect to diabetes?’;
“Can someone describe their experience with foot surgery
and healing associated with this kind of surgery?’).

We then selected the most recent 100 thread-initiating posts.
One coder (henceforth referred to as the nonclinical coder)
started to code the 100 posts for whether the post was aquestion,
starting with the most recent. If it was a question, this coder
coded the question type. The coder continued the process until
we had 20 questions under each question type. As aresult, we
had 60 patient questions in total to investigate. Half of the
guestionsfrom thetotal of 60 questionswere randomly selected
and given to another coder to measure interrater reliability
between the 2 coders.

The average interrater reliability between the coders was 0.79.
We then convened to resolve the disagreement. We dropped
the disagreed item and recoded until we found another fact
guestion to have an equal number of questionsfor each question
type, which resulted in 20 fact questions, 20 value questions,
and 20 policy questions.

Collection of Search Engine Results
To determine what information a search engine would retrieve,
we queried each of the resulting 60 questions on Google.com.
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We chose Google.com becauseit isthe most used search engine
as of 2015, according to websites that measure search engine
traffic (ie, alexacom and amazon.com) based on combined
measure of page views and unique site users[25]. We used the
full sentence of each question as the query to mimic how an
online health information seeker asks questionsthrough asearch
engine [26]. Additionally, we chose to keep the questions as
they were posed to keep the sentiment of the question intact,
that is, whether it was afact, avalue, or apolicy question.

User searches comprise both keyword-based searches and
sentence-based searches. Older search engines, such asAltaVista
or AOL, were based on the model of keyword-based searches.
With advancing Internet use, search engines recognized
supporting sentence-based searches, especially in the context
of users asking for answers to their questions. Consequently,
Microsoft devel oped a patent on parsing searches of Frequently
Asked Questions pages [27]. Hence, while keyword searches
might be more prevalent for general search engine use, for the
specific user needs context we are addressing—asking questions
on the Internet—a sentence-based search model is more
appropriate. Thus, we used the questions posted in online
communities to address the types of search queries that users
would post in the context of getting answers.

Research has shown that people explored only the first few
results through a perfunctory examination of the search results
[28]. One study used eyetracking to determine how theranking
of alink in search results affected the amount of attention it
received. Their resultsindicated that people spent almost equal
timelooking at the first and second links—the viewing attention
span drastically dropped from the third link onward. However,
substantially fewer participants clicked the second link than the
first [29]. To mimic peopl€'s practices around reading Internet
search engine results, we limited our data collection to thefirst
3 search results for each question. We excluded search results
that linked back to the WebMD online health community,
because this information source would be a duplicate of our
other set of data on the community responses. Searching for
information through a search engine directs users to WebMD
and, therefore, direct question searching on the Internet could
lead individualsto information and discussionsin online health
communities, such as this one.

Because each question had 3 online search results, each category
resulted in 60 search results. However, some searches yielded
fewer than 3 results, while others resulted only in the original
WebMD question and its responses. This explains the lower
than 60 search results (57 results) in the fact-type questions
below.

Coallection of Community Responses

For each question, wereturned to itsoriginal post in the WebMD
community and collected the responses to these posts. The
number of responses to these posts varied from 0 to 30 each.
We collected all of these responses, including the responses to
other responses. We did not restrict the total number of
community responses per question for the analysis based onthe
finding that online health community users attempt to read all
replies to the question unless the user deems the replies to be
unrelated to the topic.
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Analysisof Search Resultsand Community Responses

For each search result and community response, the nonclinical
coder answered the following questions: (1) How compl ete was
the answer? (2) What kind of information did it or did it not
provide? Then, we organized these observations as advantages
and disadvantages for each search result and community
response. The second nonclinical coder followed the same
analysis process for one-quarter of the search results and
community answers. The 2 coders examined each other's
analyses and discussed disagreements. Theresulting discussion
informed thefirst nonclinical coder’sanalysisfor therest of the
search results and community answers. The third coder—a
family nurse practitioner—answered the following questions
for al community answers and search results: (1) Did the
information answer the questions? (2) How clinically relevant
is the information? and (3) How clinically valid is the
information? The third coder was al so given a space for adding
open-ended, qualitative comments. This clinical coder will be
referred to as clinician A from here onward.

We defined clinically relevant as clinical information pertinent
to the question asked. Even if the information did not answer
the question, if it was relevant to the question, we considered
the information as clinicaly relevant. We defined clinically
valid as the accuracy of the information provided to the posed
guestion, based on the knowledge of a clinician. Even if the
information did not answer the question, the information was
clinicaly valid if it was accurate. Through discussion with
clinician A, we concluded that the factors influencing this
coder’ sdecision on whether apiece of information wasclinically
valid included the accuracy of the information on the website,
the context from which the patient was posting the question,
the safety (ie, level of potentia harm to the patient) of the
information presented, the health literacy level of the website,
and whether the website was advertising a product. The
website's mode of delivery was also considered, along with
whether websites required additional clicks to follow links or
download videos or PDFs.

We also had a fourth coder (henceforth referred to as clinician
B)—a nursing faculty member with credentials as a registered
nurse and a Fellow of the American Academy of Nursing. We
provided this fourth coder a random sample of 15 questions
from the total 60 questions to assess agreement between the
clinicians. Both clinicians followed the same method of coding
search results and community findings. Once the coding was
completed, we discussed disagreements and common themes
among the results.

Results

In this section, we walk through the content of the collected
guestions for each question type. We then describe our coding
results. Multimedia Appendix 1 presents sample questions for
each question type, alongside search results and community
responses.

Question Content Under Each Question Type

In this section, we describe what kinds of questions our dataset
included under each question type. Fact questions asked about
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factual information regarding diabetes medications and their
effects (7/20 questions), fluctuating blood sugar level issues
(7/20), diet and exercise and their effects on diabetes (4/20),
blood pressure levels (1/20), and diabetes types (eg, brittle
diabetes) (1/20). Value questions asked about people's
experiences with medication or medicinal devices (12/20), food
products or diet supplementsfor diabetes (3/20), diabetes-related
symptoms (3/20), and other illnesses such as a stomach virus
or a suspicious mammogram (2/20). Policy questions asked
what course of action should be taken regarding medication and
the side effects caused by diabetes and its medication (7/20),
blood sugar levels (6/20), diabetes treatments (5/20), weight
loss (1/20), and diet (1/20).

Analysisof Search Resultsand Community Responses
for the 3 Question Types

Fact Questions: Most Clinically Valid Search Results

The search results for fact questions provided a variety of
information sources, including video, question-and-answer
websites containing health care providers answers to patients
guestions, overviews of factual information about the requested
topic, examplesfor information seekersto follow, and weblinks
to other potential resources, including well-reputed sources such
as the American Diabetes Association website. Some even led
to onlineteststo help users determine an answer to their question
(such as a prediabetes test). Multimedia Appendix 1 provides
a complete example of a question along with all of its search
results.

Among these search results, clinician A identified 19/57 results
to be correctly answering the questions. Therest were coded as
incorrectly answering the questions due to the following reasons:
the information was tangentialy relevant, it did not directly
address the question, the answer was incorrectly phrased, it
appeared on an unreliable tabloid or advertisement webpage,
or the information was outdated or old. The clinician also
commented that accessibility to information was a potential
challenge in information provided by the search results, such
asin the case of large videos that take along time to download
and highly technical resources that add complications to
understanding the material.

Clinician A also found 28/57 search results to be clinically
relevant and 37/57 to be clinically valid. For instance, the
guestion “Can Insulin alter the efficacy of Coumadin therapy?’
led to a search result about what Coumadin is. This page
provided an overview of the generic form of the drug (warfarin)
and its brand name drugs, including Coumadin. This page was
coded by clinician A as clinically relevant but not clinically
vaid. Thiswas because the information on the page was correct,
according to the clinician, but did not answer the question.

Our analysis showed that these search results provided avarying
quality of information in terms of how much the information
answered the questions: some partially addressed the question,
and others provided a complete and comprehensive answer,
while some gave an overview about the question’stopic but did
not fully address it. For instance, a poster's question was “Is
Byetta a non insulin medication and can it be taken with
Metformin? [sic].” To this question, the top search result was
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a website containing information about oral and noninsulin
injectable medications for diabetes. This website contained
information on Byetta being a noninsulin medication but it
lacked information on whether it could be consumed with
metformin, which was part of what the question was asking.

Some search results did not answer the questions at all. These
results included information irrelevant to the questions with
large amounts of text on the page, which would be
overwhelming for lay users. The search results coded as not
answering questions by both the nonclinical coder and clinician
A presented extraneous information such asaclass study guide,
commerciasfor products, or aresponse to the question but not
in a diabetes context. Some search results also did not include
sources or citations from which the information was derived,
thereby making the validity of the information questionable.

Community responses for fact questions contained personal
experiences, anecdotes, and assessment of information provided
by other responders. The community responses also included
reassurances and compliments to the poster, psychosocially
supporting them. For instance, to the question “1 am new to
diabetes. | have noticed that my blood sug[a]r goesto 180-200
when | exercise. The more strenuous the exercise the higher the
blood sug[a]r. Does anyone know why this happens?’, a poster
responded: “ Exerciseisaform of stress on the body. Whenever
you have stress, your liver secretes sugar. Even though it goes
up during exercise, you may notice it dropping low after you
are done. This does happen to me too, and | make sure to drink
plenty of water while | work out.” This conversation describes
how a community response answers a poster’s question while
also providing personal experience with the problem and away
to resolve it based on the responder’s own method. This was
the most critical difference between the search results and
community responses. Another prevalent answer to posters
guestions was responders asking the posters to discuss their
guestions with their health care providers in case it was
something that needed medical intervention. The responders
also assessed the accuracy of other people’s responses.
Responders al so denied answering questions dueto the liability
of the community.

Clinician A determined that 35/66 community responses
answered fact questions. Similar to fact question search results,
those community responses coded as not answering questions
included genera encouragement for the poster only (for instance,
“itisgreat that you are being proactive about your health now”),
responses to conversations with other individuals involved in
the post, or just responses that were clinically incorrect.
Additionally, 37/66 of the community responses were both
clinically relevant and clinically valid.

Fact question community responses not only advised a poster
to visit a health professional, but also provided suggestions
about what should be discussed during thisvisit, referred posters
to external resources, gave compliments and reassurances about
the difficult timethe poster was going through, and even alerted
aposter to incorrect or dangerousinformation provided by other
responders.
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Overall, community responses presented more information
related to answering the question content than did the search
results.

Finally, we calculated the interrater reliability of clinicians A
and B using Cohen kappa score. The overall kappa for fact
guestionswas .46, indicating awesk level of agreement between
the 2 clinicians[30]. A more detailed discussion explaining this
lower interrater reliability is at the end of the Results section.

Policy Questions: Most Answered Through Community
Responses, Least Answered Through Search Results

Search results of policy questionsincluded diabetes management
pages, blogs, stepwise instructions on how to solve a problem,
and patient forums. However, not al answers were available
within an article reached through a search result—often, the
information was present (fully or tangentially) in the discussion
or comments section of the page. Because these were how-to
guestions, the search results also led to different social media
platforms such as Facebook, where other similar questionsfully
or partially answered the poster’'s question. For instance, the
question “hi i just checked my blood sugar and its 490 how can
i get it down my vision is blurry? [sic]” leads to a Facebook
type 1 diabetes page post discussing eyesight fluctuation for a
25-year-old with newly diagnosed type 1 diabetes. Thispost is
not an exact answer to the poster's query, but it partially
exploresthe poster’s questions. Furthermore, the commentsthe
Facebook post received could help the poster get his or her
answer. Some results did not answer the questions asked.

Our coding results indicated that a very low number of policy
guestions were answered through search results. Among the
search results of policy questions, clinician A identified that
8/60 results correctly answered the questions. This coder also
found that 8/60 search resultswereclinically relevant but 24/60
wereclinicaly valid.

A search engine does not directly answer “what or how should
| do [something]?’ questions. For instance, a person asking
about how to lower blood sugar first thing in the morning, due
to high early-morning numbers, is led to a page describing the
“dawn phenomenon”—a condition many diabetics experience
wherein their morning sugar levels are higher than usual [31].
This helps patients with the information, but would not
necessarily answer their question of what to do to remedy it.

Other search results included discussion pages related to the
guestion posed, a stepwise to-do response to the question (such
aswaysto lose baby weight), external resources, advice on what
the poster can do next (for instance, the next steps of having
diabetes diagnosed), and accessto social mediapagesdisplaying
similar situationsto the poster’s.

Community responses to policy questions provided personal
experiences with similar problems and gave postersinsight on
how to deal with their problems. These responses also prompted
posters to think about other questions related to the situation,
advised them to visit their health care provider, provided
additional resources, reassured postersthat they were not alone,
and made them aware of potential dangers. For instance, to the
guestion “is anyone on that can tell me how to lower my blood
sugar. What can | eat right now to lower it. | had to many carb’s
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and it's 202 usually it's 90 to 101 [sic]”, a response provided
stated “Hi, The only way to get your BG lowered from a spike
is to exercise and drink a lot of water. There are no foods to
bring your glucose level down. At least this is my meager
experience and if someone else has a better idea | hope they
share with you. Good luck and watch those carbs[sic].”

Clinician A observed that 30/49 community responses answered
the questions posed, 30/49 responses were clinically relevant,
and 31/49 responses were clinically valid. This imbalance
between clinical relevance and clinical validity occurred because
1 poster posed a question about having a blood sugar level of
490 and asked how to bring it down so as to get rid of blurry
vision. A responder suggested this person should wash his or
her hands and try again and, if the sugar reading stayed as high,
should call 911 or head to the emergency room immediately.
Thispost was marked clinically valid because all theinformation
it provided was clinically accurate; however, it was not marked
asclinically relevant, because the information was not relevant
to the actual question asked and did not help answer it (ie, how
to get rid of the blurry vision).

Other community responses to policy questions stressed the
dangers of a situation a poster may be in; provided potential
solutions to help solve a problem, including suggesting home
remedies and advising the poster to visit a health professional;
offered personal stories, anecdotes, and opinions; and helped
detect emergencies from the situation presented by the poster.

Finally, we calculated the interrater reliability of clinicians A
and B using Cohen kappa score. The overall kappa for policy
guestions was .52, indicating weak agreement between the
clinicians[30].

Value Questions: Community Responses With Mixed
Quality Assessment by Clinicians

Search resultsfor value questionsincluded personal experiences
and, therefore, alot of the search results only partially answered
the question or provided an overview of the subject. Search
results included products and their reviews, patients stories
through blog posts, and discussion forums. One result helped
with aleviating nervousness, while another showed how others
also had similar symptoms. A portion of the questions asked
about people's experiences with medicine or health issues (as
elaborated in detail above); therefore, the search results led to
online stores and reviews for these products, such as Amazon,
where other customers provided reviews for the heath
information seeker to review. Lastly, some questions were
answered, but not necessarily in adiabetes context. For instance,
aposter'squestionwas* | had my first [mammogram] last week
and it came back suspicious. Had to go for more [picture] and
an ultrasound and now for a biopsy. | am way past scared to
death. Can anyone help me[sic]?’ the first search result to this
guestion led to a webpage discussion about mammograms in
patients. Thisinformation provided encouragement to the poster
as requested.

Among the search results of value questions, clinician A
identified that 23/60 results correctly answered the questions.
Thisclinician also found that 23/60 search resultswereclinically
relevant and 29/60 were clinically valid. These results indicate
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that, while some questions were answered, till others were
clinicaly relevant and clinically valid, but did not answer the
question.

Other search results for value questions included a
comprehensive overview of the subject in question; discussed
side effects from credible sources;, had comment sections on
some webpages discussing the subject; helped differentiate
between myths and facts related to the question; led to
guestion-and-answer pagesthat help answer the question posed;
resulted in product reviewsfor questions about specific products,
thereby informing the poster about the quality and effectiveness
of the product; included personal experience stories and
encouragement, which reduced posters’ nervousness, and
included some results that were also backed up with statistical
evidence.

Community responses, on the other hand, included details about
things the question poser should be cautious about, provided
side effects of medication, tips, and suggestions, conducted
online searches, and found answers for the poster.

People are enthusiastic about providing their opinion. The
downside of thisis that there is no way to verify the answers
provided. For instance, a poster posed the question “Have any
of you had the Bayer Contour meter just readout “HIGH”? No
numeric reading just “HIGH”. | suspect that is a very bad sign
[sic].” A response to this was, “Most meters read up to about
500 or 600. Anything higher than that and it smply greets you
and says“HI”. Did you test again after washing your hands? If
you did call your doc and see someoneimmediately. Thisisnot
good [sic].”

For community responses, clinician A noted that 63/104
responses provided answered the questions posed. Additionally,
51/104 wereclinically relevant and 47/104 wereclinically valid.

The types of community responses received by a poster for
value questions hel ped them be wary about new trends; informed
them about medicinal side effects and provided insights about
how this information was obtained; alerted people to any
potential dangers; provided personal experiences, opinionsand
anecdotes, and tips and sol utionsto hel p resolveissues; advised
the questioner to visit ahealth professiond; corrected or clarified
misinformation; redirected the poster to more resources and
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information; and reassured and encouraged the poster about his
or her current situation.

Finally, we calculated the interrater reliability of clinicians A
and B using Cohen kappa score. The overall kappa for fact
guestions was .46, indicating a weak agreement between the 2
clinicians[30].

Clinician Interrater Reliability

As can be noted, the Cohen kappa score between both clinicians
was not very high, signifying weak interrater reliability. Some
of the difference in coding between them can be explained
through the following reasons. First, we found many of the
search results on webpages containing large amounts of text,
thereby making the process of |ocating the response on the page
a difficult one. This sometimes led to 1 clinician coding the
search result as answering the question posted, whereas the
other did not. This observation depicts how different people,
including clinicians, interpret different kinds of search results
in terms of whether they answer the question asked. If both
coders coded a question differently, the subsequent questions
about clinical relevancy and clinical validity also tended to
follow different paths. Sometimes, in a situation like this, the
search result was coded as answering the question, but the
validity or relevance of the answer was queried, therefore
leading to different codes between the 2 clinicians. This
variability in the results between the 2 clinicians speaks to the
complexity of the problem, that is, the difficulty of definingand
assessing the quality of information on the Internet.

Finally, the 2 coders interpreted the accuracy and relevance of
some responses differently, therefore leading to lower kappa
scores. This result points to the importance of the way
information is shared and interpreted on the Internet and how
better guidance and direction for gathering information is
necessary. This study contributes to understanding the various
factors clinicians consider and how these factors lead to their
evauations.

Table 1 summarizes the advantages and disadvantages of both
sources. These are the characteristics of the overal findings of
each category—every point does not apply to every finding.
This is followed by an overview of clinician A's findings in
Table 2.
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Table 1. Summary of advantages and disadvantages of search results versus community responses to questions posted to an online diabetes community.

Typeof question  Advantages

Disadvantages

Search results
Fact
Provides some answers to the questions.
Provides an overview of the subject.
Multiple websites provide a wide range of information.

External links can route health information seekersto various
resources.

Responses from reputed websites, such asthe American Dia-
betes Association, can be assumed to be accurate.

Provides atest to help posters determine their answer (eg, a
prediabetes test).

Policy

Gives access to the discussion and conversation pages related
to the question posed.

Provides step-by-step responses to the questions posed (eg,
ways to lose baby weight).

Provides external resources to relevant information.

Provides the next steps for poster (eg, next steps of having a
diabetes diagnosis).

Provides access to social media results, such as Facebook,
showcasing similar cases.

Value
Some responses answer questions precisely.
Some results provide a good overview of the question topic.

Some responses discuss side effects from credible sources.

The comments sections of webpages help discuss the subject.
Answers differentiate between myths and facts of the subject.
Question-and-answer pages help answer poster’s question.

Some pages |ead to product reviews that help answer the
question.

User experiences and encouragement on different result pages
help alleviate poster’s nervousness.

Some results back up claims through statistical evidence.
Community responses
Fact
Provides personal experiences, opinions, and anecdotes.
Advises poster to visit a health professional.

Provides examples and external resources.

Provides compliments and reassurances for the difficult time
the poster is going through.

Alerts poster of potential dangers (including those from other
people’s responses).

Does not always provide an answer to questions posed.
If question is answered, it could be only a partial response.
Can provideirrelevant responses.

Can answer out of the context it isposed in (ie, out of adiabetes
context).

Accuracy of responsesis not always known.

Websites can contain large amount of content, thereby preventing
easy location of response.

Some results are commercias for products, leading to biased in-
formation.

Does not answer unusual questions.

Some results do not answer the question directly, leaving the
guestion poser to make extrapolations.

Some results do not provide required answers, ie, are irrelevant.

Some results answer questions partially or tangentially.

Websites can contain alarge amount of content, thereby prevent-
ing easy location of response.

Some results are commercias, leading to biased information.

Some results do not provide required answers, ie, are irrelevant.
Some results answer questions partialy or tangentially.

Website can be very large and contain alot of content, thereby
preventing easy location of response.

Some results are commercials, leading to biased information.

Some questions do not get responses.
Cannot check accuracy of responses.

Question may be deferred to ahealth professional, thereby delay-
ing response.

Some questions are answered only partially.

Cannot answer due to liability of the forum.
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Type of question

Advantages

Disadvantages

Redirects to a person or resource with more information.

Provides alternative options, external resources, and potential
talking points to discuss with one's health care professional.

Does not always provide a complete or relevant response.

Some responses are irrelevant or potentially dangerous.

Policy
Responses stress the dangers of the situation.

Providestips or solutions to resolve issue.

Provides personal experiences, opinions, and anecdotes.

Advises poster to visit a health care professional.
Provides home remedies.
Detects emergency cases.
Value
Some results help posters be wary of latest trends.

Some questions do not get responses.
No way to check accuracy of responses.
Some questions are answered only partially.

Some responses are not in line with other responders.

Some questions do not get responses or areirrelevant.

Some results provide effects and side effects along with in-

sights about how this information was found.

Alerts poster to potential dangers.

Provides personal experiences, opinions, and anecdotes.

Providestips or solutions to resolve issue.
Advises poster to visit a health care professional.

Responses help clear misinformation for poster.

No way to check accuracy of responses.

Some questions are answered only partially.

Redirects to a person or resource with more information.

Provides reassurances and encouragement to poster.

Table 2. Evaluation of all community answers and search results by Clinician A.

Type of question Answers the question Isclinically relevant Isclinicaly valid
No. % No. % No. %
Fact
Search results (n=57) 19 33 28 49 37 65
Community responses (n=66) 35 53 37 56 37 56
Policy
Search results (n=60) 8 13 8 13 24 40
Community responses (n=49) 30 61 30 61 31 63
Value
Search results (n=60) 23 38 23 38 29 48
Community responses (n=104) 63 61 51 49 47 45

Table 2 breaks down the questions according to clinician A's
analyses. This table lists the proportion of positive responses
to the selected questions in each category, that is, whether the
results or responses answered the questions, were clinically
relevant, and were clinically valid. For example, 19 of the 57
observed search results for fact-type questions answered the
guestion posed. The remaining results either did not answer the
guestion posed or contained unknown or not applicable
information, such as webpages that would not open or
community posts with no answers.
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For example, the question “recently lost a kidney/ureter to
cancer. sugar levelsare moderately changed and i need to know
the actual effectsi can expect as my body adjusts to life with
only one kidney [sic].” leads to a human anatomy textbook
online, which clinician A deemed to have an “unknown” value.

The community responses, on the other hand, varied in number,
since we included every answer to a question posed. The total
numbers indicated above are the number of responses each
category of community responses received. However, there
were questions with no responses at all, such as the question
“Help. | just gave myself my predinner shotinmy leg. It formed
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a huge bump on my leg. Will the insulin still getinme or do |
need to take my shot again???[sic]” had no responses at all and
therefore clinician A marked it as* not applicable”

Discussion

Principle Findings

Our analyses showed that community responses answered more
guestions than did search results across the board. These
community responses were more clinically relevant than their
search result counterparts. However, clinical validity varied,
with search results being more clinically valid than community
responsesfor fact and value questions, but community responses
being more clinicaly valid than search results for policy
guestions. These observations show that answers from both
sources contain clinically accurate information, which does not
necessarily answer questions.

Search results for fact questions showed that results were often
clinically valid but not clinically relevant. Fact question search
results had the highest validity among all question types. Even
if search results were clinically relevant, only a small portion
of those results completely addressed the questionsin the query.
Questions left unanswered can be attributed to imprecise
guestion phrasing. Wording questions so that their meaning is
clear and concise will lead to more relevant search results than
will questions with meandering and unclear content. We need
mechanisms to help patients formulate queries and questions
online.

We learned from the search results of policy questions that
nearly half of the search results to policy questions contained
clinically valid information. However, most of thisinformation
was irrelevant to answering the questions and the information
was incomplete. A reason for this finding could be the way
policy questionsareframed. These questionsrequireinformation
about how or what needs to be done in a particular situation.
Factoring in the multiple variables in an individual’s question
would result in varied search results, none of which answer the
guestion as required.

Analysis of value question search results showed that search
results often did not answer the question posed, nor was the
information clinically relevant. However, a greater number of
resultswere clinically valid, showing that accurate information
doesnot alwayslead to answers. Thisobservationisin linewith
fact and policy question search results, where a larger number
of results were clinically valid but did not answer the question
posed.

We observed a similar pattern in the community responses to
fact questions, where a greater number of questions were
clinically valid and clinically relevant, but fewer questionswere
answered.

For community responses to policy questions, clinician A
observed that amuch higher number of questionswere answered
as compared with policy question search results. This shows
how the specific nature of policy questions makesthem abetter
fit for an audience who are familiar with the issues of the

http://www.jmir.org/2016/4/e95/
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community, thereby providing posters with the information
required.

Community responses to value questions were opposite to fact
and policy community responses. Value questionswere the only
guestion type to which the community provided a greater
number of answers, but a smaller fraction of the information
provided was accurate. |n comparison, fact and policy questions
tended to get superfluous but clinically valid responses, leading
to more unanswered questions. Thisfinding isimportant because
it portraysthe risks of unchecked information being exchanged
in online health communities. Value questions ask others for
their personal experiences and evaluations, which isawarning
to posters about the unmoderated nature of the information.

The combined analyses of the codersand the cliniciansindicated
that policy and value questions get more community responses
than do fact questions. This observation could be because these
2 categories ask respondersto providetheir persona experiences
with a situation, and knowing an answer to a question or not
(aswith fact questions) is not a criterion.

Community responses also make question posters feel better
about their situation and remind them that they are not alone
through reassurances and compliments. The responses warn
guestion posters about potentially dangerous actions or incorrect
advice they get from other responders.

We also observed that community responses consistently got a
higher percentage of questionsanswered. as opposed to asearch
results. Therefore, while past research indicates that people go
online and search for health-related information, these
individuals are more likely to get their questions answered
through online social support groups of people in similar
situations to their own.

Recommendations

Based on the advantages and di sadvantages of the search results
and community responses (Tablel), there are potential
recommendations for stakeholders involved.

Patients must be vigilant about the information they find through
search results by keeping track of the sources of websites and
the validity of the information provided. Formation of the
guestion asked in search results also plays a role in the kinds
of responses it gets; therefore, posing a clear question while
searching for results on the Internet is important. Community
responses are provided by similar others, that is, other
individuals facing health situations similar to the question
poster's. Whilethisindicatesafamiliarity with aquestion posed
or a situation described, it is important to verify medically
related information or steps to be taken with one's health care
provider so as to prevent negative health consequences.

Guiding patientstoward accurate information obtained through
search results helps providers by not having to correct
misconceptions patients build through information they gather
viasearch results. It would be helpful to patients for providers
to guide them in searching for information online and in
determining whether information is trustworthy.

Online health communities play a critical role in providing
socia support to people going through similar health issues.
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Self-management of health conditions plays an important role
in management of chronic illnesses [32], such as diabetes.
Introducing patients to such a resource and encouraging them
touseitishelpful, for both the patient and the provider. Patients
can build anetwork of resources additional to their providers—a
support system that is available to them, preventing them from
feeling isolated and being frightened of their situation. Providers
can get additional timethat can be all ocated to patientsin greater
need or to themselves.

Researchers should compare different online communities to
analyze information sharing for a variety of health conditions.
Such health information can help technol ogy devel opers create
more efficient health communities, with more opportunities and
resources for patients participating in them. One important
finding was the sharing of incorrect or dangerous information
by other participantsin an online community. Devel opers could
create away to tag dangerous posts, based on feedback provided
by other users, which would require moderators of the
community to evaluate such posts and rectify the information
provided as needed. Classification of questions based on our
codebook may help researchers and developersin the future to
tag questions needing professional evaluation. Answersto policy
guestions provide direction to individuals in need, and value
guestions give personal evaluation, both of which we have
observed to have incorrect information. In future studies,
researchers should also focus on the best way to formulate
guestionsto gain the most accurate information through search
results. Additionally, it is important to develop a way to help
patients analyze whether the information they gather through
Internet search results is accurate. Patients look for health
information online in large numbers. Therefore, ensuring the
accuracy of thisinformation is crucial.

Informaticists should analyze the way information is shared in
online health communities, especialy through the relations
between participants within these communities. Participants
roles in these communities provide insights into how
relationships form and how these relationships lead to an
exchange of information. These insights include the kinds of
information they share and receive, and whether it isclinical or
socia in nature. Additionally, informaticists should look into
the questions posted, both those searched for on the Internet
and those posted in online communities. Such an analysiswould
prove valuable to determine which questions would be ideally
suited to be answer through a search engine versusthoseideally
posted in an online community (ie, which would provide the
most accurate and compl ete information to aspecific question).

Finally, thetrouble faced by both of our cliniciansininterpreting
similar information differently isacommentary on how difficult
it is to find and assess health information online. This
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observation is important so future websites can address this
wide-ranging quality issue.

Limitations

Asmentioned above, because the questions posted in the search
engine came from a diabetes health community, not al of the
guestions mention their diabetes context. Community members
assume this diabetes context. For example, an evaluation of a
particular diet would not ask members to keep in mind that the
diet was for a person with diabetes because it was posed in a
diabetes community. Because we decided to search unaltered
guestions in the search engine, the answers we got could have
been less efficient (answers not in a diabetes context) than if
we had modified the questionsto include this parameter. Future
studies could make the context explicit to study the differences
in answers it would produce.

Searching complete questions could misguide a search engine.
Future research can focus on alternatives such as carrying out
keyword searches with pertinent information from the question
as opposed to using the question as an exact-phrase search.

Additionally, more than 3 search results can be included in the
search result answers. While most peopl e do not venture beyond
thefirst page of search engineresults, and even there they focus
on simply thefirst few search results[28,29], adding additional
search links will give a comprehensive insight into the kind of
responses available.

Finally, Google's page ranking method ranks high-quality
websites higher than other websites with a lower level of
authority in the related topic (eg, the total number of incoming
links from government institutions such as the US Centers for
Disease Control and Prevention). As aresult, our findings on
the high accuracy of online health information in the first 3
search results are biased toward what Google already ranked
as having high authority in the topic. However, most searchers
check thefirst 2 search results, thereby correcting thisimbalance
[29].

Conclusion

We evaluated the responses people get to health information
they seek onlinefrom 2 different avenues: search engineresults
and online community responses. Our findings indicate how
guestion types matter for determining information quality and
sources. Health care practitioners, informatics researchers, and
policy makers should consider the strengths and weaknesses of
each information source based on the types of questions
information seekers have. Our study contributes to improving
online health information quality, making self-management of
health more efficient and lowering costs for medical
professionals and patients.
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Examples of questions of each category and their community responses.
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Abstract

Background: Preventing excessive alcohol use among adolescents is important not only to foster individual and public health,
but also to reduce alcohol-related costs inside and outside the health care sector. Computer tailoring can be both effective and
cost-effective for working with many lifestyle behaviors, yet the available information on the cost-€effectiveness of computer
tailoring for reducing alcohol use by adolescentsislimited asisinformation on the costs and benefits pertaining to sectors outside
the health care sector, also known as intersectoral costs and benefits (1CBS).

Objective: The aim was to assess the cost-effectiveness of a Web-based computer-tailored intervention for reducing alcohol
use and hinge drinking by adolescents from a health care perspective (excluding |CBs) and from a societal perspective (including
ICBS).

Methods: Data used were from the Alcoholic Alert study, a cluster randomized controlled trial with randomization at the level
of schoolsinto two conditions. Participants either played a game with tailored feedback on alcohol awareness after the baseline
assessment (intervention condition) or received care as usua (CAU), meaning that they had the opportunity to play the game
subsequent to the final measurement (waiting list control condition). Datawere recorded at baseline (T0=January/February 2014)
and after 4 months (T1=May/June 2014) and were used to calculate incremental cost-effectiveness ratios (ICERs), both from a
health care perspective and a societal perspective. Stochastic uncertainty in the data was dealt with by using nonparametric
bootstraps (5000 simul ated replications). Additional sensitivity analyseswere conducted based on excluding cost outliers. Subgroup
cost-effectiveness analyses were conducted based on several background variables, including gender, age, educational level,
religion, and ethnicity.

Results: From both the health care perspective and the societal perspective for both outcome measures, the intervention was
more costly and more effective in comparison with CAU. ICERs differed for both perspectives, namely €40 and €79 from the
health care perspective to €62 and €144 for the societal perspective per incremental reduction of one glass of acohol per week
and one hinge drinking occasion per 30 days, respectively. Subgroup analyses showed, from both perspectives and for both
outcome measures, that the intervention was cost-effective for older adolescents (aged 17-19 years) and those at alower educational
level and, from a health care perspective, the male and nonreligious adolescent subgroups.
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Conclusions:

Drost et al

Computer-tailored feedback could be a cost-effective way to target alcohol use and binge drinking among

adolescents. Including ICBs in the economic evaluation had an impact on the cost-effectiveness results of the analysis. It could
be worthwhile to aim the intervention specifically at specific subgroups.

Trial Registration:

Nederlands Tria Register: NTR4048; http://www.trialregister.nl/trial reg/admin/rctview.asp?T C=4048

(Archived by Webcite at http://www.webcitation.org/6c70mN8wG)

(J Med Internet Res 2016;18(4):€93) doi:10.2196/jmir.5223
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Introduction

Excessive acohol use and alcohol use disorders are major causes
of death and disability worldwide [1-4]. In 2012, approximately
3.3 million deaths, or 5.9% of al global deaths, were attributable
to alcohol use [4]. In addition, acohol use led to an estimated
total of 139 million disability-adjusted life years, representing
5.1% of the global burden of disease and injury in that year [4].
For all age groups, outliers on the proportion of acohol-related
deaths can be seen in the World Heal th Organi zation European
Region, varying from 10% for the popul ation aged 80 years and
older to 25% for the 20 to 39 age group. It is particularly striking
that in this region 10% of adolescent deaths (those aged 15 to
19 years) were attributable to alcohol.

Apart from theimpact of a cohol use on morbidity and mortality,
the harmful use of acohol may also lead to significant societal
costs [3-7]. For example, in the European Union aone,
alcohol -attributable costs were estimated at €125 billionin 2003
[4]. These encompass headlth care services, such as
hospitalizations, home health care, and ambulatory care, but
also costs outside the health care sector, such as costs resulting
from productivity lossesand costsin the criminal justice system.
Examplesof thelatter include vehicle crashes, increased crime,
and arrests. Studies have shown that youthful drinkers are at
greater risk of being victimized and perpetrating youth violence,
low educational attainment, and low college expectations[8,9],
putting a financial burden on the criminal justice system and
educational sector.

Preventing excessive alcohol use in the whole population and
in the young population in particular isthusimportant, not only
toimprovethe health of individuals and of the whole population,
but also to reduce alcohol-related costs inside and outside the
health care sector. Computer tailoring could be a means to
achieve these goals. Computer tailoring is a behavioral
intervention that can be effective in changing health behaviors
in general, including the use of acohol [10-15]. Within a
computer-tailored intervention, the content is adapted to
individual characteristics of respondents [16]. Often a
guestionnaire is used as a screening instrument, assessing
behavior, relevant sociodemographics, and motivational factors
[17,18]. Respondent answers are collected into a data file and
automatically matched with tail ored feedback messages[16,19].
An advantage of tailored information is that it is perceived as
more relevant than nontailored information [20,21]. Moreover,
through the Internet, these programs are accessible by agrowing
percentage of the world population—42.3% had access to
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Internet in 2014 in comparison to 5.9% in 2000 [22]—and can
be accessed wherever and whenever it suits the respondents.
For Europe and its younger population (aged 16-24 years), the
current Internet penetration is even higher: 70.5% [22] and
91.0% [23], respectively. Taking advantage of this high
accessibility by providing Internet-based behavior interventions
might significantly limit the need for and burden on health
professionalsand could, inturn, lead to less administrative costs
[19]. Subsequently, the resulting savings of time and resources
contribute to amore efficient health care system.

Although the effectiveness of multiple Internet-based and
computer-tailored interventions have been studied [24,25],
limited information exists on their cost-effectiveness [26]. To
date, studies which have included cost-effectiveness analyses
(CEASs) focused on adults aged 18 to 65 years [21,27] and 18
to 69 years [3], whereas the cost-effectiveness of such
interventions for adolescents younger than 18 years has not yet
been studied. Available economic analyses of interventions
aimed at reducing alcohol use among adol escents are those of
interventions which are not Internet-based and not
computer-tailored [28,29]. Furthermore, as acknowledged by
Smit et a [3], these studies show a limitation in terms of
disregarding many of the costs and benefits in sectors outside
the health care sector, also known as intersectoral costs and
benefits (ICBs) [30]. Excluding ICBs, such as costs and benefits
inthe educational and criminal justice sector, may significantly
affect the results of the CEASs of interventions [30]. Moreover,
including and reporting | CBswithin economic eval uations could
support decision making regarding the large-scae
implementation of such programs. Therefore, the aim of this
study is to answer the question of whether a Web-based
computer-tailored intervention for adolescentsfor reducing the
use of acohal is cost-effective from both a heath care and
societal perspective, and to assess theimpact of including ICBs
on the outcomes of the analysis.

Methods

Design

Data used was from the Alcoholic Alert study, which was
designed as a cluster randomized controlled trial (RCT) with
randomization at the level of schoolsinto two conditions [31].
Participants either played a game on acohol awareness after
the baseline assessment (intervention condition) or received
care as usua (CAU), meaning they had the opportunity to play
the game subsequent to the final measurement (waiting list
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control condition). Providing this opportunity was dueto ethical
considerations. Data were recorded a  baseline
(TO=January/February 2014) and after 4 months (T1=May/June
2014). These were used to conduct two sets of comparative
CEAs; one was performed from a health care perspective
(including health care costs, excluding ICBs) and one from a
societal perspective (including both health care costsand | CBs).
Because of arapid change in Dutch government policy on the
minimum legal drinking age (ie, 18 years vs 17 years as of
January 1, 2014), the abovementioned time frame and start date
differed fromtheoriginal design[31]. The Alcoholic Alert study
was approved by the Medical Ethics Committee of Atrium Orbis
Zuyd (METC number: 12-N-104) and was registered in the
Dutch Trial Register (NTR 4048).

Randomization

Randomization was performed at school level to prevent
contamination between participants. Randomization was
conducted by drawing lots. After randomization, 21 schools
were assigned to the intervention condition and 23 schoolswere
assigned to the control condition.

Sample

The study population consisted of Dutch adolescents (aged
15-19 years) attending school [31]. Participants included
students at schools of higher secondary education, lower
secondary education, and lower vocational training. To have
enough power for the evaluation, a participant target was made
based on thefollowing criteria: 10% reduction in binge drinking
occasions (ie, for girls, at least four glasses or, for boys, five
glasses of alcohol-containing drinksin one occasion) [32] during
the preceding 30 days between the intervention and control
group, with an intraclass correlation of .02, a power of 80%,
and asignificancelevel of .05. Furthermore, taking into account
the drop in power due to an expected dropout of 50% at
follow-up, it was estimated that at least 34 schools should be
included at TO [31].

To reach the required number of 34, schools were recruited via
several media; schools first received flyers with information
about the Alcoholic Alert study, after which they were contacted
via telephone and email. If schools enrolled in the study,
students of the schools were eligible to participate. However,
they could do so only if they provided informed consent by
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clicking a checkbox, which preceded the Web-based
guestionnaire at TO [31].

Intervention

Adolescents in the intervention condition participated in a
Web-based computer-tailored a cohol reduction program called
Alcoholic Alert [31]. After completing a Web-based
guestionnaire on the Alcoholic Alert website at TO, the
participants entered a game called “Watskeburt” (Dutch slang
for “What Happened?”). In the game, the participant played a
character whose goal it was to find out what happened after a
night of heavy drinking. Participants received in-game questions
concerning alcohol-related sociocognitive factors, including
attitude, socid influences, self-efficacy expectations, and action
plans toward alcohol drinking. These questions were based on
the I-Change model, which is an integrated model explaining
motivational and behavioral change [33]. Based on their
answers, they received computer-tailored feedback on these
determinants. They played in three game scenarios within three
sessions. A week after playing the third game scenario, the
participants were asked to revisit the intervention website to
answer several questions. In thisfourth session, they were asked
about their drinking behavior during the preceding week and
then they received computer-tailored feedback on their alcohol
use compared to Dutch drinking guidelines. Subsequently, the
participants were asked whether they had an event (eg, party,
wedding) in the upcoming 30 days then they were challenged
to drink lessthan usual and were asked for the maximum amount
they wanted to drink. An email, with a reminder of accepting
the challenge, was sent to them a day before the event. Two
days after the event, during a fifth session, they were asked to
visit theintervention website and fill in their alcohol use. If the
participant failed the challenge, they received computer-tailored
feedback with tailored advice and had the opportunity to take
on anew challenge. If the participant met the challenge, he or
she received congratulations and the intervention was over
(Figure 1).

Participants receiving CAU aso filled in the Web-based
guestionnaire at TO and T1, but they did not have access to the
game and did not receive computer-tailored feedback until after
the final measurement. Further information on the intervention
can be found elsewhere [31].
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Figure 1. Flowchart of the intervention (based on Jander et al [31]). Red |
boxes: intervention parts that had to be done at home.
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M easurements and Outcomes

Themeasurementsat TO and T1 were performed at school after
participants received instructions from their teachers [31]. The
Web-based questionnaires used for the measurementsincluded
itemsrelated to alcohol drinking behavior, use of serviceswithin
the health care sector, and | CBs. In addition, several background
variables were measured at TO, including gender, age,
educational level (higher secondary level, lower secondary level,
and lower vocational), religion (Catholic, Protestant, Muslim,
other religion, no religion), and ethnicity (Dutch, Antillean,
Belgian, German, Surinamese, Moroccan, Turkish, other) [31].

In this study, the outcome measures were weekly acohol use
and the number of binge drinking occasions in the preceding
30 days. Weekly alcohol usewas assessed by asking participants

http://www.jmir.org/2016/4/e93/
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on which days in the past week they had been drinking and, if
they did, how many glasses of alcohol they had on these days.
Based on thisinformation, the total amount of glasses of acohal
was calculated [17]. From this, asfor binge drinking occasions,
the weekly alcohol use at T1 was subtracted from the alcohol
use at TO. This led to positive scores in case of areduction in
weekly alcohol use or number of binge drinking occasions, and
negative scores in case weekly alcohol use or the number of
binge drinking occasions increased.

Resource Use and Costing

The following costs related to the Alcoholic Alert intervention
were identified as important and measured: (1) intervention
costs, (2) hedlth care costs(ie, costsfor servicesinside the health
care sector), (3) intersectoral costs (ie, costsfor servicesoutside
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the health care sector), and (4) costs of substance use (eg, use
of hard drugs). Because a cohol use was the outcome measure
in this study, the costs of alcohol use were not included in the
CEA. Doing so would have led to double counting [34].

Costs (in Euros) were measured irrespective of who bore them
and wereindexed for thereference year 2014 using priceindexes
from Statistics Netherlands[35]. Calculations for specific costs
of service utilization and substance use can be obtained from
the first author (RD).

I ntervention Costs

Intervention costs were divided into costs made during the
development of the intervention and costs for running the
intervention. Costs incurred during the development included
game development costs (€20,328) and automatic tailoring
software license and devel opment costs (€8367.15). These costs
and costs for other personnel involved in the development and
application of the intervention for this study, such as costs
incurred contacting schools, recruiting participants, and
analyzing data are sunk costs [36]. Therefore, these are not
included in the CEA. This is further justified by the fact that
the intervention itself is Web-based and universal for
adol escents, meaning the intervention has awide reach and the
development costs per participant drop to a minimum when it
isused widely and structurally.

Costsfor running the intervention include hosting costs for the
website, tailored feedback software, and participants time
investments. As for the sunk costs, the website hosting costs
(€300 per year) per participant drop to aminimum if used widely
and are not included in the CEA. Tailored feedback software
costs were €7 per participant per week. In case the participant
met his or her challenge in the fifth session, he or she would
receive tailored feedback over a period of 3 to 6 weeks. The
mean intervention duration was 4 weeks, so the tailored
feedback costs were €28. The five sessions took up 1.5 hours
at school (€8.30 per hour) and 1 hour of freetime (€12.50). The
total of 2.5 hourswas valued at €25 per participant. In sum, the
total intervention costs per participant were an estimated €53.

Health Care Costs

Health care costs were calculated by multiplying volumes of
health services by related cost prices. Health services measured
included contacts with the general practitioner, emergency care,
hospital stays, ambulance rides, and mental health services.
Cost prices were drawn from the Dutch manual for costing in
economic evaluations [37].

I ntersectoral Costs

The ICB-related costs were cal culated by multiplying volumes
of services and time investments outside the health care sector
with related cost prices. The ICBs were classified in sectors
according to a classification scheme for ICBs by Drost et al
[30]. The sectors in this scheme included education, labor and
social security, household and leisure, and crimina justice
system. The services and time investments measured included
school absenteeism and contacts with an attendance officer
(education), work absenteeism (labor and social security), failing
to perform household and other activities, contacts with youth
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and family center and family care (household and leisure), and
contacts with (youth) police services, court proceedings, and
child (health) protection services (criminal justice system). Cost
prices were drawn from a Dutch manual for intersectoral costs
and benefits of (preventive) interventions [38]. Cost prices not
mentioned in the manual were extracted from the Institute for
Medica Technology Assessment (iMTA) questionnaire on
intensive youth care [39]. For ICBs that required valuation of
time, such as failing to perform household activities, some
additional information was drawn from the Dutch report “The
Netherlandsin a Day” (freetrandation) [40].

Costs of Substance Use

In addition to alcohol use, use of other substances were
measured as well. These included packs of cigarettes, use of
soft drugs, and use of hard drugs. Cost prices were found on
the website of the Jellinek Clinic, which is a renowned Dutch
institution specializing in preventing and treating alcohol and
substance abuse [41].

Data Preparation

The basis of the analysis was the dataset used for the Alcoholic
Alert effect study [24]. However, because cost measures were
used for conducting the economic eval uation, some additional
data cleaning was required to create a dataset that was suitable
for conducting the CEA.

First, because the digital questionnaires contained open-ended
questions, participants had the opportunity to fill in unrealistic
answers. It was a small subsample that systematically filled in
these unrealistic answers, but to improve the validity of the
results, these respondents were excluded from analysis. To clear
the data of these respondents, limits were set for each variable.
Participants breaching these limits by providing unrealistic
answers were excluded from analysis. For example, because
the 4-month recall period between TO and T1 amounted to 120
days, any respondent claiming to have stayed more than 120
daysin ahospital was excluded. In general, to reduce the chance
of wrongfully excluding participants, limits were set high, but
within therange of credibility. Asfor al stepsduring the process
of data preparation and analysis, the limits were discussed in
author meetings and were agreed on by all authors. A list of
these limits can be obtained in Multimedia Appendix 1.

Second, the dataset was cleared of respondents who at baseline
did not answer asingle question related to costs. Based on these
two steps, the sample at TO, and accordingly at T1, was smaller
and different in composition in the CEA than the sample used
for the effect study [24].

Finally, to assess the school-based part of the variance in this
cluster RCT, intracluster correlation coefficients (ICCs) were
calculated for both the weekly alcohol use and binge drinking
occasions outcome measures. The |CCs were calcul ated based

on thefollowing formula: ICC or p = §,%/(s,°+ S,,), where s,°=

the variance between clusters and s,>= the variance within
clusters[42]. Input for both outcome effect sizeswas generated
using SPSS version 20 by running linear regression mixed
models. These analyses and corresponding cal culations resulted
in p=.06 for hinge drinking occasions and p=.01 for weekly
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alcohol use, which shows that the within-cluster variances for
both effect sizes were much greater than the between-cluster
variances [42]. Based on these results, no re-estimations of
effects were required.

Analysis

Descriptive Statistics

Descriptive statistics were used to describe the characteristics
of the sample at TO and at T1. Differences between the
intervention and control conditions were assessed in SPSS
version 20 using independent samples t tests for continuous
variables and chi-square tests for discrete variables. The same
software was used to conduct stepwiselinear regression analyses
to assess the dependence of the outcome measures on these
variables.

Cost-Effectiveness Analysis

The base scenario of this study included CEAs from the two
perspectives mentioned earlier. We calculated costs of services
utilization in three steps: (1) assessment of the servicesand time
consumed in the 4-month period between TO and T1, (2)
calculation of the associated costsin Euros, and (3) calculation
of the incremental cost-effectiveness ratio (ICER) using the
formula (Ci—C,)/(E—E,). Here C represents the average total
costs per participant during the 4-month period between TO and
T1 and E representsthe mean differencein the number of glasses
of alcohol or binge drinking occasionsat T1 in comparison with
the number measured at TO in the intervention (C; and E;) and
in the control (C, and E.) condition.

Stochastic uncertainty in the data was dealt with using
nonparametric bootstraps. By using the bootstrapping technique,
means and confidence interval swere cal culated and 5000 | CERs
were simulated, which were plotted in cost-effectiveness planes.
These planes provided avisual representation of the probability
of the intervention being cost-effective in comparison with the
control condition by showing the distribution of ICERs across
four quadrants. (1) more effective and more costly in the
northeast quadrant (NE), (2) more effective and less costly in
the southeast quadrant (SE), (3) less effective and less costly
in the southwest quadrant (SW), and (4) less effective and more
costly in the northwest quadrant (NW) [43].

An ICER in the SE and NW is negative, indicating that the
intervention is dominant over (SE) or inferior to (NW) the
control condition. An ICER in the SW or NE is positive,
indicating that from a cost-effectiveness viewpoint the
intervention is more favorable than the control condition only
when the ICER islower than the willingnessto pay (WTP) per
unit effect. Because no threshold (ie, maximum WTP) was
avalable for the weekly alcohol use outcome measure, a
cost-eff ectiveness acceptability curve (CEAC) was created for
both perspectives. The CEAC showed the likelihood of the
intervention being favorable over CAU for several hypothetical
thresholds.

Sensitivity and Subgroup Analyses

Apart from the analyses to deal with stochastic uncertainty,
several other analyseswere conducted. First, to assesstheimpact
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of cost outliers, ICERs were calculated based on datain which
cost outliers were excluded. Based on the output of descriptive
statistics, it was decided to exclude participantswhen total costs
were greater than €5000. Based on thisapproach, in the analyses
that were conducted from the health care perspective, one
participant was excluded. In the analyses that were conducted
from the societal perspective, four participants were excluded.
Second, to assess the effect of the uptake, the costs of cigarette
use, and of the use of soft and hard drugs in the analyses
conducted from the societal perspective, additional analyses
were conducted without these costs.

Finally, given the heterogenic composition of the study sample,
several subgroup CEAs were conducted based on the
background variables measured at TO. These included analyses
based on dichotomized background variables, including gender
(male, female), age (15-16, =17), educational level (low, high),
religion (religious, not religious), and ethnicity (Dutch,
non-Dutch). Again, for al these analyses, stochastic uncertainty
was dealt with using nonparametric bootstraps.

Results

Dropout and Sample Char acteristics

Figure 2 shows a flowchart with the number of participating
schoolsand adolescentsat TO and T1. In total, 44 schoolswere
randomized into the control condition or intervention condition.
Of the schools randomized to the control condition, five
withdrew their participation before TO (one secondary lower
education, one lower vocational training, two secondary higher
education, one secondary education mixed). In addition, three
schoolsinthe control condition (all secondary higher education)
and two schools in the intervention condition (one lower
vocational education, one higher secondary education) did not
start the baseline assessment and did not respond to the emails
and phone calls [24].

In total, 2649 adolescents from 34 schools participated in the
baseline questionnaire. Of these, and different from the effect
study [24], an additional 91 participants (3.4%) were excluded
from analysis based on providing unredlistic answersto the cost
guestions. Another 65 participantswere excluded from analysis
because they did not answer the cost questions at TO. This
resulted in 2493 adolescents who were included in the baseline
analysis. Of these, 1538 were in the intervention condition and
955 were in the control condition (Figure 2). The t tests and
chi-sguare tests conducted on the baseline sample showed that
the adolescents in the two conditions significantly differed on
multiple characteristics. Adolescents in the intervention
condition were significantly younger, more often female, had
ahigher educational level, more often indicated being religious,
were lesslikely to be adrinker, were less often abinge drinker,
had less binge drinking occasions, and had a lower weekly
alcohol use than adolescents in the control condition (Table 1).

Of the 2493 adolescents, 757 participated in the cost
questionnaire at T1 (response rate 30.36%). Of these 757,
another 27 participants (3.6%) were excluded from analysis
based on having provided unrealistic answers to the cost
questions. An additional 40 were excluded from analysis because
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they did not answer the cost questions at T1, resulting in 690
participants to be analyzed at baseline. Of these, 387 were in
theintervention condition and 303 werein the control condition.
Here, adolescentsin the intervention condition were more often
female, had a higher educational level, more often indicated
being religious, and had a lower weekly alcohol use than
participants in the control condition did (Table 1).

Table 1. Baseline characteristics and differencesat TO and at T1.

Drost et al

For the T1 sample, results of thelinear regression analyses show
that weekly alcohol use was dependent on gender, age and
educational level (R’=.146). For hinge drinking occasions, a
significant proportion of the variance could be explained by age
and educational level (R°=.136).

Variable Total (N=2493) Intervention Control (n=955) Baseline difference (TO) Follow-up difference (T1)
(n=1538)
tue X1 P tess X1 P
Age (15-19 years), mean 163 (1.2) 16.0 (1.1) 16.7 (1.2) 15.08 <001 178 .08
(SD)
Gender, n (%) 45.6 <.001 16.5 <.001
Male 1295 (51.95) 717 (46.62) 578 (60.5)
Female 1198 (48.05) 821 (53.38) 377 (39.5)
Educational level, n (%) 734  <.001 6.7 .006
High 1483 (59.49) 1017 (66.12) 466 (48.8)
Low 1010 (40.51) 521 (33.88) 489 (51.2)
Religion, n (%) 10.0  .002 154 <001
No religion 1465 (58.76) 866 (56.31) 599 (62.7)
Religion 1028 (41.24) 672 (43.69) 356 (37.3)
Catholic 593 (23.79) 397 (25.81) 196 (20.5)
Protestant 174 (6.98) 130 (8.45) 44.(4.6)
Muslim 150 (6.02) 75 (4.88) 75(7.9)
Other 111 (4.45) 70 (4.55) 41 (4.3)
Ethnicity, n (%) 12 .27 0.0 51
Dutch 2225 (89.25) 1381 (89.79) 844 (88.4)
Non-Dutch 268 (10.75) 157 (10.21) 111 (11.6)
Antillean 5 (0.20) 3(0.20) 2(0.2)
Belgian 10 (0.40) 5(0.33) 5(0.5)
German 13(0.52) 10 (0.65) 3(0.3)
Surinamese 26 (1.04) 18 (1.17) 8(0.8)
Moroccan 35(1.40) 15 (0.98) 20(2.1)
Turkish 48(1.93) 21(1.37) 27 (2.8)
Other 131 (5.25) 85 (5.53) 46 (4.8)
Alcohol use, n (%)
Never drinkers 664 (26.63) 459 (29.84) 205 (21.5) 212 <.001 07 .39
Binge drinkers 1271 (50.98) 724 (47.07) 547 (57.3) 245 <001 36 .06
Binge drinking occa- 2.2(4.0) 20(4.2 2.4 (3.8) 251 .01 118 .24
sions, mean (SD)
Weekly alcohol use, 3.9(8.8) 32(8.1) 5.0 (9.6) 4.96 <001 217 .03

mean (SD)
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Figure 2. Flowchart describing the dropout of participants.
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Costs

Table 2 shows that the total health care costs per adolescent
werelower intheintervention group (€85.65) than in the control
group (€124.49). This difference can largely be explained by
the difference in costs for reported hospital stays. However,
costs of ICBs (€162.68) and substance use (€36.30) were higher
intheintervention group thanin the control group (€112.61 and
€24.64, respectively). The difference in mean costs for court
proceedings is noticeable and explains much of the difference

http://www.jmir.org/2016/4/e93/
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in ICB-related costs. Large differences in specific costs were
caused by outliers in either the intervention or the CAU arm.
As indicated previously, sensitivity analyses were conducted
without these outliers. When the intervention costs were
included both from the health care and societal perspective,
costswere higher in theintervention group. Thezscorefor each
cost category was positive and higher than the reference value
of 1.96 [44], indicating that costs were skewed and tailed to the
right (Table 2).
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Table 2. Mean and bootstrapped median costs per adolescent measured at T1 covering a4-month period between TO and T1 (€, 2014) and z scores per

cost category.
Skewness (z
Type of costs Intervention group (€) Control group (€) score)b
Mean (SD) Median (62)2 Mean (SD) Median (62)2
Intervention costs 53.00 (0.00) 53.00 (0.00)
Health care costs
General practitioner 25.42 (3.39) 25.22 (11.49) 23.84 (4.36) 23.50 (11.49) 73.44
Emergency care 10.16 (3.14) 10.06 (9.86) 8.08 (3.74) 7.65 (13.99) 97.98
Hospital stays 27.22 (12.38) 26.88 (135.26) 67.90 (58.94) 66.98 (3473.92) 258.45
Ambulance rides 7.34 (2.95) 6.74 (8.70) 9.37 (6.18) 8.64 (38.19) 174.83
Mental health care 16.07 (6.37) 15.59 (40.58) 14.16 (5.72) 13.78 (32.7) 115.83
Total health care costs 85.65 (20.62) 84.89 (425.18) 124.49 (67.91)  120.38 (4611.76) 229.86
Total health care perspective 139.16 (20.77)  138.04 (431.39) 12745 (68.64)  122.12 (4711.45) 229.09
Educational sector costs
School absentesism 51.88 (7.13) 51.44 (50.84) 66.77 (11.03) 65.74 (121.66) 76.31
Attendance officer 0.03 (0.03) 0.04 (0.00) 2.53 (2.16) 2.40 (4.67) 272.90
Total educational sector costs 51.52 (7.16) 51.17 (51.27) 69.30 (11.35) 68.37 (128.82) 74.60
Labor and social security costs
Work absenteeism 9.67 (3.49) 9.20 (12.18) 6.03 (1.41) 6.01 (1.99) 140.85
Total labor and social security costs 9.63 (3.39) 9.30 (11.49) 6.09 (1.40) 6.01 (1.96) 140.85
Household and leisure costs
Failureto perform household activities  8.58 (3.01) 8.31 (9.06) 10.92 (3.39) 10.74 (11.49) 98.06
Failure to perform other activities 25.77 (13.20) 24.67 (174.24) 8.17 (1.60) 8.02 (2.56) 182.19
Youth and family center 0.00 (0.00) 0.00 (0.00) 0.33(0.34) 0.33(0.12) 282.45
Family care 1.26 (1.27) 1.49 (1.61) 0.18 (0.18) 0.19 (0.03) 270.73
Total household and |eisure costs 35.38 (14.80) 33.55 (219.04) 19.23 (4.21) 18.81 (17.72) 163.43
Criminal justice system costs
Police services 4.68 (2.61) 4.45 (6.81) 6.67 (2.50) 6.47 (6.25) 126.44
Youth police services 1.58(1.72) 1.91 (2.96) 0.28 (0.20) 0.28 (0.04) 277.89
Court proceedings 55.10 (34.45) 50.92 (1186.80) 9.95 (7.39) 10.15 (54.61) 197.40
Child protection services 0.29 (0.31) 0.36 (0.10) 0.68 (0.72) 0.72 (0.52) 227.11
Child health protection services 3.13(3.73) 4.06 (13.91) 0.46 (0.45) 0.48 (0.20) 277.12
Total criminal justice system costs 66.32 (38.43) 61.51 (1476.86) 18.77 (9.79) 17.40 (95.84) 182.55
Total intersectoral costs 162.68 (41.85)  158.61 (1751.42) 112.61(18.83)  111.26 (354.57) 124.84
Substance use costs
Cigarettes 30.68 (6.25) 30.46 (39.06) 18.82 (3.94) 18.82 (15.52) 48.86
Soft drugs 4.30 (1.95) 4.00 (3.80) 5.44 (3.01) 5.12 (9.06) 153.72
Hard drugs 1.15 (1.08) 1.32 (1.17) 0.20 (0.11) 0.19 (0.01) 275.97
Total costs of substance use 36.30 (7.58) 36.09 (57.46) 24.64 (5.85) 24.30 (34.22) 61.42
Total societal perspective 336.45(53.31)  331.41(2841.96) 26352 (70.70)  255.75 (4998.49) 135.60

@The presented median cost isthe 5ot percentile of 1000 bootstrap replications.
b The z score for each cost category is positive and higher than the reference value of 1.96 [44)] indicating that costs were skewed and tailed to the right.
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Incremental Costs

Table 3 shows costs per condition. Note that these meansdlightly
differ from the costs presented in Table 2, for costsin Table 2
are bootstrapped means, whereas costs in Table 3 are means
drawn from raw data. For both perspectives, costs were higher

Drost et al

in the intervention condition. The incremental costs (ie, the
differencein mean costs per adol escent between theintervention
and control condition) varied per perspective, namely €13.76
from the health care perspective and €74.03 from the societal
perspective.

Table 3. Summary statistics for the base case sensitivity cost-effectiveness bootstrap analyses.

Perspective® and condition Costs (€)° Effect® ICER®  NE NW (inferior)  SW SW (dominant)
Base case analyses

Weekly alcohol use

Health care

Control (n=303) 125.32 -151

Intervention (n=387) 139.08 -0.78 40 55% 10% 6% 30%
Societal

Control (n=303) 262.68 -151

Intervention (n=387) 336.71 -0.78 62 60% 14% 3% 23%
Binge drinking occasions

Health care

Control (n=303) 125.32 -0.33

Intervention (n=387) 139.08 0.16 79 60% 4% 2% 34%
Societal

Control (n=303) 262.68 -0.33

Intervention (n=387) 336.71 0.16 144 69% 5% 1% 25%
Sensitivity analyses excluding out-

liers

Weekly alcohol use

Health care

Control (n=302) 59.47 -1.55

Intervention (n=387) 139.08 -0.78 72 82% 17% 0% 1%
Societal

Control (n=302) 193.85 -1.55

Intervention (n=384) 269.19 —0.66 67 80% 12% 1% 7%
Bingedrinking occasions

Health care

Control (n=302) 59.47 -0.33

Intervention (n=387) 139.08 0.16 140 93% 6% 0% 1%
Societal

Control (n=302) 193.85 -0.33

Intervention (n=384) 269.19 0.21 124 87% 4% 0% 9%

aBootstrap analyses were conducted from two perspectives: the health care perspective and the societal perspective.
b Mean costs per adolescent at 2014 prices.
€ Reduction in per week alcohol use or binge drinking occasions between TO and T1, with negative valuesindicating an increase at T1 compared to TO.
4 The presented ICER isthe 5ot percentile of 5000 bootstrap replications of the ICER.

Incremental Effects
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in reducing the weekly use of acohol and number of binge
drinking occasions. At T1, adolescentsin the control condition

Table 3 showsthe effects per condition. In comparison withthe  drank amean 1.51 glasses of alcohol per week more than at TO.
control condition, the intervention was incrementally effective

In the intervention condition, there was an increase of 0.78
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glasses, resulting in a mean incremental effect of 0.73 glasses
per week. Furthermore, in the control condition, there was an
increase of 0.33 binge drinking occasions. In the intervention
condition, there was a decrease of 0.16, resulting in a mean
incremental effect of 0.49 binge drinking occasions per 30 days.
For both outcome measures, this did not change with
perspective; a change of perspective within the base case
scenario stipulated only a change in costs.

Incremental Cost-Effectiveness Ratios

From both perspectives, the mean costs were higher for the
i ntervention condition in comparison with the control condition.
Since the intervention was more effective than CAU on both
outcome measures, this resulted in positive ICERs (Table 3).
However, ICERs differed for both perspectives, namely €40
and €79 from the health care perspective, and €62 and €144
from the societal perspective per incremental reduction of one
glass of alcohol per week and binge drinking occasion per 30
days, respectively.

The cost-effectiveness planes (Figures 3 and 4, |eft side) show
differencesin distributions of the 5000 simulated | CERs across
the four quadrants between the CEASs carried out from the two
perspectives. Corresponding with the median | CERs presented
in Table 3, the mgjority of smulated ICERSs for all base case
analyses are located in the NE quadrant. However, the
distribution of the simulated | CERs among the quadrants differs
between the perspectives. Notable is the shift of the cloud of
| CERs toward the SE quadrant in the analysis carried out from
the health care perspective (ie, 30% for weekly alcohol use and
34% for binge drinking occasions) in comparison to the analyses
carried out from the societal perspective (ie, 23% and 25%,
respectively).

The preceding percentages equal the probabilities of the
intervention being cost-effective at a WTP max of €0 in the
CEACs (Figures 3 and 4, right side). These results show that

http://www.jmir.org/2016/4/e93/
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for low WTPthresholdsthe probability of theintervention being
cost-effective over the control intervention is higher from a
health care perspective than it is from the societal perspective.
For all base case analyses, the vast majority of simulated
incremental effects were in the NE quadrant; therefore, these
probabilities increase to approximately 80% when the WTP
max increases. The probabilities of the intervention being
cost-effective do not differ much between the two perspectives
for WTP thresholds greater than €500 (Figures 3 and 4, right
side).

Sensitivity and Subgroup Analyses

The results of the sensitivity analyses (ie, excluding cost
outliers) attest to the robustness of the base case analyses (Table
3). From the societal perspective, ICERs were close to similar.
From the health care perspective, ICERSs increased and were
higher than those of the societal perspective. However, as for
the base case analyses, the probability of theintervention being
cost-effective remained dependent on the WTP max. Theresults
of the analyses conducted from asocietal perspective minusthe
costs of drugs and cigarette use were similar to the results of
the analyses conducted in which these costs were included
(Figures 3 and 4).

Subgroup analyses showed, from both the health care and the
societal perspective, and for both outcome measures, that the
intervention was cost-effective for the older adolescents and
those at a lower educational level (Tables 4 and 5). From a
health care perspective, it was found to be cost-effective for the
male and nonreligious adolescent subgroups as well. The
intervention was not cost-effective for those with a non-Dutch
ethnicity or for female adolescents for the weekly acohol use
outcome measure. For all other subgroups, |CERswere positive,
meaning the intervention was cost-effective depending on the
WTP max. The corresponding cost-effectiveness planes and
CEACsof all subgroup analyses can be obtained in Multimedia
Appendices 2 and 3.

JMed Internet Res 2016 | vol. 18 | iss. 4 [€93 | p.240
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH Drost et a

Figure 3. Cogt-effectiveness planes (left side) and corresponding CEACs (right side) of the economic evaluations based on the weekly alcohol use
outcome measure, which were conducted from the health care perspective (upper), societal perspective including drugs and cigarette use (middle), and
societal perspective excluding drugs and cigarette use (lower).
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Figure4. Cost-effectiveness planes (Ieft side) and corresponding CEACSs (right side) of the economi ¢ eval uations based on the binge drinking occasions
outcome measure, which were conducted from the health care perspective (upper), societal perspective including drugs and cigarette use (middle), and
societal perspective excluding drugs and cigarette use (lower).
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Table4. Summary statistics for the subgroup sensitivity cost-effectiveness bootstrap analyses based on the weekly alcohol use outcome measure.

NW (inferi-
Perspective® and condition Costs (€)°  Effect®  ICERY NE or) SwW SE (dominant)
Gender subgroups
Male
Health care
Control (n=162) 193.96 -2.19
Intervention (n=147) 164.53 -0.80 Dominant 43% 2% 3% 52%
Societal
Control (n=162) 337.21 -2.19
Intervention (n=147) 352.43 -0.80 21 56% 3% 2% 39%
Female
Health care
Control (n=141) 46.46 -0.73
Intervention (n=240) 123.48 -0.77 Inferior 48% 52% 0% 0%
Societal
Control (n=141) 177.04 -0.73
Intervention (n=240) 327.09 -0.77 Inferior 46% 52% 1% 1%
Age subgroups
Younger adolescents (15-16 years)
Health care
Control (n=200) 50.05 -1.24
Intervention (n=281) 145.79 -0.73 108 80% 20% 0% 0%
Societal
Control (n=200) 177.07 -1.24
Intervention (n=281) 334.90 -0.73 149 77% 20% 0% 3%
Older adolescents (=17 years)
Health care
Control (n=103) 271.48 -2.03
Intervention (n=106) 121.27 -0.92 Dominant 28% 5% 11% 56%
Societal
Control (n=103) 428.90 -2.03
Intervention (n=106) 341.53 -0.92 Dominant 32% 7% 10% 51%
Educational level subgroups
Low
Health care
Control (n=98) 263.02 -2.20
Intervention (n=91) 117.35 -0.60 Dominant 31% 4% 7% 58%
Societal
Control (n=98) 435.78 -2.20
Intervention (n=91) 282.38 -0.60 Dominant 26% 1% 8% 63%
High
Health care
Control (n=205) 59.50 -1.18
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NW (inferi-
Perspective® and condition Costs (€)°  Effect®  ICERY NE or) sSwW SE (dominant)
Intervention (n=296) 145.76 -0.83 102 73% 26% 0% 1%
Societal
Control (n=205) 179.93 -1.18
Intervention (n=296) 353.42 -0.83 172 70% 28% 0% 1%
Religion subgroups
Religion
Health care
Control (n=97) 46.91 -2.05
Intervention (n=181) 148.11 -0.71 66 92% 8% 0% 0%
Societal
Control (n=97) 155.80 -2.05
Intervention (n=181) 336.35 -0.71 110 90% 9% 0% 1%
Noreligion
Health care
Control (n=206) 162.24 -1.25
Intervention (n=206) 131.13 -0.84 Dominant 37% 14% 13% 3%
Societal
Control (n=206) 313.00 -1.25
Intervention (n=206) 337.04 -0.84 5 42% 19% 8% 31%
Ethnicity subgroups
Dutch
Health care
Control (n=278) 128.83 -1.65
Intervention (n=356) 136.90 -0.84 36 53% 8% 5% 34%
Societal
Control (n=278) 262.96 -1.65
Intervention (n=356) 334.67 -0.84 57 60% 11% 3% 26%
Other
Health care
Control (n=25) 86.35 0.08
Intervention (n=31) 164.09 -0.10 Inferior 32% 51% 4% 13%
Societal
Control (n=25) 259.53 0.08
Intervention (n=31) 360.20 -0.10 Inferior 23% 49% 7% 21%

8Bootstrap analyses were conducted from two perspectives: the health care perspective and the societal perspective.
b Costs per adolescent at 2014 prices.
¢ Reduction in per week alcohol use between T0 and T1, with negative values indicating an increase at T1 compared to TO.

4 The presented ICER is the 50t percentile of 5000 bootstrap replications of the ICER.When an ICER is negative, then it is labeled as being either
“dominant” (suggesting that the intervention is both more effective and less costly than CAU) or “inferior” (suggesting that the intervention is both less
effective and more costly than CAU).

http://www.jmir.org/2016/4/€93/ JMed Internet Res 2016 | vol. 18 | iss. 4 [e93 | p.244
(page number not for citation purposes)

RenderX


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

JOURNAL OF MEDICAL INTERNET RESEARCH Drost et a

Table5. Summary statistics for the subgroup sensitivity cost-effectiveness bootstrap analyses based on the binge drinking occasions outcome measure.

NW (inferi-
Perspective® and condition Costs (€)°  Effect®  ICERY NE or) SwW SE (dominant)
Gender subgroups
Male
Health care
Control (n=162) 193.96 -0.57
Intervention (n=147) 164.53 0.08 Dominant  44% 1% 1% 54%
Societal
Control (n=162) 337.21 -0.57
Intervention (n=147) 352.43 0.08 46 57% 1% 1% 42%
Female
Health care
Control (n=141) 46.46 -0.04
Intervention (n=240) 123.48 021 179 81% 19% 0% 0%
Societal
Control (n=141) 177.04 -0.04
Intervention (n=240) 327.09 0.21 291 78% 19% 0% 2%
Age subgroups
Younger adolescents (15-16 years)
Health care
Control (n=200) 50.05 -0.26
Intervention (n=281) 145.79 0.13 276 71% 29% 0% 0%
Societal
Control (n=200) 177.07 -0.26
Intervention (n=281) 334.90 0.13 343 68% 29% 1% 2%
Older adolescents (=17 years)
Health care
Control (n=103) 271.48 -0.45
Intervention (n=106) 121.27 0.94 Dominant  31% 0% 0% 68%
Societal
Control (n=103) 428.90 -0.45
Intervention (n=106) 341.53 0.94 Dominant  39% 0% 0% 60%
Educational level subgroups
Low
Health care
Control (n=98) 263.02 -0.53
Intervention (n=91) 117.35 1.04 Dominant  35% 0% 0% 64%
Societal
Control (n=98) 435.78 -0.53
Intervention (n=91) 282.38 1.04 Dominant  30% 0% 0% 70%
High
Health care
Control (n=205) 59.50 -0.23
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NW (inferi-
Perspective® and condition Costs (€)°  Effect®  ICERY NE or) SwW SE (dominant)
Intervention (n=296) 145.76 -0.10 231 69% 30% 0% 1%
Societal
Control (n=205) 179.93 -0.23
Intervention (n=296) 353.42 -0.10 435 69% 29% 0% 1%
Religion subgroups
Religion
Health care
Control (n=97) 46.91 -0.34
Intervention (n=181) 148.11 0.32 148 96% 4% 0% 0%
Societal
Control (n=97) 155.80 -0.34
Intervention (n=181) 336.35 0.32 256 95% 4% 0% 1%
Noreligion
Health care
Control (n=206) 162.24 -0.32
Intervention (n=206) 131.13 0.02 Dominant  43% 7% 6% 45%
Societal
Control (n=206) 313.00 -0.32
Intervention (n=206) 337.04 0.02 47 50% 8% 4% 37%
Ethnicity subgroups
Dutch
Health care
Control (n=278) 128.83 -0.36
Intervention (n=356) 136.90 0.18 71 59% 3% 2% 3%
Societal
Control (n=278) 262.96 -0.36
Intervention (n=356) 334.67 0.18 139 69% 4% 1% 26%
Other
Health care
Control (n=25) 86.35 0.00
Intervention (n=31) 164.09 0.03 Inferior 36% 48% 3% 13%
Societal
Control (n=25) 259.53 0.00
Intervention (n=31) 360.20 0.03 Inferior 24% 48% 4% 24%

8Bootstrap analyses were conducted from two perspectives: the health care perspective and the societal perspective.
b Costs per adolescent at 2014 prices.
¢ Reduction in per week alcohol use between T0 and T1, with negative values indicating an increase at T1 compared to TO.

4 The presented ICER is the 50t percentile of 5000 bootstrap replications of the ICER.When an ICER is negative, then it is labeled as being either
“dominant” (suggesting that the intervention is both more effective and less costly than CAU) or “inferior” (suggesting that the intervention is both less
effective and more costly than CAU).
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Discussion

Principal Results

To the best of our knowledge, this was the first
cost-effectiveness analysis of a Web-based intervention
conducted from both the health care and societal perspective
that also incorporated the possible impact of ICBs on the
cost-effectiveness results. From both ahealth care and a societal
perspective, our study showstheintervention wasincrementally
more effective and more costly than CAU. This counts for both
the analyses in which the weekly alcohol use outcome measure
was incorporated and the analyses based on the binge drinking
0Ccasions outcome measure.

Although the intervention was incrementally effective in
targeting weekly acohol use, there was an increase in the
number of glasses of alcohol between TO and T1 in both arms
of thetrial. This can be explained based on the estimation that
approximately one-third of the study sample had his or her
birthday during this 4-month period between TO and T1, of
which some reached the legal drinking age of 18 years.
Furthermore, all adolescentsin the sample aged 4 months, which
increased the chance of them starting to drink or drink more.
This is also true for the younger Dutch adolescents because
many start drinking beforethelegal drinking age [45]. However,
contrary to weekly alcohol use, the number of binge drinking
occasions did not increase in the intervention arm; a small
decrease of a mean 0.16 hinge drinking occasions was noticed
compared to an increase of a mean 0.33 in the CAU arm.
Therefore, relative to the overall alcohol intake and compared
to CAU, it can tentatively be concluded that adolescentsin the
intervention arm became less irresponsible about drinking.

Our research aso shows that the inclusion of ICBs in the
economic evaluation impacted the cost-effectiveness results of
the analysis, especialy for certain subgroups. From a health
care perspective, the intervention is cost-effective for the male,
lower education, older adolescent, and nonreligious subgroups.
However, from a societal perspective (which includes ICBs),
the intervention is clearly cost-effective only for the lower
education and older adolescent subgroups.

Theinferiority of the intervention for certain subgroups could,
among other reasons, partly be explained based on the finding
that the baseline consumption for these subgroups wasrelatively
low compared to that of their counterparts. For example, the
baseline mean weekly acohol use in the female subgroup was
1.49 glasses (SD 3.57) compared to weekly mean 4.18 glasses
(SD 8.42) in the male subgroup. In so far as the following can
be concluded based on an analysis of the smallest subgroup
(n=56), this also goes for the non-Dutch subgroup (mean 2.16,
SD 5.00 glasses and mean 1.21, SD 2.44 binge drinking
occasions) versus the Dutch subgroup (mean 2.74, SD 6.48
glasses and mean 1.64, SD 2.77 binge drinking occasions). In
these subgroups, there was less effect to be gained.
Consequently, this could be related to the possibility of these
adol escents not identifying themselves as being part of thetarget
group of, and being affected by, the intervention.

http://www.jmir.org/2016/4/e93/
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Strengthsand Limitations

Some of the strengths of thisstudy areitsrelatively large sample
size and its randomized design. The cluster randomization at
the school level minimized the risk of contamination between
the study conditions. Furthermore, the large heterogenic study
sample was a good representation of the Dutch adolescent
school-going population and allowed for subgroup analyses on
multiple background variables.

The use of a societal perspective along with a heath care
perspective was a major strength of this study. The societal
perspective is argued to be dominant over other perspectives
[46-48]. This is because of, but not restricted to, health
economics foundations in welfare economics, which means
that an economic evaluation should include the impact of an
intervention on the whole society [46]. However, not only the
choice of perspective, but also the way this was implemented
inthe study design, can be considered amajor strength. Because
the study population consisted of school-going adolescents,
limiting the societal perspective to including merely labor
productivity costswould not have properly reflected thisimpact.
For this study, the results show that labor productivity costs
make up just a small part of the total costs of ICBs (Table 2).
By including costs within the educational sector and criminal
justice system, we managed to provide a better reflection of the
economic impact of thisintervention on society.

Apart from these strengths, the findings of this study need to
be placed in the context of the study’s limitations. First, both
at TOand T1, the composition of adolescentsintheintervention
condition was significantly different from that of the control
condition for various characteristics, including gender,
educational level, and religion. This might have been caused
by (1) the cluster RCT design instead of randomization at the
individual level and/or (2) the large dropout before the baseline
assessment within the control condition in comparison with the
intervention condition. Although the results of the regression
analysis showed arelationship between some of the background
variables and the outcome measures, uncertainty around the
| CERs that were calculated in the base case analyses was dealt
with through various strategies. The sensitivity analyses attest
to therobustness of thefindings. Furthermore, the heterogeneity
of the sample was addressed extensively by calculating ICERS
and conducting bootstrap analyses for all subgroups based on
all background variables.

Second, the follow-up period of this CEA (ie, 4 months) might
beregarded as short. Costsand (health) benefitsthat fall beyond
these 4 months were not assessed. Future studies, including
additional follow-up measures and cost-effectiveness modeling,
could be interesting. Other studies have shown that the
cumulative cost savings in the life span of health promotion
interventions for adol escents could be high [49].

Third, the authors decided not to further modify the original
dataset by imputation and restricted the analysis to complete
cases. A missing completely at random anaysis (MCAR) in
SPSS version 20 based on the N=2493 sample that started at
baseline showed 71% to 72% per cost variable at TL1.
Furthermore, the missing values were not at random (P<.001).
Although this was expected considering the large dropout
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between TO and T1, the same goes for the n=757 sample that
started follow-up (P<.001). Given the nonnormality of cost
variables, the nonrandomness of missing values, and the large
dropout as is common in many Web-based interventions
[19,50-55], it was concluded that additional imputation would
have manipulated the original dataset too much. This counts
for both the basic imputation methods, such as expectation
maximization and last observation carried forward, as well as
for the more advanced methods, such as Markov chain Monte
Carlo technique with predictive mean matching [56]. As for
imputation strategies, the chosen strategy might have led to
biased results. Nevertheless, the alternative of replacing more
than 70% of the values, which would have been needed in this
study, would have increased the risk of atype Il error [51].
Imputation would have resulted in an increased chance of
underestimating the intervention's effectiveness and an
unrealistic representation of costs.

Fourth, measurements were based on self-reports, which could
have |ed to an underestimation of service use, alcohol use, and
use of other goodsin comparison with daily diaries[24,57]. As
for any measurement based on recalling services or goods used,
thisis because of forgetting [17]. However, in this study, recall
periods were kept short. For example, respondents were asked
for their alcohol use in the previous week and not in a typical
week. Furthermore, the recall period for the cost measurement
guestions was only 4 months. In addition, because the groups
were randomized, this underestimation is likely to be equally
distributed among theintervention and control group. Therefore,
itisunlikely that the ICERs were affected.

Finally, within the setting of this study, respondents were free
to fill in the answers themselves during the measurements. As
mentioned earlier, limits needed to be set to exclude respondents
who provided unredlistic answers. The choice made by the
authorsto exclude whole cases might have affected the outcomes
of the analysis. However, this choice isjustifiable based on the
finding that the vast mgjority of unrealistic answers were not
even close to the limits set by the authors and were far higher
than the credible range. For example, there were seven
respondents who claimed to have spent more than 200 nights
in a hospital bed in the previous 4 months, of which three said
to have spent more than 200,000. The 27 adolescentsat T1 who
filled in unrealistic answers (only 3.6% of the n=757 sample
that started follow-up) had amean 2.9 unrealistic answers. Based
on the data, it was clear that the vast majority of these 27
adolescents did this deliberately and systematically. Although
the outcome of the analyses might have been affected by the
limits that were set by the authors, these limits were carefully
considered, discussed, and decided apriori to the analyses. This
was done to minimize the chance of biased results. Furthermore,
the impact of cost outliers on the outcomes of the base case
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analyses has been covered in sensitivity analysesin which cost
outliers were excluded.

Recommendations

Computer-tail ored feedback can be a cost-effective way to target
alcohol use and binge drinking among adolescents. In the
Netherlands, despite the Dutch government’s change of policy
to reduce the minimum legal drinking age, 33.4% of Dutch
adolescents were drinkers in 2014 [45]. This is because in
practice drinking rules are set not only by Dutch law, but also
by parents or caregivers and alcoholic beverages can easily be
obtained via family and friends. Therefore, effective and
cost-effective interventions targeting adolescent drinking
behavior are still very much needed. The high dissemination
capabilities of the Alcoholic Alert intervention, combined with
itssolid basisin the I-Change model and low intervention costs
could make it an interesting investment for reducing alcohol
use among adolescents.

Because the cost-effectiveness for the whole sample is
dependent on the WTP max per effect, it is difficult to make
strong recommendations on whether the intervention should be
implemented from an economic point of view. Contrary to the
generic outcome measure quality-adjusted life year (QALY)
[58,59], and asis common for the majority of specific outcome
measures, no guidelines are available that provide a reference
cost-effectiveness threshold for reducing the consumption of
alcohol. However, the CEACs provide decision supportive
infformation because these provide cost-effectiveness
probabilities for awide range of hypothetical thresholds for all
analyses. These also show that, from both the health care and
the societal perspective, the intervention is cost-effective for
older adolescents and for those at a lower educationa level,
regardless of which threshold is set. From a health economic
viewpoint, it is recommended that these specific groups be
targeted. When adopting a health care perspective, the same
goes for the male and nonreligious adolescent subgroups.

In general, policy makers should be aware of the impact of the
perspective chosen for the analysis on its outcomes. Omitting
ICBs could negatively affect the reliability and informative
value of analysesthat are conducted from asocietal perspective.
Therefore, it is recommended that researchers should carefully
make apriori considerationson the coststo beincluded because
leaving out important costs could lead to biased results [60].
Finally, as in this study, high attrition rates could affect the
outcomes of CEASs. High attrition rates are common in eHealth
interventions [61,62]. It is recommended that more research
should be conducted on adherence to eHealth interventions and
that these interventions be implemented in practice, thus
increasing their effectiveness, cost-effectiveness, and impact
on public health.
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Abstract

Background: Digital maturity is the extent to which digital technologies are used as enablers to deliver a high-quality health
service. Extensive literature exists about how to assess the components of digital maturity, but it has not been used to design a
comprehensive framework for evaluation. Consequently, the measurement systems that do exist are limited to evaluating digital
programs within one service or care setting, meaning that digital maturity evaluation is not accounting for the needs of patients
acrosstheir care pathways.

Objective: The objective of our study was to identify the best methods and metrics for evaluating digital maturity and to create
anovel, evidence-based tool for evaluating digital maturity across patient care pathways.

Methods: We systematically reviewed the literature to find the best methods and metrics for evaluating digital maturity. We
searched the PubM ed database for all papers relevant to digital maturity evaluation. Papers were selected if they provided insight
into how to appraise digital systems within the health service and if they indicated the factors that constitute or facilitate digital
maturity. Paperswere analyzed to identify methodology for evaluating digital maturity and indicators of digitally mature systems.
We then used the resulting information about methodology to design an evaluation framework. Following that, the indicators of
digital maturity were extracted and grouped into increasing level s of maturity and operationalized as metrics within the evaluation
framework.

Results: We identified 28 papers as relevant to evaluating digital maturity, from which we derived 5 themes. The first theme
concerned general evaluation methodol ogy for constructing the framework (7 papers). The following 4 themeswere theincreasing
levels of digital maturity: resources and ability (6 papers), usage (7 papers), interoperability (3 papers), and impact (5 papers).
The framework includes metrics for each of these levels at each stage of the typical patient care pathway.

Conclusions: The framework uses a patient-centric model that departs from traditional service-specific measurements and
allows for novel insights into how digital programs benefit patients across the health system.

Trial Registration: N/A

(J Med Internet Res 2016;18(4):€75) doi:10.2196/jmir.5047
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Introduction

Digital technologies are transforming health services by
providing new mechanisms for accessing personal medical
records, submitting incident reports, and communicating across
care settings. In England, the government has placed the role
of these technologies high on the agenda by setting a 3-year
target for afully paperless National Health Service (NHS). The
NHSFive Year Forward View, which setsthe strategic direction
for the health servicein England, focuses heavily onimproving
NHSdigital technology with theaim of integrating all electronic
medical records (EMRs) [1]. Furthermore, the continuing
ambition of integrating health and social carerelies on connected
information technology (I'T) systems. Amid thispolitical climate
and the influx of digital technologies, the potential for
improvement is vast and certainly not limited to service
operations; there is also scope to significantly improve the
patient experience. There is an opportunity to depart from
traditional service arrangements, overcome geographical
boundaries, and even reconfigure services around the patients
and their needs by harnessing digital technologies. However,
these are not automatic byproducts of augmented I T programs.
Like any care intervention, digital technologies need to be
rigorously evaluated and monitored to ensure they operate in
the way they are intended and cultivate a better experience
across patient pathways. To conduct constructive appraisals, an
evaluation framework is needed to make sure each factor that
influences a digital system’s success is captured.

Digital maturity—the extent to which digital technologies are
used as enablersto deliver a high-quality health service—isan
emerging concept across developed health care systems, and
there is no established measurement that accounts for all of its
intricacies[2]. The adoption of digital solutionsfor EMRsacross
care services in Canada (facilitated by the Canada Health
Infoway) provides existing examples of digital systems that
have achieved a high level of maturity. However, the discourse
surrounding digital maturity is dominated by ideas for its
potential to improve servicesin the future. For instance, digital
maturity is extensively cited as an aspirational goal necessary
to join IT systems across care settings in order to effectively
integrate health and social care services[3].

Exampleframeworksfor eval uation from the health sector often
focus on the operational benefitsthat individual servicesreceive
from digital technologies [4-6]. However, digital maturity is
not about the success of one technological system and the
benefits to one service's particul ar stakeholders; rather, itisthe
advancement of the entire health service. To improve patient
experience across care pathways, digital maturity must be
measured in a way that addresses all the intersections it has
across care settings and must be conceptualized in a way that
dissolves the entrenched, service-specific standard for how
digital systems are assessed.

The aim of our study was to propose a novel framework for
evaluating digital maturity based on these principles. We
summarized the existing evidence about how best to evaluate
digital maturity and its component parts, and the merits of
current digital maturity evaluations. Moreover, we synthesized
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evidence around what should be reflected in evaluations and
developed a new framework capable of measuring digital
maturity across the patient pathway and presenting it as a
patient-centric, sectorwide achievement.

Theory of Digital Maturity

The concept of digital maturity originated in the field of public
serviceimprovement. As more government servicesbecame | T
enabled, they did soin siloes, meaning asingle user (the citizen)
would have to attempt to access information or obtain services
from several different departments. Although the term digital
maturity was not used at the time, the framework proposed by
Layneand Leein 2001 had 4 stages of integration to bring about
citizen-centric e-government [7]. Their framework demonstrates
that at its most mature level e-government represents the
advancements and interworking of an entirefield for the citizen;
in health care this would be trandated into the advancement of
an entire field respectful of the way patients experience care.

Digital maturity builds on existing evidence about digital
literacy. In healthcare this can primarily be captured in the idea
of eHeadlth literacy or the ability of people to use information
and communi cations technologies to improve or enable health
care [8]. For health systems to support advancement of digital
maturity, staff must be digitaly literate and help patients
improve their digital literacy. It isimportant to note, however,
that while digital literacy can facilitate digital maturity, digital
maturity should also be responsive to the whole patient
population and account for their needs regardless of their digital
literacy.

Gottschalk [9] and colleagues research moved beyond the
concept of usability and linked the concept of maturity to greater
interoperability. Their research posited atrajectory for how the
content of interoperability tends to evolve—or mature—over
time from the simplest level to more advanced, more integrated
levels organized around the citizen. Because of the shift to
organi ze services around the citizen, organizations would need
to be increasingly interoperable, not just in terms of technical
issues, but also in realizing benefits and setting goals. Thisis
also mirrored in the health service asit becomes moreintegrated
andindividual servicesarerequired to communicate effectively
across the patient pathway.

According to this research, digital maturity encompasses not
only the resources and ability to use a system, but also how
interoperable it is with other systems and ultimately its impact
on the public. To understand how these aspects of digital
maturity can be measured in the health service, a substantial
body of literature provides guidance on how to build an
evaluation framework for an information system.

Methods

Search Strategy

We searched the PubMed database for literature relevant to
constructing adigital maturity eval uation framework and reports
about the most prominent international examples of existing
evaluation frameworks. The search strategy for locating sources
included broad termssuch as“ evaluate” AND *“ digital maturity,”
as well as more specific terms such as “health information
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exchange” AND “evaluation.” These specific terms were
essential because, in the health service, digital maturity isusualy
misrepresented and not thought of as a universal advancement,
but rather is defined by the individual digital systems or
programs that aim to support maturity. Health information
exchanges (HIEs), while till only a part of digital maturity,
share similar goals with overall maturity in that they aim to
mobilize health care information el ectronically across systems.
Therefore, HIE was a useful proxy term for digital maturity in
thisliterature search. Wefiltered results for relevance to health
care and medicine. Finally, we intentionally made the search
strategy broad to return papers about all evaluations of digital
maturity whether they were specific to one care setting or across
care pathways. We searched the PubM ed databasefor literature
published between 1995 and 2015 using the following Boolean
search strings: (1) “evaluate” AND “digital maturity”, (2)
“monitor” AND “digital maturity”, (3) “health information

Figure 1. Literature search and review strategy flow chart.
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exchange” AND “evaluation”, “health information

exchange” AND “monitor.”

(4)

Review Strategy

Astheflow chart in Figure 1 shows, the search strategy returned
over 110 papers, but most were either irrelevant to the goals of
the review or did not provide information that contributed to a
better understanding of digital maturity evaluation. Inclusion
criteria specified that papers must be pertinent to the health
service and maintain a focus on the evaluation and some
component of digital maturity, such as HIEs. We applied
exclusion criteria if papers solely concerned the experience or
outcomes associated with digitally mature systems rather than
evaluation. Papers were also excluded if they only reported the
results of an evaluation and contained no methodological insight.
The search returned 18 peer reviewed papers, from which
snowballing techniques yielded 7 more peer reviewed papers
and 3 relevant reports, totaling 28 included sources.

Source Search Terms Exclusions Resulting Final Articles
articles & Reports
' ) 8 3 8 ' —_—
“Evaluate” AND Irrelevant: 12
“digital maturity”
pdiaiaeia Not about Total: 0
12 evaluation
L ) L methodology: O y
|
r ~ - ~ EEEE—
“Monitor” AND
digital maturity” Mot applicable Total: 0
0
\, r, A A — S
' B ey
- i )
PubMed Health Information
Exchange” AND Irrelevant: 62
“evaluation”™
Mot about Total: 18 [ Total: 28
94 evaluation
methodology: 14
'S ~\ ~ / —
“Health
Information Irrelevant: 2
Exchange”
= | aND Not about
“monitor” evaluation Total: 0
4 methodology: 3
—
\, J Duplicate: 1
3
Snowballing
Total: 10
|

Analysis and Framework Development

We analyzed the papersto draw out their contribution to digital
system evaluation. This included identifying how to evaluate
systems, what to measure, and at what point. It also included a
specific examination of how the patient perspective was
accounted for within the evaluation. For instance, thisincluded
exploring whether the evaluation methodology discussed how
to make sure a system was eval uated across the patient pathway
or if indicators of success were relevant to patients.

http://www.jmir.org/2016/4/e75/

We then used the results from the literature search and review
to construct a framework. During the analysis we drew out 5
themes (these themes and associated papers are discussed in the
Results section). We trand ated these themes into the levels of
analysis for the evaluation framework and used the indicators
within thethemes asindividual scoring pointswithin each level
of analysis (see Framework Development subsection in the
Discussion). The resulting framework is situated within a
patient-centered paradigm, meaning it measures each of the
levels at each major point along the care pathway. This is a
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departure from existing measurements of digital systems that
arerooted in the service-specific goals and are therefore limited
in their scope to provoke improvements across the whole care
pathway.

Results

We analyzed findings from the 28 papers identified in the
literature search and grouped them into 5 themes to generate
the skeleton of a new digital maturity framework: genera
evaluation methodology, resources and ability, usage,
interoperability, and impact. These are detailed in Figure 2.

The literature review confirmed the importance of measuring
digital maturity in away that accounts for its multidimensional

Figure 2. Themesfrom literature review.
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nature. The 28 papers reviewed fell into 5 distinct themes,
similar to those identified in the background about the concept
of digital maturity. The 5 themes—general evaluation
methodol ogy, resources and ability, usage, interoperability, and
impact—received varying levels of attention in the literature,
with thefinal 2 being the most limited. We discussthese themes,
and their associated indicators identified from the literature, in
detail to provide context to the development of the evaluation
framework. Acrossall of these themes most papersdid not refer
to the patient centricity of their approach but rather assumed a
service-centric approach, meaning the evaluation considered
only one or two settings of care. Although some indicated the
importance of certain indicatorsto patients, any discussion about
how the evaluation accounted for success across entire care
pathways was distinctly absent.

Theme Description Number of Authors
e . B
h ( 3 articles Irml"l & Guappone, 2007 (8)
General evaluation Cusack & Poon, 2007 (10)
. Hripcsak et al., 2007 (12)
methodology The general best practice in Hripcsak, 2007 (11)
digital maturity evaluation 7 Johnson & Gadd, 2007 (14)
methods Lilford et al., 2009 (13)
Marchibroda, 2007 (15)
> <\ !\ o B <
. r]"h bl A s ™y Ancker et al., 2014 (71
Resources & ability e resourcs:'s awr. able for a Dixon et al., 2010 (19)
system, including the Furukawa, 2013 (18)
arganizational readiness and Kruse et al., 2014 (16)
individual abilities needed to 6 Merrill et al. 2013 (9)
use a new digital system Shapiro, 2007 (17)
correctly
> < > y 1’ a r <
' 3 —_— Bossen et al., 2013 (26)
Campion, 2013 (21)
Usage The actual uptoke of o system, Delone & Mclean, 1992 (2)
or the degree to which it is Delone & Mclean, 2003 (25)
used byaraqge of_peop.‘e who 7 Lau et al., 2007 (24)
need to input into it or Shapire et al., 2008 (20)
otherwise access it Vest & Jasperson, 2012 (22)
L y \_ J . v, o
' Y - N\ ' ™
- The capability it has to
Interoperability communicate across services Eckman et al., 2007 (27)
or other operating or HIMSS, 2014 (4)
Information Technology 3 Kierkegaard et al. 2014 (28)
systems
\, Z \ s \ Z
b < "; < ~ <
F EEE— .
Bassi & Lau, 2013 (31)
Impact The impact it has in terms of COACH, 2013 i3
both outcomes for patients Kern et al., 2012 (30)
and structure, process, and 5 Kern & Kaushal, 2007 (23)
finances Vest et al, 2013 i2g9)
—
o _ \ y, L A

General Evaluation M ethodology

Many papers emphasized the multifaceted nature of digital
maturity specifically for HIEs and the deliberate way eval uations
must account for this. Similar to the depictions of digital
maturity above, not only do HIEs have many different
components, but they also take different forms and have
different capacities as they mature [10-13]. Barriers to
development, issues around leadership, and commitment are
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paramount to early-stage evauations, while stakeholder
motivations for engaging with the system are more important
asthe system advances [11]. As Hripcsak [14] noted,

An HIE project undergoesa series of steps, fromearly
conception to mature maintenance. Reviewing the
steps can uncover possible unintended and unexpected
effects.
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Following a United Hospital Fund (New York, USA) meeting
in 2006 to review the best practicefor evaluating HIE programs,
a series of research projects made inroads into a common
evaluation approach and established that their evolutionary
nature must be central to appraisals[14]. In other words, using
a rigid scoring system or a single metric to evaluate such
dynamic and fluid systemsis untenable; rather, eval uations must
use a comprehensive framework approach [15]. Although a
framework should aim to be as objective as possible,
considerable evidence suggests that mixed methods add
invaluable richness to the data and improve its ability to drive
improvement policy [11,16]. Given that assessing how much
digital maturity has improved health care quality is very
complex, an evaluation framework needsto incorporate nuanced,
qualitative feedback from staff and patients[11]. Oneinfluential
proposal for evaluating digital systems comprehensively and
incorporating mixed methods was the “smallball” approach,
which disaggregates the components of HIEs and measures
them individually across different points in time [17].
Ultimately, digital maturity and the details of operational
strategy ought to be closaly linked. Just asthere can beno single
metric for strategy evaluation, findings from the literature
explain the futility in narrowing an evaluation framework. A
narrow framework would compromiseitsability to measurethe
entirety of digital maturity across the patient pathway in
delivering on strategic health system priorities.

In addition to these evaluation strategies, the literature also
reveals that HIEs and digital maturity have a wide range of
stakehol dersto whom each of the components matter differently.
Comprehensive evaluation is not just the inclusion of a variety
of metrics, but also separate assessments of those metrics as
they pertain differently to patients, providers, and policy makers.
A framework must span care settings and produce measures
fromall servicelevels, aswell astheregional and national levels
[18].

Resources and Ability

The studies described above compel the development and use
of amultifaceted evaluation framework, and a related body of
literature suggests what metrics the framework should
incorporate. Thisresearch indicatestheimportance of including
readiness measures as away to assess the extent to which HIES
evolve within an environment conducive to their success. This
includes measures of organizations' existing technology, cultural
norms, and | eadership to provide context to system functioning
and user uptake [10].

More specifically, studies demonstrate the value of gathering
information about institutional resources and existing programs
that, if insufficient or hostile to the entrance of an HIE, hinder
the success of digital systems[19,20]. This refers to finances,
staff capacity, experience and willingness, and the existing
protocols for information exchange [21]. For instance,
inconsistent goals, project rework, and underdevel oped resources
are chronic barriersto HIE success, which should be accounted
for in the evaluation [12]. Further research explains the
importance of quantifying implementation effort when the
system is younger, and advancing into usage and then cost
metrics only as the system matures [22].
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Usage Measures

Usage can be evaluated in a variety of ways: it can be defined
as the volume of information transmitted, the duration and
specific activity of users, or simply as the number of login
sessions [23,24]. Campion and colleagues [24] used login
sessions to explore 3 communities in New York State and the
differences in usage among the various stakeholders. They
explained that one important measure is whether patient
summary data are displayed by default on logging into the
system, as this was one of the most significant predictors of
patient usage [24].

One of the largest studies about measuring HIE usage
demonstrates that usage measurements can be more robust and
meaningful when differentiated by activity during use[25]. Vest
and Jasperson [25] stratified usage into 5 classifications:
minimal usage, repetitive searching, clinical information, mixed
information, and demographic information. Thesetypes of usage
varied by the user's role. For instance, minimal usage was
highest among physicians and clinical information was highest
among nurses. This is critical to include in an evaluation
framework, as it quantifies how the system is being used and
to whom changes would be most impactful [25]. These different
types of usage, and their associations with specific roles, help
target improvement strategy and evaluate where return on
investment can be maximized.

Usahility needsto be at the forefront of design, as engendering
useisthe crux of system devel opment and, without it, indicators
at later stages of maturation might be irrelevant [26]. Some
evaluation strategies already exist to measure this area. For
instance, the information benefits evaluation framework, a
nonindustry-specific evaluation model used to evaluate HIES
in Canada, addresses usage and usage type extensively [4,27].
However, while it is appropriate for measuring usage, this
framework is not necessarily suitable for measuring digital
maturity as asectorwide advancement for patients, asit neglects
organizational, cultural, policy, and other external factors[27].
DeLone and McLean, authors of the parent system, more
recently conducted a 10-year review of the system and suggested
that arenovated system should include service quality asanew
dimension of information system success, which isintended to
enhance its applicability throughout the health service [28,29].

I nteroperability

Moving beyond usage, studies have suggested measures for
evaluating digital systems ability to communicate across
settings, asthisis central to range and depth of their impact in
an integrated, patient-centric health service. In addition to
syntactic interoperability, this also includes semantic
interoperability. Semantic interoperability, or the harmonization
of clinical terminology across care providers, settings, and
systems, is particularly important for developing a workable
exchange of information [30].

The interoperability of systems for all stakeholdersis vital to
the systems’ effectiveness in terms of achieving an apparatus
for patient centricity; however, research suggests that HIEs are
often faulty, with poor ability to communicate across service
settings and care sectors [31]. Additionally, evaluating to what
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extent HIEs are connected across geographic regionsis crucial
to appraising digital maturity in its entirety, rather than a series
of one-off exchanges of information [32].

A health care-specific model for evaluating digital systemsis
the continuity of care maturity model, which addresses the
“convergence of interoperability, information exchange, care
coordination, patient engagement and analytics’ [6]. It builds
on the EMR adoption model, a framework that helps services
benchmark their successin using EMRs. Thismodel does move
toward a whole systems approach, as it demonstrates the
importance of measuring each point along the digital maturity
continuum, from establishing electronic systems, to making
sure they are interoperable, to evaluating their effectiveness.
However, at its core it is designed to be used by individual
services to improve their digital functioning, and consequently
it has no mechanism for detecting holes in maturity in other
services or care settings that might affect overall maturity of
the system. Thisunderminesitsability to capturedigital maturity
holistically and generate improvements that will be relevant
across the patient pathway.

Impact

Moving toward impact, studies suggest that it is necessary to
depart from service-specific measures and assessimpact across
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the health carelandscape[26]. Thiscan be done by determining
how the information structure or other digital program offers
public utility [33]. Impact in terms of cost can also be evaluated
across stakeholders. Cost metrics focus on the functionalities
enabled by HIEs that save money, including HIES' ahility to
generate alerts when there are orders placed for expensive
medications or redundant laboratory orders[34]. A systematic
review of HIE cost evaluations demonstrates that cost savings
were associated with HIE useto asmall degree, but there needed
to be better, more standardized ways of measuring and reporting
cost evaluations [35].

Canada's Health Informatics Association (COACH), as Figure
3 [5] shows, reviewed 4 impact evaluations of EMR systems.
They proposed an EMR-specific evaluation framework that
progresses from serial to iterative stages. Although this
evaluation model exemplifies measuring a system across a
variety of metrics over a period of maturity, it also does not
necessarily capture digital maturity as a multiservice or whole
systems concept. Asaresult, it cannot always indicate whether
the digital system under investigation is compromised by lags
in other care settings.

Figure 3. Canadian electronic medica records (EMR) adoption and maturity model. Reproduced with permission from Canada's Health Informatics

Association (COACH) [3].

EMR Level | EMR Adoption Description
Progression | Level
0 Paper-Based Paper is the dominant means of storing, accessing, and exchanging
information
1 Basic Electronic | EMR available with basic use for practice management streamlining of
Record Keeping foundational clinical efficiency such as encounter documentation,
prescription creation and renewal, lab ordering and scanning
-] m
< &
o E 2 Clinical Established clinical processes with decision-making support at the
ﬁ e Processes individual patient level, standardization of data coding and fully
(=]
structured workflow practices.
3 Advanced Enhanced delivery and support of care from automated clinical
Disease workflow and process including a focus on outcomes to manage
Management complications and on advanced tracking for treatment adherence.
4 Integrated Care | Supports adherence to optimal standard(s) of care across/between
Wi care teams (internal/external) through integration and exchange of
E & information at the community and regional levels,
=
= 6
E 2 5 Population- Profiles (based on risks or conditions) sub-populations; measures
|: -F‘: Impact process and outcomes; provides performance feedback; supports

regional health policy planning and reporting at the jurisdictional level.
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Discussion

Limitations

Theremit of PubMed (the database we used to search for papers)
includes publications on hedth care, life sciences, and
biomedicine; while it is unlikely that PubMed excluded any
relevant sources, we could have augmented the results of the
literature review through searching in other databases. More
important, relevant sources may exist in harder-to-identify gray
literature. Furthermore, although we broadened the search terms
to be asinclusive as possible, thereis still abias toward digital
maturity for information exchange rather encompassing digital
maturity application in all aspects of service delivery

Analysis

Despite the wealth of information in the literature about how
best to evaluate the components of digital maturity, these have
not been synthesized into a digital maturity evaluation
framework. Thefirst theme, the general eval uation methodol ogy,
demonstrates a strong emphasis in the literature on digital
maturity being a multidimensional concept. Furthermore, it is
clear from the other 4 themes—resources and ability, usage
measures, interoperability, and impact—that these must all be
captured to evaluate digital maturity holistically. Equipped with
the general evaluation methodology and indicators of the 4
levels of maturity, it is necessary to establish at what level they
should be measured. The literature also exposes the range of
stakehol derswho benefit from digital maturity and the growing
need in the health service to account for each of the 4
dimensions across different points along the care pathway.

However, our analysis found no evidence in the existing
literature of attempts to evaluate digital maturity across the
entire care pathway despite the fact that this is necessary to
account for all indicators of success. The tendency of existing
evaluations, as evidenced by the information benefits
framework, the continuity of care maturity model, and the
COACH models, isthat they place the goals of aspecific service
at the center of the evaluation, or otherwise fail to capture
information about maturity across the whole system. When a
framework like thisis applied at the service level, or to assess
the maturity of asingle program within asingle service, it risks
overlooking the external issues that are most fundamental to
the success of asystem and overall digital maturity. For instance,
these models do not capture where there are resource shortages
in one setting or poor interoperability in another. Thisiscritical,
as evidence suggests substantial disparities in the quality and
use of digital technol ogies across care settings. A recent survey
(Centrefor Health Policy, Imperial College London, unpublished
data, 2015) demonstrated that IT in secondary carelagsthe I T
systemsin primary care, and that secondary care doctors do not
have accessto all necessary records from primary care. Thisis
not only because primary care records are not interoperable, but
also becausethe digital resources within secondary care are not
as advanced.

The evaluation of digital maturity should be able to map the
advances of digital systems such that they can facilitate
integrated care, better coordination, and improved patient
experience across a whole pathway. Measures produced from
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existing frameworks cannot indicate improvements that would
have a sectorwide benefit and be most meaningful to patients
who experience care as a pathway, not an individual service.
The framework proposed below is designed to measure digital
maturity as a driver of integration and improved patient
experience. It works from a paradigm with patients at the
epicenter, surrounded by their community, primary care, and
secondary careto mirror the patient pathway and measure digital
maturity acrossit.

Framewor k Development

Asopposed to current approaches, this paradigm enables anew
way of thinking about the 4 primary areas of digital maturity
across a patient pathway. Thinking about the service landscape
like this, with the goals and needs of the patient at the center,
it becomes possible to envisage new digital solutionsthat cross
the boundaries of traditional service arrangements. Our
framework for evaluating systems across al care settings
promotes more holistic quality improvement and surpasses
frameworks that assess the impact for patients in only one
portion of their pathway. We used the 5 themes we identified
in the literature review to build a comprehensive framework;
we used the general evaluation methodology theme to inform
the approach to framework construction, while we trandated
the other 4 themes into 4 levels of maturity to measure across
the patient pathway.

Theframework (Multimedia Appendix 1) presents open-ended
guestions for an evaluator to answer. The open-ended quality
isdeliberate, asit ismeant to provide astandard set of questions
but allow for nuancesto be captured. The scope for qualitative
appraisal isimportant to measure the evolving progress of digital
maturity; however, it isalso useful to apply ametric for success.
The framework operates in a user-friendly way, in that each
guestion can receive 1 point for a positive answer, meaning
each column and row will have atotal score. Evaluators can
pinpoint areasfor improvement by looking at individual negative
scores and can identify broader areas that need work through
the column and row scores. The overall score out of 58 also
provides acomprehensive score for longitudinal benchmarking.

For example, it is possible to anayze mHealth in this
framework. mHealth uses phones or tablets to collect patient
data including vita signs and general persona hedth
monitoring. mHealth technology can then be used to relay these
data to clinicians and community health workers in near real
time. Data can also be shared between health settings. If applied
well, mHealth technologies have a distinct potential for digital
maturity. Such technologies could be evaluated in the home
setting to see whether they work for the target population, are
easy to usefor all patientsin thetarget population, whether they
work with the devices patients already have and know how to
use, and whether they make a difference without an
overwhelming cost or burden. The maturity of the mHealth
technologies could then be evaluated at the community level
for data transferred to community health workers and the
primary and secondary care levels to understand its maturity
across the care pathway.

While this framework could be used to evaluate the success of
adigital systemat 1 servicelevel by isolating 1 row, the overall
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maturity score is dependent on a sectorwide patient
understanding. It highlightswhere gapsin maturity exist, which
presents an opportunity to address the specific shortcomings.
This alows subsequent improvement work to be thoroughly
patient centric, asit will beintended to support digital maturity
acrosstheir care pathway. If thereisagap in any box, asolution
can be designed that will have a ripple effect and bolster the
whole maturity score; this precipitates digital maturity along a
patient pathway, so that success in one areais not stymied by
failure in another.

Next Steps

Understanding the utility of this framework will require atrial
period of applying it in different health care contexts and
comparing scores on certain digital systems. This will help
identify whether any areas are missing from the framework.
Furthermore, it will be important to gather feedback from
evaluators to make sure that the framework is user friendly and
well received. Application of the framework has the potential
to introduce a standard approach to evaluating digital maturity
and mobilizeinternal benchmarking of digital systems’ maturity.

Conflictsof Interest
None declared.

Flott et al

Conclusion

The idea that digital maturity is a sectorwide advancement
centered on a principal group has been established in other
sectors as evidenced by the citizen-centric method of evaluation
in e-government. However, in the health sector the progression
and success of digital systems has been measured primarily
within the confines of individual services' or care settings
performance. This does not capture the entirety of digital
maturity but, more important, it does not indicate whether a
new digital system is capable of helping patients at all points
along their pathway.

In order for advancementsin digital technologiesto proliferate
patient benefit in terms of care coordination and enhanced
information, digital maturity needs to be conceptualized as a
sectorwide, patient-centric measure. Using the literature
available on theories behind how to measure the parts of digital
maturity, best practice on how to gather indicators of its
component parts, and examples of existing evaluation
frameworks, our study proposes a contemporary framework
that captures 4 key domainsof digital maturity acrossthe patient
pathway, to pinpoint how digital maturity can be most
meaningfully improved.

Multimedia Appendix 1
Digital Maturity Evaluation Framework.

[PDE File (Adobe PDF File), 39KB - jmir_v18i4e75_appl.pdf ]
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