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Abstract

Background: Self-management isan important skill for patients with diabetes, and it involves frequent monitoring of glucose
levels and behavior modification. Techniques to enhance the behavior changes of diabetic patients have been developed, such as
diabetes sel f-management education and telehealthcare. Although the patients are engaged in self-management activities, barriers
to behavior changes remain and additional work is necessary to address the impact of electronic media and telehealthcare on
patient self-care behaviors.

Objective: Theaims of this study were to (1) explore the behaviors of diabetic patients interacting with online applications, (2)
determine the impact of atelehealthcare program among 7 self-care behaviors of the patients, and (3) determine the changesin
glycosylated hemoglobin (HbA,.) levels.

Methods: A telehealthcare program was conducted to assist the patients with 7 self-care activities. The telehealthcare program
lasted for 18 months and included the use of a third-generation mobile telecommunications glucometer, an online diabetes
self-management system, and a teleconsultant service. We analyzed the data of 59 patients who participated in the tel ehealthcare
program and 103 who did not. The behavioral assessments and the HbA . data were collected and statistically analyzed to
determine whether the telehealthcare services had an impact on the patients. We divided the 18-month period into 3 6-month
intervals and analyzed the parameters of patients assisted by the tel ehealthcare service at different time points. We al so compared
the results of those who were assisted by the telehealthcare service with those who were not.

Results: There was a significant difference in monitoring blood glucose between the beginning and the end of the patient
participation (P=.046) and between the overall period and the end of patient participation (P<.001). Five behaviorswere significantly
different between the intervention and control patients: being active (P<.001), healthy eating (P<.001), taking medication (P<.001),
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healthy coping (P=.02), and problem solving (P<.001). Monitoring of blood glucose was significantly different (P=.02) during
the 6-12 month stage of patient participation between the intervention and control patients. A significant difference between the
beginning and the 6-12 month stage of patient participation was observed for the mean value of HbA . level (P=.02), and the
differences between the overall HbA ;. variability and the variability of each 6-month interval was a so significant.

Conclusions: Telehealthcare had a positive effect on diabetic patients. This study had enhanced blood glucose monitoring, and
the patients in the program showed improvements in glycemic control. The self-care behaviors affect patient outcomes, and the
changes of behavior require time to show the effects.

(J Med I nternet Res 2013;15(12):6266) doi:10.2196/jmir.2699

KEYWORDS

Internet; diabetes mellitus; telemedicine; self-care; online systems; personal health record; patient access to records

Introduction

Background

Self-management isan important skill for patientswith diabetes
mellitus [1-3], involving frequent monitoring of glucose levels
and behavior modification. The primary goa of
self-management isto monitor glucose metabolism and induce
behavioral changes to achieve better glycemic control [3,4].
However, some patients do not respond to behavior modification
and some do not have sufficient knowledge to perform
self-management [5-9]. Several techniquesto enhance self-care
behaviors for diabetic patients have been developed, such as
diabetes self-management education (DSME) and telehedlthcare.
DSME provides patients with self-management skills, supports
behavioral changes, and achieves optimal patient outcomesin
diabetes care [10-13]. Telehedthcare programs promote
preventive care, self-management, and clinical consultations
from a distance [6,7,9,14-16]. However, self-management is
challenging because it requires behavioral changes and can be
easily neglected owing to a busy lifestyle and lack of support.
Barriers remain for patients who carry out self-care tasks.
Previous studies have aso highlighted the need for additional
research to address the impact of telehealthcare and electronic
media on patient self-care behaviors[17,18].

In addition to routine DSME, patients in the present study
completed a telehealthcare program using a third-generation
mobile telecommunication (3G) glucometer, an online diabetes
self-management system, and ateleconsultant service. Theaim
of the present study was to assess how diabetic patients used
the online diabetes self-management system, determine the
impact of a telehealthcare program among the 7 self-care
behaviors, and measure the changesin glycosylated hemoglobin
(HbA ) level. The 7 sdlf-care behaviors are based on the
definition of the American Association of Diabetes Educators
7 Self-Care Behaviors (AADE?7).

Diabetes Carein Taiwan

As effective management for chronic diseases has been
established, the National Health Insurance (NHI) system of
Taiwan has acknowledged the value of disease screening and
disease management. The NHI has broadened payment for
severa disease-management programs and provided financial
incentivesfor regular diabetesfollow-up visits[19-23]. In 2001,
adiabetes pay-for-performance program, known asthe diabetes
shared care network, was implemented [24-26]. It emphasizes

http://www.jmir.org/2013/12/e266/

the value of a multidisciplinary care team to provide DSME
and regular screening to enhance self-management skills and
the early detection of complications [13].

Patients are required to return for aregular visit every 3 months
for laboratory monitoring and DSME courses. Certified diabetes
educators (CDEs) educate patients and evaluate their self-care
behaviors and skills, which is documented in their behavioral
assessments. Using past medical recordsand laboratory results,
the CDEs attempt to determine patient self-management
problems. After the patients demonstrate capability in a
behavior, the CDEs proceed to the next behavior. The CDEs
continue this process until all potential changes are made to
achieve better metabolic control. When the patients actively
provideinformation and ask questions about self-management,
the CDEs are likely to provide additional education to address
the patients’ needs. Typically, the CDEs provide education on
and evaluate 1 to 2 behaviors per visit. The number and the
distribution of the behavioral assessments are an indicator of
underlying patient problems. It is, therefore, meaningful to
explore the patterns of and changes in patient problems to
provide more adequate health care support.

Diabetes Careat National Taiwan Univer sity Hospital

In 2001, the shared care network was implemented at the
National Taiwan University Hospital (NTUH), a 2300-bed
educational medical center in Taiwan. Currently, the DSME
and assessments are documented in the disease management
information system (DM1S), developed in 2011 [27]. TheDMIS
is based on the AADEY framework and includes the following
items: hedlthy eating, being active, monitoring, taking
medication, problem solving, healthy coping, and reducing risks.
The detailed contents of the AADEY are shown in Multimedia
Appendix 1. In addition to the shared care network, a
telehealthcare program was initiated in 2011 to explore the
effectiveness of information technology interventions for
individual s with diabetes.

Telehealthcare alows for the promotion of health care services
outside the medical ingtitute. Through the combination of
information technology and commercial biosensor devices,
telehealthcare facilitates longitudinal health status monitoring
at a distance [5,14,28,29]. The effectiveness of telehealthcare
has been indicated by the industry and policymakers [29-34],
and online informatics applications have been widely adopted
in diabetes care [1,6,35-37]. It is a promising technology for
self-management and can increase patient knowledge, patient
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engagement, condition monitoring, long-term follow-ups
[1,7,8,16,38], and improved patient outcomes[15,16,38,39].

Methods

Overview

In addition to the routine care of individuals with diabetes
mellitus, this research provided a telehealthcare program and
aimed to illustrate the way patients used and interacted with the
online diabetes self-management system, the impact of a
telehealthcare program among 7 self-care skills, and changes
in patients HbA,. levels. A diabetes telehealthcare program
was conducted for 18 months, wherein patients received
assistance from an online diabetes self-management system to
record and manage their daily activities, a 3G glucometer to
monitor their glucose, and a teleconsultant service to enhance
patients self-management activities. Behavioral assessments
and HbA ;. levelswere documented in the DMIS. We compared
these parameters for those who were assisted by the
telehealthcare service (intervention group) at different time
points. We also compared the intervention group resultsto those
of patientswho did not participate in the tel ehealthcare program
(control group).

The Online Diabetes Self-M anagement System and
Teleconsultant Service

The design of the online diabetes self-management system was
based on persona health record (PHR) criteria. The PHR isa
health record in which patients health data and personal
information are recorded and maintained by the patients
themselves [40]. It is owned, controlled, and managed by the
patients [41-43], can be easily accessed, is not limited to

Chenet a

operating systems or devices [41-44], ensures interoperability
of data between diverse systems [41,42,44-47], and facilitates
easy ways of uploading information [42,43,48]. The PHR
emphasi zes patient privacy, providing adequate dataencryption
and a secured environment [38,41-44]. In addition, it improves
communication and information sharing between patients and
care providers[1,6,41-44,48].

The online diabetes self-management system was devel oped
using C# programming language and a Microsoft SQL server.
It wasintegrated with an off-the-shelf 3G glucometer [14]. The
infrastructure design of the online diabetes self-management
systemisshownin Figure 1. According to the scheme mentioned
above, each patient is assigned a unique identification and
password, which allows them to log in, edit, and manage their
information. The online diabetes self-management systemisa
Web-based system accessible on the Internet and not limited to
operating systems or devices. It adopted the continuity of care
document (CCD) standard to enhance the interoperability of
data. The 3G glucometer facilitated easy and automatic data
uploading after each measurement anywhere and combined
blood pressure, blood glucose, and heart rate measurementsin
1 instrument.

Encryptions were used to ensure patient privacy and for data
transmission. The Web connection between a user client and
the server was encrypted using the hypertext transfer protocol
secure (HTTPS) protocol, and data transmission between the
glucometers and the server was enciphered with advanced
encryption standard (AES) encryption. Asynchronous JavaScript
and XML (Ajax) and JQuery JavaScript were used to validate
the format of the data input and to cooperate with different
browsers.

Figure 1. Infrastructure design of the online diabetes self-management system. Patients record their daily activities through manual input, uploading
photographs, and a 3G glucometer. The data are transmitted to the system through hypertext transfer protocol secure (HTTPS) and advanced encryption
standard (AES) encryption. Caregivers can aso enter the system and provide information and support. The system includes information to support
self-management. The data can be generated in continuity of care document (CCD) format to ensure the interoperability between systems.
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Asynchronous text messages were provided in the online
diabetes self-management system; patients and caregiverscould
communicate through the online diabetes self-management
system internal message service or short message service (SMS)
text messaging. Application programming interfaces (API) from
the Internet were used to send and retrieve information such as
weather and pollution standard indexes. The online diabetes
self-management system exchanged data with the hospital
information system (HIS) using a service-oriented architecture
(SOA) mechanism. The Hedth Level 7 (HL7) embedded
Extensible Markup Language (XML) formatted datawere used
in the framework for data exchange. Patients were able to see
their blood test results from the online diabetes self-management
system.

The online diabetes self-management system included the
monitoring items and the diabetes-related information, such as
blood glucose, blood pressure, heart rate, body weight, insulin
injection, daily diet, and daily physical activities. Information
that was measured with equipment that did not havetransmission
networks required manual input. Dietary intake could be
recorded through the use of either text or images. Additional
information to enable self-management and goal setting for
glucose control were generated (eg, the mean, median, standard
deviation, and maximum and minimum daily blood glucose
values). The variations in blood glucose and other parameters
are presented together graphically to enable the user to observe
the effect of each behavior. The frequency of self-monitoring
of blood glucose (SMBG) was recorded and compared with the
set goalsto determine whether adjustments were needed. Body
mass index (BMI) was calculated, and the suggested calorie
intake and ingredient volume for each meal were displayed. An
additional care-provider interface was designed so that
caregivers could get a quick overview of patient status. Case
managers were ableto log in and view the data upl oaded by the
patients, identify abnormal events, and make phone calls. The
online diabetes self-management system sent an SMS text
message to care providers when the data exceeded the alerting
range.

This study provided atel econsultant service to support patients
with diabetes self-management. The case managers for this
study, including anurse and a dietitian, were the care providers
who interacted with the patients from a distance. They were
responsible for monitoring patient status, answering questions
about self-care activities, regularly keeping in touch with the
patients through telephone calls or text messages, and
encouraging them to perform self-management. The care plans
and goal setting were formulated through a discussion with each
patient during his or her enrolilment. The case managers
monitored the data uploaded by the patients. They gave advice
and reminded the patientsto perform self-care activities. Inthis
study, the case managers were not involved in medication
adjustments. They did, however, collate patient data and bring
the information to the clinic when the patient returned for an
appointment. They communicated with physicians to suggest
adjustments when needed.

The assistance of the online diabetes self-management system
and the teleconsultant service covered the 7 behaviors of
self-management activities (shown in Multimedia Appendix 1).

http://www.jmir.org/2013/12/e266/
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During the study period, the CDEs did not know whether the
patient attended the tel ehealthcare program.

Patient Enrollment and Data Analysis

Candidatesfor the study included patients diagnosed with either
Type | diabetes mellitus (T1DM) or Type Il diabetes mellitus
(T2DM) and those with an HbA ;. level greater than 7.5 or
identified as not well controlled. Patients with severe diabetes
complications, such as diabetic foot, diabetic proliferative
retinopathy, liver dysfunction, end-stage renal disease, or other
medical problems that could affect the study results or tria
participation were excluded. The patients were approached
during regular follow-up visits in their physician’s office, and
informed consent was obtained from each participant. After
enrollment, patients were taught to use the online diabetes
self-management system and the glucometer, and they were
informed how to contact the case manager for assistance. The
glucometer and test stripswere provided for glucose monitoring
without a charge. Patients were alowed to use their own
glucometer if they preferred. Those who chose not to use the
provided glucometer were allowed to input their datamanually.
This study was reviewed and approved by the NTUH
Ingtitutional Review Board (IRB) (No. 201108018RC).

By the end of February 2013, 184 patients were enrolled in the
telehealthcare program. Of the patients who participated in the
telehealthcare program, 59 (32.1%) were also in the shared care
network. The results of participants in the telehealthcare and
shared care network were also compared to those of the
participants who did not use the tel ehealthcare service but did
complete the behavioral assessments and laboratory monitoring;
theseindividuals served asthe control participants. Werecruited
103 control participants and matched their demographic
characteristics with those of the telehealthcare participants to
minimizethe effect of potential confounding variables, including
gender, age, diabetes type, duration, years of participation in
the shared care network, and insulin treatment. We focused on
analyzing the data of patients in the teleheathcare and the
control groups, who were evaluated by behavioral assessments
and laboratory monitoring every 3 months.

The evaluation of this study consisted of 3 sections (shown in
Figure 2). We first analyzed the logged records of the system
and illustrated the way patients used the online diabetes
self-management system. For the second and third sections, the
behavioral assessments and laboratory results from the DMIS
for 18 months were evaluated by within-group comparisons at
different time points for those participants who entered the
telehealthcare program. We also compared the telehealthcare
and control groups at different time points.

The data were grouped into several time ranges (see Figure 3).
The time ranges included the entire 18 months of patient
participation (September 2011 to February 2013, T1), the first
6 months (September 2011 to February 2012, T2), the second
6 months (March 2012 to August 2012, T3), and the last 6
months of patient participation (September 2012 to February
2013, T4). The datawere grouped in 6-month interval sto obtain
1 or 2 records from regular patient visits.
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The second section was the behavioral analysis. The number
and distribution of the behavioral assessments indicated the
problems of patientswhile performing self-management. Inthe
behavioral analysis, the number of behavioral assessmentswas
calculated for the 7 behaviors for each time range. The number
of behavioral assessments of the telehealthcare participants
during T1 was compared with each range (T2, T3, and T4) to
demonstrate the overal variation of each time range, and the
baseline (T2) was compared with T3 and T4 to seethevariation
acrosstime. The differences between the telehealthcare and the
control participants at each range (T1, T2, T3, and T4) were
also compared.

The third section was the HbA ;; analysis, which consisted of
calculating the HbA ;. mean and analyzing HbA ,; variability.
HDbA . variability representsintraindividua differencesfor each
patient, which refers to the changes in glycemia over longer

Figure2. A flowchart of the data analysis.
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periods of time reflected in changesin HbA ;. from onevisit to
the next [49,50]. It is defined as the standard deviation (SD) of
the serial HbA ;. measurements. All data for blood tests within
each timerange were collected, and the HbA ;. mean and HbA ;.
variability were calculated for each patient during each time
range. The valuefor the telehealthcare participants at each time
range (T2, T3, and T4) was compared to T1 to observe the
overal variation of each timerange, and the changesat T3 and
T4 were observed by comparing to their baselines (T2). The
differences between the telehealthcare and control participants
at each time range (T1, T2, T3, and T4) were compared.

Paired t tests were used to analyze the differencesin variables
of interest between the time points of the telehealthcare
participants measures. |ndependent t testswere used to compare
the telehealthcare and control results and between T1 and each
timerangefor tel ehealthcare participants. We used SPSSversion
17.0 (SPSSInc, Chicago, IL, USA) for the statistical analyses.

Telehealthcare
group
n=>59

!

A 4 \ 4
Online diabetes Behavioral '
self-management analysis HbA . analysis
system usability
description

Figure3. Anaysistimeline.

T1(9/2011-2/2013)
18 months of telehealthcare program participation

SEP 2011 MAR 2012

SEP 2012 MAR 2013

T2 T3 T4

(9/2011-2/2012)
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(3/2012-8/2012)
Second 6 months

(9/2012-2/2013)
Last 6 months
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Results

Table 1 and Multimedia A ppendices 2-4 show the demographic
information of the telehealthcare and control participants,
including gender, age, years of participation in the shared care
network, disease duration, and the use of insulin injection. The
telehealthcare group consisted of 18 T1DM and 41 T2DM
patients. The control group consisted of 32 T1IDM and 71 T2DM
patients. The average age of the telehealthcare group was 51.34
years (SD 12.79). Figure 4 showsthe user interface of the online
diabetes self-management system. Overall, 90% (53/59) of the
patientslogged in and used the online diabetes sel f-management
system. On average, patientslogged in 1.3 (SD 2.2) timesevery
week and performed 1.1 (SD 1.3) SMBG daily. Analysis of the
self-management records showed that 98% (58/59) of the
patients documented blood glucose, 73% (43/59) documented
blood pressure, 69% (41/59) documented heart rate, 44% (26/59)
documented dietary record, 44% (26/59) documented insulin
injections, and 31% (31/59) documented physical activities. In
al, 61% (36/59) of the patients used telephone services to
contact the case managers, 56% (33/59) used text messages.

Table 2 shows the behavioral assessments of telehealthcare
group during different time ranges. SMBG was significantly

Chenet a

different between T1 and T4 (P<.001) and T2 and T4 (P=.046).
Most of the number of assessments increased at T3 and
decreased at T4, and SMBG was the only behavior that
continued to increase until T4. There was a statistically
significant difference between the telehealthcare and control
participants in 5 behaviors at T1 (Table 3), including being
active (P<.001), healthy eating (P<.001), taking medication
(P<.001), heathy coping (P=.02), and problem solving
(P<.001). SMBG was significantly different between the
telehealthcare and control groups at T3 (P=.02). Notably, the
telehealthcare participants had more assessments in healthy
coping and reducing risk at T4 than did the control participants.

The HbA,. mean and variability differences for the
telehealthcare group are shown in Table 4. The mean HbA
level decreased significantly (P=.02) at T3 compared to the
baseline (T2) and slightly increased at T4, and the HbA ;. mean
decreased from 7.8 to 7.68. There was a significant difference
in HbA . variability between T1 and T2 (P<.001), T1 and T3
(P<.001), and T1 and T4 (P<.001), and the HbA . variability
decreased from 0.30 to 0.23 during patient participation. The
HbA,. mean and variability differences between the
telehealthcare and control groups are shown in Table 5, and
were not statistically significant.

Table 1. Patient demographics, including gender, age, and diabetes type (N=162).

Demographic information Telehealthcare Control
n=59 n=103

Gender, n (%)

Male 29 (49.2) 52 (50.5)

Female 30 (50.8) 51 (49.5)
Age, mean (SD) 51.3 (12.8) 52.55 (12.19)
TiDM 2

<45 years, n (%) 10 (55.6) 23(71.9)

>45 years, n (%) 8 (44.4) 9(28.1)

Age, mean (SD) 41.78 (9.78) 41.25 (8.16)
T2DM P

<65 years, n (%) 32(78.0) 53 (74.6)

>65 years, n (%) 9(22.0) 18 (25.4)

Age, mean (SD) 55.54 (11.73) 57.65 (10.11)

8T1DM: Type 1 diabetes mellitus.
bT2DM: Type 2 diabetes mellitus.
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Table2. The American Association of Diabetes Educators 7 Self-Care Behaviors (AADE7) education of patientswith the tel ehealthcare service (n=59).

Time®* and AADE7 behavior Behavioral assessments, mean (SD)  Comparison with T1, P value Comparison with T2, P value
T1 (n=59)
AADETY education
Being active 0.36 (0.36)
Healthy eating 0.60 (0.35)
Taking medication 0.51 (0.36)
Healthy coping 0.09 (0.22)
Problem solving 0.31 (0.36)
Reducing risks 0.02 (0.10)
Monitoring 0.56 (0.15)
T2 (n=59)
Being active 0.34 (0.54) 66
Healthy eating 0.58 (0.59) 66
Taking medication 0.53 (0.60) .95
Healthy coping 0.08 (0.28) .90
Problem solving 0.42 (0.53) A8
Reducing risks 0.00 (0.00) .10
Monitoring 0.63 (0.69) .68
T3 (n=59)
Being active 0.42 (0.56) 44 42
Healthy eating 0.66 (0.63) 55 49
Taking medication 0.54 (0.60) 71 .89
Healthy coping 0.10 (0.30) .82 .66
Problem solving 0.27 (0.49) .62 .07
Reducing risks 0.03 (0.26) .76 32
Monitoring 0.68 (0.71) .23 73
T4 (n=59)
Being active 0.31 (0.60) 58 86
Healthy eating 0.58 (0.60) 75 27
Taking medication 0.46 (0.63) 59 90
Healthy coping 0.08 (0.28) .90 .90
Problem solving 0.24 (0.54) .38 .18
Reducing risks 0.03 (0.18) .68 .16
Monitoring 0.75 (0.63) <.001 .046

&T1: Entire duration of the telehealthcare program, from September 2011 to February 2013 (18 months); T2: initial stage of the telehealthcare program,
from September 2011 to February 2012 (6 months); T3: middle stage of the telehealthcare program, from March 2012 to August 2012 (6 months); T4:
last stage of thetelehealthcare program, from September 2012 to February 2013 (6 months); T4: Last stage of the tel ehealthcare program, from September
2012 to February 2013 (6 months).
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Table 3. The American Association of Diabetes Educators 7 Self-Care Behaviors (AADE7?) education of patients with and without the telehealthcare

service.
Time® and AADE7 behavior Behavioral assessments per patient, mean (SD) P value
Telehedthcare Control
(n=59) (n=103)

T1
Being active 0.36 (0.36) 0.44 (0.41) <.001
Healthy eating 0.60 (0.35) 0.72 (0.43) <.001
Taking medication 0.51 (0.36) 0.50 (0.40) <.001
Healthy coping 0.09 (0.22) 0.08 (0.17) .02
Problem solving 0.31 (0.36) 0.34 (0.37) <.001
Reducing risks 0.02 (0.10) 0.02 (0.12) .29
Monitoring 0.56 (0.15) 0.60 (0.41) .94

T2
Being active 0.34 (0.54) 0.45 (0.61) 27
Healthy eating 0.58 (0.59) 0.71 (0.67) 20
Taking medication 0.53 (0.60) 0.49 (0.63) .69
Healthy coping 0.08 (0.28) 0.08 (0.31) 01
Problem solving 0.42 (0.53) 0.45 (0.70) .84
Reducing risks 0.00 (0.00) 0.01 (0.10) 45
Monitoring 0.63 (0.69) 0.80 (0.74) 14

T3
Being active 0.42 (0.56) 0.42 (0.57) 93
Healthy eating 0.66 (0.63) 0.71(0.73) 65
Taking medication 0.54 (0.60) 0.52 (0.67) .87
Healthy coping 0.10 (0.30) 0.10 (0.30) 96
Problem solving 0.27 (0.49) 0.31 (0.50) .66
Reducing risks 0.03 (0.26) 0.02 (0.14) 66
Monitoring 0.68 (0.71) 0.42 (0.53) .02

T4
Being active 0.31 (0.60) 0.48 (0.64) 11
Healthy eating 0.58 (0.59) 0.73(0.70) 18
Taking medication 0.46 (0.63) 0.50 (0.61) .64
Healthy coping 0.08 (0.28) 0.05 (0.22) 38
Problem solving 0.24 (0.54) 0.25 (0.44) .80
Reducing risks 0.03 (0.18) 0.02 (0.20) 66
Monitoring 0.75 (0.63) 1.69 (0.47) A3

8T1: The entire duration of the telehealthcare program, from September 2011 to February 2013 (18 months); T2: Initial stage of the telehealthcare
program, from September 2011 to February 2012 (6 months); T3: Middle stage of the telehealthcare program, from March 2012 to August 2012 (6
months); T4: Last stage of the telehealthcare program, from September 2012 to February 2013 (6 months).
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Table 4. The HbA 1. mean and variability of the patients with the telehealthcare service (n=59).

Time® and HbA 1 Mean (SD) Compared with T1, P value Compared with T2, P value
T1
Mean 7.72 (0.51)
Variability 0.51 (0.29)
T2
Mean 7.80(0.39) 48
Variability 0.30 (0.31) <001
T3
Mean 7.64 (0.40) 62 02
Variability 0.31(0.31) <.001 81
T4
Mean 7.68(0.31) 80 17
Variability 0.23(0.18) <001 11

8T1: The entire duration of the telehealthcare program, from September 2011 to February 2013 (18 months); T2: Initial stage of the telehealthcare
program, from September 2011 to February 2012 (6 months); T3: Middle stage of the telehealthcare program, from March 2012 to August 2012 (6
months);

Table5. The HbA 1. mean and variability of the patients with and without the telehealthcare service.

Time? and HbA 1 HbA 1, mean (SD) P value
Telehealthcare Control
(n=509) (n=103)
T1
Mean 7.72(0.51) 7.65 (0.52) 70
Variability 0.51 (0.29) 0,52 (0.32) 78
T2
Mean 7.80(0.38) 7.67 (1.45) 39
Variability 0.30 (0.31) 0.23(0.27) 14
T3
Mean 7.64(0.40) 7.67 (157) 89
Variability 0.31(0.31) 0.27 (0.26) 45
T4
Mean 7.68(0.31) 7.66 (0.34) 94
Variability 0.23(0.18) 0.25 (0.23) 46

8T1: The entire duration of the telehealthcare program, from September 2011 to February 2013 (18 months); T2: Initial stage of the telehealthcare
program, from September 2011 to February 2012 (6 months); T3: Middle stage of the telehealthcare program, from March 2012 to August 2012 (6
months); T4: Last stage of the telehealthcare program, from September 2012 to February 2013 (6 months).
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Figure 4. Screenshot of the online diabetes self-management system user interface (note that the original user interface isin Chinese).

Name: Medical Record No:

Home Page H Vital Sign u Diet u Insulin u Medication u Exercise u Psychology u Statistical Resuliu Daily Form
EMR [[ Blood Presure u Glucose u Heart Rate u Body Weight ] }
Goal Sefiings New  Edit  Delete
Medication Time of Measurement Blood Glucose Glucose Type
Blood Test 2012/12/05 14:37:00 128
Informations 2012/12/05 12:38:00 93 AC
Links 2012/12/04 22:39:00 104 PC
2012/12/04 06:30:00 96 AC
2012/12/03 22:43:00 168 PC
2012/12/03 20:43:00 131 AC
2012/12/03 08:27:00 115 AC
2012/12/02 20:39:00 127 PC
2012/12/02 10:19:00 126 AC
2012/12/01 20:55:00 111 PC
Discussion the patients only used the 3G glucometer to upload data, but

Principal Findings

The aims of this study were to determine how diabetic patients
use online applications, determine the impact of the
telehealthcare program on the patients’ 7 self-care behaviors,
and examine HbA,. level changes during the course of
participation in such a program. Through the use of the online
diabetes self-management system and the teleconsultant service,
the diabetic patients managed complex information about their
diseases and obtained support from their care providers. Patients
werereminded to perform SMBG, and their self-care behaviors
were reinforced. In all, 90% of the patients used the online
diabetes sel f-management system, and 98% performed SMBG.
On average, patients logged in every week and performed the
SMBG daily. Patients who maintain insulin records are aso
likely to maintain dietary records, which arerelated to the effects
of insulin injections on food intake. In this study, the use of an
image uploading application did not cause more patients to
maintain dietary records. One explanation for this finding is
that there were more elderly patientsin this program and these
patients do not often use smartphones or carry a camera with
them.

The case managers observed that technological difficultieswere
the main reason for a decline in the use of the online diabetes
self-management system by elderly patients. Some of the
patients claimed that they were too busy to use the online
diabetes self-management system. Previous research pointed
out that elderly people had poor technical skills [41]. In our
study, the average age of the enrolled patients was older than
50 years; blood glucose, blood pressure, and heart rate were the
3 items most often recorded. Thisindicatesthat a proportion of
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seldom logged into the online diabetes sel f-management system.
Despite the technological difficulties, patients unfamiliar with
information technol ogies were not troubled with the computer
applications used in this program, and they used the 3G
glucometer to participate and obtain support from their case
managers in a seamless manner. Easier ways to upload data
may increase the participation of those unfamiliar with
technology, enhance the completeness of the dataset, and allow
them to obtain support from a distance.

According to the online diabetes sel f-management system logged
records, more patients used the phone call service than the
messaging service to contact the case managers. However, the
case managers found that the younger patients used text
messages more often than the elderly patients did. They used
various applications, such as email, smartphone applications
(eg, Whatsapp, LINE), and SM Stext messages, to communicate
with patients in order to accommodate the patients busy
lifestyles, which made the records difficult to trace and
unavailablefor presentation here. Some of the patients expressed
a reluctance to let their colleagues or the people around them
know about their disease, and they considered the asynchronous
messages useful in alowing them to communicate with
caregivers without the risk of being overheard by others. Most
of the elderly patients were not familiar with keyboard typing,
and they relied on phone callsto communicate. It isworth noting
that providing free test strips or services created an incentive
for patient participation. In fact, most of the patients were
reluctant to continue their participation when told the test strips
or the service may no longer be free, indicating the financial
burden borne by persons with diabetes.
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In the behavioral analysis, the number of SMBG assessments
increased significantly in the last stage, and the patients that
participated in the tel ehealthcare service had significantly more
SMBG assessments than did those without the telehealthcare
service in the 6-12 month stage. Because the telehealthcare
service used was based on glucose measurements, the case
managers provided support and suggestions after they observed
the uploaded data. SMBG was the primary self-care ability
enhanced through participation in the telehealthcare program.
By performing SMBG more regularly, patients encountered
problems and discussed these problems more often with the
CDEs.

When the patients who participated in thetel ehealthcare program
for 18 months were compared to those who did not, 5 of the 7
behaviors showed significant differences. Although the CDEs
enhance patient education based on different considerations,
patients in the telehealthcare program required less support in
being active, healthy eating, and problem solving, and required
more support in taking medicine and healthy coping. One
explanation is that the skill of insulin injection and the
overcoming of psychological obstaclestill requiresface-to-face
interaction. Each visit was done with 1 or 2 behavior
assessments, and did not cover al 7 behaviors. Some of the
behaviors had not been assessed yet, and were unlikely to show
differences during the 6-month period. The overall time frame
concluded the 7 behaviors and also represented more time to
see the changes after the education. During the last period of
patient participation, the assessments of healthy coping and
reducing risks were higher for those who participated in the
telehealthcare program compared to those who did not. Healthy
coping and reducing risks are the skillsthat the CDEs enhanced
when the patients demonstrated that they were capable of coping
with their other problems. The observation of an increase in
these 2 behaviors implies that the patients were more skillful.

The mean value of HbA,; of participants at 6 to 12 months
improved significantly compared to baseline, and dlightly
declined inthelast period. Thisresult indicatesthat the patients
experienced a“worn out” period. When the patientsfirst entered
the program, they were more conscious of their self-management
behaviors because they knew that someone was watching them;
as a result, they improved significantly. However, after the
patients became more familiar with the service and were less
anxious about the program, a dlight decline was observed. The
HbA . variability of each 6-month interval was significantly
lower than the overall HbA . variability. The decrease of the
mean HbA ;. value implies that patients who participated in the
program improved substantially across the 18-month period,
and have potentially reduced the risks of complication
development with less HbA . variability [49,50]. The HbA .
mean demonstrates the overall glycemic control in a 3-month
period, and islimited to show the variation of glycemic control
during each time interval. The behaviors affected the
performance of HbA ., and the change of behaviors requires
timeto show its effect. Therefore, there may not be differences
during each 6-month range, but significant differences in the
long term.
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Limitations

In this small-scale pilot study, we provided a telehealthcare
program that consisted of 3G glucometers, free test strips, an
online diabetes self-management system, and easy access to
professional support. All the program components contributed
to patient improvements, athough we did not measure the
individual contribution of each of the components.
Unfortunately, the contribution of each of the components
remains unclear; this is a limitation of this study. However,
those with T1DM received free test strips from the NHI. The
program did produce a small benefit of HbA . control for the
T1DM patients (HbA ;. decreased from 7.83 to 7.74), implying
that the free glucometer strips were not solely responsible for
the outcomes of this program.

The mean HbA ;. value for the telehealthcare group during the
last period dropped to 7.68 and was still considered not well
controlled. This may be because of the enrollment of patients
with very poor glycemic control. In addition, the therapeutic
responses may require more time since HbA .. is a measure of
average blood glucose over the course of 3 months. The patient
education in this study was based on the observations of
different CDEs (3 nurses and 2 dietitians), and the evaluation
result may differ from CDE to CDE. Another limitation was
that before the development of the DMIS, the documentation
of patient education was paper-based rather than structured in
the AADEY form. The DMIS went online in July 2011 and
stabilized in August 2011; the telehealthcare program was
initiated in September 2011. Hence, we were unable to obtain
patients’ documentation beforetheir entry into thetelehealthcare
program.

While connecting the SMBG assessment and the performance
of HbA . level, it could be observed that the number of SMBG
assessments increased significantly and the mean HbA ;. level
slightly increased in the last stage of patient participation. The
number of SMBG assessments may refer to patients performing
more SMBG and may also refer to CDEs trying to identify
patient problems through encouraging them to perform more
SMBG. This study has not further explored the reason of the
increasing of SMBG assessment; hence, it could not explain
the reason for the increasing of SMBG assessments. Further
research is needed to measure the contribution of each
component of the telehealthcare program and determine how
to improve patient performance when they are worn out. More
work is needed to demonstrate the effect of telehealthcare on
specific behaviors.

Conclusions

This study showed that using a sophisticated technological
design supported the patients with diabetesin self-management.
It appears that telehealthcare is effective in enhancing blood
glucose monitoring, and the patients in the program showed
improvements in glycemic control. The self-care behaviors
affected patient outcomes and the changesin behavior required
time to show effects. Teleheathcare has a positive effect on
patientswith diabetes, and it may encourage more technol ogical
interventions for diabetes care.
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Abstract

Background: Type 2 diabetes mellitus (T2DM) isahighly prevalent chronic metabolic disease characterized by hyperglycemia
and cardiovascular risks. Without proper treatment, T2DM can lead to long-term complications. Diabetes self-management is
recoghized as the cornerstone of overall diabetes management. Web-based self-management programs for T2DM patients can
help to successfully improve patient health behaviors and health-rel ated outcomes. Theories can help to specify key determinants
of thetarget behaviors and behavior change strategies required to arrive at the desired health outcomes, which can then be trandated
into specific behavioral techniques or strategies that patients can learn to apply in their daily life. From previous reviews of a
wide range of online diabetes self-management tools and programs, it appears that it is still unclear which behavioral change
techniques (BCTs) are primarily used and are most effective when it comes to improving diabetes self-management behaviors
and related health outcomes.

Objective: We set out to identify which BCTs are being applied in online self-management programs for T2DM and whether
thereisindication of their effectivenessin relation to predefined health outcomes.

Methods: Articles were systematically searched and screened on the mentioned use of 40 BCTSs, which were then linked to
reported statistically significant improvementsin study outcomes.

Results: We found 13 randomized controlled trials reporting on 8 online self-management interventions for T2DM. The BCTs
used were feedback on performance, providing information on consequences of behavior, barrier identification/problem solving,
and self-monitoring of behavior. These BCTs were also linked to positive outcomes for health behavior change, psychological
well-being, or clinical parameters.

Conclusions: A relatively small number of theory-based online self-management support programsfor T2DM have been reported
using only a select number of BCTs. The development of future online self-management interventions should be based on the
use of theories and BCTs and should be reported accurately.

(J Med I nternet Res 2013;15(12):€279)  doi:10.2196/jmir.2800
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Introduction

Type 2 diabetes mellitus (T2DM) isachronic metabolic disorder
characterized by insulin resistance and betacell impairment [1].
The number of people with T2DM is rising exponentially and
is estimated to reach 439 million patients worldwide in 2030
[2]. Without proper treatment, T2DM can lead to long-term
complications, such as neuropathy, nephropathy, retinopathy,
cardiovascular disease, and a lowered quality of life [3]. The
treatment of T2DM patientsislargely dependent on the patient’s
daily self-care by means of lifestyle modification (diet and
physical exercise) and taking ora blood glucose-lowering
medication and/or insulin, often combined with medication to
normalize blood pressure, cholesterol, and triglycerides [4,5].
Therefore, diabetes self-management is recognized as the
cornerstone of overall diabetes management [6,7].

Self-management enables patientsto take control of their chronic
disease, such asthetreatment and the physical and psychological
symptoms, by making their own decisions and performing
self-chosen actions aimed at improving their health [8-10]. For
T2DM, the Association of American Diabetes Educators
(AADE) has defined 7 key self-management behaviors: (1)
healthy eating, (2) being active, (3) monitoring, (4) taking
medication, (5) problem solving, (6) reducing risks, and (7)
healthy coping [11].

To promote daily self-management for T2DM patients,
educational and behavioral support programs have been
developed and shown to be effectivefor behavioral and medical
outcomes|[7,12-15]. Morerecently, self-management programs
for T2DM patients are also available on the Internet [16-19].
Webh-based self-management programsfor T2DM patients have
been shown to increase the effectiveness and reach of
clinical-based consultations[20]. Furthermore, these Web-based
programs can help to improve patient health behaviors (eg,
self-monitoring, physical activity, diet) and subsequent health
outcomes (eg, weight, glycemic control, emotional distress)
[21,22]. However, attrition can be problematic in Web-based
interventions and should be considered during the creation
process [23].

It is recognized that theory-based self-management programs
are more effective than non-theory-based programs; indeed,
most self-management programs are informed by theory or
elements of abehavior change model [10,24,25]. Theories can
help to specify key determinants of the target behaviors and
behavior change strategiesrequired to arrive at the desired health
outcomes, which can then be trand ated into specific behavioral
techniques or strategies that patients can learn to apply in their
daily life [8]. Abraham and Michie [26,27] have developed a
taxonomy of behavioral changetechniques (BCTs) for different
health behaviors, such as healthy eating and physical exercise.
Such taxonomy can help toidentify successful BCTsand support
the development of new online self-management programs for
T2DM and other chronic diseases [25-27]. From previous
reviews of a wide range of online diabetes self-management
toolsand programs, it would appear that it isstill unclear which
BCTs are most used and most effective when it comes to
improving self-management behaviors and related health
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outcomes [21,22,28,29]. Therefore, we set out to: (1)
systematically review the literature and identify which BCTs
are being applied in online self-management programs for
T2DM and how often, and (2) determine whether there is
indication from randomized controlled trials (RCTs) for the
effectiveness of applied BCTs in relation to particular health
outcomes.

Methods

Search

On July 24, 2012, we searched within PubMed, EMBASE,
Cochrane, Psyclinfo, and Cinahl. Because of the size of the
search term used, the search terms can be found in Multimedia
Appendix 1. Some keywords used in the search were diabetes
mellitus; diabetes mellitus, type 2; Internet; eHealth; online;
and Web-based. The systematic review was conducted following
the Preferred Reporting Items for Systematic Reviews and
Meta-Analyses (PRISMA) statement where applicable [30].

Inclusion Exclusion Criteria

The retrieved articles were screened using the following
inclusion criteria: written in English, published after 1994 (the
introduction of the Internet), about T2DM, included patients
aged 18 years or older, and concerned Web-based (online)
self-management programs for which participants had to use
the Internet to connect to the intervention. We only included
RCTsto establish whether the BCTs used in the programswere
associated with significant improvements. We defined
self-management programs as systematic approaches to assist
patients in their diabetes self-care, and where in some way or
other patients were actively engaged and prompted to make
decisionsfor themselves and have responsibility over their own
actions [8,10]. Articles were excluded if they were not related
to diabetes, reported only on technology testing, were not
Web-based programs, did not target a self-management
behavior, or only included type 1 diabetes mellitus (T1DM).
Book chapters, abstracts, and pilot studies were not included.

Study Selection and Data Extraction

Two researchers (MvV, WHJJC) independently reviewed the
articles and extracted data on demographics, care setting, type
of study, duration, measurements, nature of the intervention
and control condition, applied inclusion criteria, used theory or
model, BCTs, target behavior(s), outcome parameters, results,
limits, and adherence. The risk of bias was assessed for all
included studies using aquality assessment tool as proposed by
van Tulder et a [31] and can be found in the Multimedia
Appendix 2. The BCTswere categorized based on the checklist
as proposed by Michie et a [27] which can be found in
Multimedia Appendix 3. Disagreementsregarding defined BCTs
between the researchers were resolved by discussion within the
research group. The BCTs used and the statistically significant
outcomes were uncovered for each study. For each study with
animproved study outcome (health behaviors, clinical outcome
measures, and psychological outcomes), we looked if a BCT
was present in the intervention for improving that particular
outcome. We used Microsoft Excel 2003 to cross-referencethis
data and generated a list of frequently used BCTs associated
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with significant improvements in defined behavioral, clinical,
and psychological outcomes.

Results

Article Selection

Figure 1 showsaflowchart of the screening process. The search
query resulted in 17,885 articles. After removing duplicated
articles, titles and abstracts were screened for inclusion and
exclusion criteria. After the first draft, 16,998 articles were

Figure 1. Flowchart screening process of articlesincluded in review.

17,883 racords identified
through datsbaze

searchmg

van Vugt et a

excluded because they did not meet the inclusion criteria. We
categorized the remaining 306 articles as: (1) studies on
Web-based self-management programs, (2) reviews, (3)
telehealth, telecare, or telemedicine studies [32-34], and (4)
nonrelevant studies. This resulted in 13 articles reporting on 8
different Web-based self-management interventionsfor T2DM
patients. These articleswereindividually read, screened for the
BCTsused, and then discussed to reach consensus. Most articles
provided only a short basic description of the intervention that
was used. For 1 study [35], an additional article was consulted
to uncover the content of the intervention [36].

\

17,304 racords after
duplicates remaoved

581 duplicate records
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\

306 full-text articles
zszessed for eligibility

16,998 articles excludad
published before 1994
not m English

not zbout dizbetes, seli-
zg=ment, of not Web-based
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i the ravisw

Study Char acteristics

Tables 1 and 2 provide an overview of the included studies and
their results. Of the 13 RCT studies, 10 were performed in North
America[37-46], 1in Asia[47], and 2 in Europe [35,48]. The
combined total patient sample size was 3813. Demographicaly,
on average 54.8% of the participants were female and the
average age was 57.2 years (SD 7.20). Average program
completion rate was 81.7% (SD 15.2%). Four studies recruited
their participants from the community by using flyers and
newspapers [35,39,45,48]. Five studies recruited their
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- 102 nonrelevant

participants from primary health care [37,42-44,46], 1 study
recruited their participants from secondary health care[47], and
3 studiesrecruited their participantsfrom primary and secondary
health care [38,40,41]. All the studies included patients who
had been diagnosed with T2DM for longer than a year. Five
studiesalso included patientswith TAIDM [35,38,40,41,48] and
1 study also offered the intervention to people with diagnoses
of chronic heart disease and chronic lung disease [45]. Average
study duration was 6.69 months (SD 4.92). Adherence for all
studies was high, which initself contributes to the overall high
quality of theincluded studies.
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Table 1. Characteristics of the studies.

Study  Study description Participants
Qudlity? Country n  Groups, Measure-  ggting? Inclusion criteria® Duration Ethnicity =~ Female, Age,
n ments, n (months) % mean
Glas- 83% us 463 3 3 1 T2DM, age 25-75, 12 White, 50 58.4
gow et BMI >25 kg/m?, at Latino
a least 1 other risk fac-
(2012) tor for heart disease,
(37] access to telephone
and Internet, fluent in
English or Spanish,
ability to perform
mild to moderate exer-
cise
Van 83% NL 255 2 3 1+2 CESD>16, email ad- 3 White 61 50.0
Baste- dress, accessto Inter-
|aar et net, no history of sui-
a cide, suicida ideation,
(2011) bipolar, psychotic,
[35] pregnancy, recent loss
of significant other
Bondet 72% us 62 2 2 1+2 T1DM or T2DM for 6 White 45 67.2
a at least 1y, age =60,
(2010) living independently,
[38] fluent in English
Loriget 78% us 761 3 3 1+2 T2DM, age =18, not 18 White, Na= 73 54.3
al pregnant or in carefor tiveIndian,
(2010) cancer, access to the AlaskaNa-
[39] Internet tive
Glas- 78% us 463 3 2 1 T2DM, age 25- 4 White 50 58.4
gow et 75,BM1>25 kg/m?, at
a least 1 other risk fac-
(2010) tor for heart disease,
[46] access to telephone
and Internet, fluent in
English or Spanish,
ability to perform
mild to moderate exer-
cise
Wang- 67% NO 61 2 2 1+2 T1DM or T2DM, ac- 1 White 57 40.1
berg et cess to Internet (no
a exclusion criteria)
(2008)
(48]
Bondet 78% us 62 2 2 1+2 T1DM or T2DM for 6 White 45 67.2
a =1y, age =60, living
(2007) independently, fluent
[40Q] in English
Bondet 50% us 15 2 2 1+2 T1DM or T2DM for 6 White — —
a =1y, age =60, living
(2006) independently, fluent
[41] in English
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Study Study description Participants
Quality? Country n Groups, Measure- Settingb Inclusion criteria® Duration Ethnicity  Femae, Age,
n ments, n (months) % mean
Kimet 72% KR 73 3 2 2 T2DM <20y, age 3 Asian 47 55.1
a =20, FBS <240 mg/dL
(2006) and/or HbA 1c less
[47] than 10.0%, no chron-

ic complications, no
evidence of heart dis-
ease, muscul oskeletal
disorders, or other
disabling diseasesthat

could restrict physical
activity, noinsulin ad-
ministration
Loriget 78% us 958 2 3 1+2 Age =18, T2DM or 12 White 71 57.5
al COPD or CHF, no ac-
(2006) tive treatment of can-
[49] cer for 1y, not partici-

pated in self-manage-
ment program, access
to Internet (email),
agreeto 1-2 h per
week of log-on time
over at least 3 ses-
sions/w for 6 w, able
to completetheonline

questionnaire
Glas- 67% us 320 3 2 1 T2DM (Welborncrite- 10 White 53 59.0
gow et ria), age 40-75, have
a atelephone, fluent in
(2003) English, livein local
[42] areaand planning to
remain in the area for
year of study
Barrera 72% us 160 4 1 1 T2DM (Welborncrite- 3 White 53 59.0
eta ria), age 40-75, have
(2002) atelephone, fluent in
[43] English, livein local

areaand planning to
remain in the area for

year of study
McKay 72% usS 160 4 2 1 T2DM (Welborncrite- 3 White 53 59.3
eta ria), age: 40-75, have
(2002) atelephone, fluent in
[44] English, liveinlocal

area and planning to
remain in the areafor
year of study

8A ssessment of study quality as proposed by van Tulder et al [31] see Multimedia Appendix 2.
b1=pri mary care setting; 2=secondary care setting.

CCESD: Center for Epidemiologic Studies Depression Scale; FBS: fasting blood sugar; HbA1c: glycated hemoglobin; COPD: chronic obstructive
pulmonary disease; CHF: congestive heart failure; T2DM: type 2 diabetes mellitus; TIDM: type 1 diabetes mellitus.
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Table 2. Results of the studies.
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Completion rate

Study Results? (adherence) Power calculation

Glasgow et a (2012) [37] Significant improvementsin diet (fat intake), physical activity, and  77% Yes
biological outcomesin both | Gsvsbaseline, and significant reduction
in distress for both groups vs CG

Van Bastelaar et a (2011) [35]  Significant improvementsin depression and diabetes distressfor IG  68% Yes

Bond et a (2010) [38] Significant improvementsin quality of life, depression, social sup- 100% Yes
port, and self-efficacy for 1IG

Lorig et a (2010) [39] Significant improvementsin HbA1c, patient activation, and self-  82% Yes
efficacy for IGsvs CG

Glasgow et a (2010) [46] Significant improvementsin diet (fat intake), physical activity, and 83% Yes
biological outcomesin both | Gsvsbaseline, and significant reduction
in distress for both groups vs CG

Wangberg et al (2008) [48] Significant improvements in self-care for high-efficacy group 45% Yes (after)

Bond et a (2007) [40] Significant improvementsin HbA1c, weight, and HDL cholesterol  100% Yes
for IGvsCG

Bond et a (2006) [41] Significant improvementsin HbA1c and high comorbiditiesfor IG — Yes
vs CG

Kim et a (2006) [47] Significant improvementsin physical activity, FBS and HbAlc for 100% Yes
both IGsvs CG

Lorig et a (2006) [45] Significant improvements in exercise, health distress, fatigue, pain, 82% No
shortness of breath, reduction in disability for IG

Glasgow et a (2003) [42] Significant improvementsin psychosocial and somebiological out- 82% No
comesfor al IGsvs CG

Barreraet a (2002) [43] Significant improvements in diabetes-specific support measureand  79% No
ageneral support scalefor al IGsvs CG

McKay et a (2002) [44] Significantimprovementsindiet for al IGsvs CG, but nosignificant  84% No

differences between conditions

8 G: intervention group; CG: control group; HDL: high-density lipoprotein; FBS: fasting blood sugar; HbA1c: glycated hemoglobin.

The Interventions

Tables 3 and 4 provide an overview of the interventions. Four
of the 8 identified online interventions were developed by
adapting existing (group) self-management programsinto online
self-management programs [35,39,45,47], and 4 interventions
were newly created [37,38,40-44,46,48]. Two self-management
interventions were developed as adjuncts to routine diabetes
care, in which health care providers were able to have either
online synchronous and asynchronous communication or
telephone contact with the patient [38,40,41,47]. Six
interventions were developed as standalone programs

http://www.jmir.org/2013/12/e279/

RenderX

[35,37,39,42-46,48]. Five interventions were structured as
sequential lessons[35,37,39,45-47] and 3 interventions allowed
the participant to navigate freely through the program
[38,40-44,48]. All 8 interventions offered some form of online
coaching [35,37-48]. Seven of the 8 programs reported using a
psychological theory or model as the basis for the
salf-management program, where some programs used multiple
theories [37,42,46]. The theories and models used were:
self-efficacy theory, [39,42,45], social support theory [42],
transtheoretical model (TTM) [47], social cognitive theory
[37,46,48], socia-ecologica model [37,46], and cognitive
behavioral therapy [35].
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Table 3. Characteristics of interventions and control conditions of the intervention programs.
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Study

Intervention condition 1

Intervention condition 2

Intervention
condition 3

Control condition

Glasgow et d
(2012), Glasgow
et a (2010)
[37,46]

van Bastelaar et
al (2011) [35]

Bond et d
(2010), Bond et
al (2007), Bond
et al (2006)
[38,40,41]

Lorigetal (2010)
[39]

Wangberg et &
(2008) [48]

Kim et al (2006)
[47]

Lorig et al (2006)
[45]

Glasgow et a
(2003), Barreraet
a (2002), McKay
et a (2002)
[42-44]

Self-administered, Web-based diabetes self-
management program with goal setting and
action planning for medication adherence,
physical activity, and diet; self-monitoring
and feedback on progress, monitoring of

blood glucose, blood pressure, and choles-
terol results, a moderated forum with com-
munity resources, and barrier identification

Eight online lessons with cognitive behav-
ioral therapy, coaching feedback, and mood
diary

Onlinelibrary, a personal electronic log of
self-management activities, advice and
counseling from a nurse viaemail, and
weekly online problem-solving group dis-
cussions

Web-based diabetes self-management pro-
gram, 6 weekly sessions, bulletin board
feedback on action planning, problem solv-
ing, difficult emotions, and celebrations

Intervention tailored to high self-efficacy
aimed at self-care: blood glucose monitor-
ing, diet and physical activity, included
T2DM information, barrier identification,
quizzes with feedback, videos of peers,
video lectures of professionals

Web-based tailored physical activity coun-
seling, based on participants’ assessed mo-
tivational stage

Web-based bulletin board discussion groups
and a book, program contains individual
exercise programs, emotion management,
overview of medications, communication,
healthy eating, fatigue management, action
planning, feedback, and problem solving

Goal setting with personalized feedback,
barrier identification and problem solving,
personalized self-management coach condi-
tion

Self-administered, Web-based diabetes
self-management program with goal set-
ting and action planning on medication
adherence, physical activity, and diet; self-
monitoring and feedback on progress,
monitoring of blood glucose, blood pres-
sure, and cholesterol results; amoderated
forum with community resources, and
barrier identification; 2 follow-up calls
from interventionist and invitation to at-
tend 3 group sessions

Web-based diabetes self-management
program, 6 weekly sessions, bulletin board
feedback on action planning, problem
solving, difficult emotions and celebra-
tions,. listserve discussion group

Intervention tailored to low self-efficacy,
aimed at self-care blood glucose monitor-
ing, diet, and physical activity, including
T2DM information, barrier identification,
quizzes with feedback, videos of peers,
video lectures of professionals

Printed-material physical activity interven-

tionincluding the 5 stages of motivation
change

Goal setting with personalized feedback,
barrier identification and problem solving,
peer support condition

Combined
condition

Enhanced usual care
(computer-based health
risk appraisal feedback
and recommended preven-
tive care behaviors)

Waitlist control

Usual care

Usual care

Usual care

Usual care

Usual care

Only diabetes informa-
tion online condition
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Table 4. Characteristics of the intervention programs.
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Hedth carepro- Evolved or

fessond includ- new inter-  Standaoneor embed-
Study Theory used BCTS? ed vention dedin care
Glasgow et a (2012), Glas- Socia cognitive theory, so-  1,2,4,5,7-10,13,16,17,19,29,35 No New Standalone
gow et a (2010) [37,46] cial-ecological model
van Bastelaar et a (2011)  Cognitive behavioral therapy 1,2,4,8,12,13,15,16,19,21,22,24, No Evolved Standalone
[35] 26,27,29,35,36,39,40
Bond et a (2010), Bondet — 1,2,56,8,10,11,16,17,19,21,23, No New Embedded in care
al (2007), Bond et a (2006) 26,28,30,36
[38,40,41]
Lorig et a (2010) [39] Self-efficacy theory 1-3,7,8,10,16,17,19,28,29,36 No Evolved Standalone
Wangberg et a (2008) [48] Socia cognitive theory 1,2,8,16,17,19,21,22,26,28 No New Standalone
Kim et al (2006) [47] Transtheoretical model 5,6,7,17,19,20,21 Yes Evolved Embedded in care
Lorig et a (2006) [45] Self-efficacy theory, 14,7,819,21,22,27,2829,3334,36 NoO Evolved Standalone
Glasgow et a (2003), Bar-  Self-efficacy theory, social 1,2,5,8,10,16,17,19,27-29 Yes New Standalone

reraet a (2002), McKay et support theory
al (2002) [42-44]

3BCT: Behavioral change technique; see Multimedia Appendix 3.

Behavioral Change Techniques Used

Only 3 studies explicitly mentioned the BCTs applied
[36,37,39]. For the other studies, information on BCTs was
extracted from the program description. The frequency of used
BCT’s found in the articles is shown in Table 5. The most
commonly applied BCT's were: provide feedback on
performance, provideinformation on conseguences of behavior
in general, barrier identification/problem solving, provide
information on consequences of behavior to theindividual, and
prompt self-monitoring of behavior. Some of the unused BCTs
were shaping, prompting focus on past success, agree behavioral
contract, and fear arousal.

Behavioral Change Techniques Linked to | mproved
Outcomes

Seven of 13 RCTs reported statisticaly significant
improvements in  heath behaviors (diet, physica
activity/exercise, medication use, smoking) [37,42,44-48]. Nine
studiesreported statistically significant improvementsin clinical

http://www.jmir.org/2013/12/e279/

outcomes measures, such as glycated hemoglobin (HbA1c),
fasting blood glucose, cholesterol, and triglycerides
[37,39-43,45-47]. Nine studies reported statistically significant
improvements in psychological outcomes, such as depression,
diabetes distress, psychosocial well-being, self-efficacy, stress,
and communication [35,37-39,42-45,48]. Table 6 provides an
overview of the frequency of applied BCTs found to be
associated with the statistically significant improvement of study
outcomes.

The BCTs provide feedback on performance, provide
information on consequences of behavior in general, barrier
identification/problem solving, prompt self-monitoring of
behavioral outcome, provide information on conseguences of
behavior to theindividual, prompt self-monitoring of behavior,
and plan social support/social change were al linked with
improvements in health behaviors, clinical outcome measures,
and psychological outcomes. Additionally, goa setting
(behavior) was linked to improvements in clinical outcomes
and facilitate social comparison was associated with
improvements in psychological outcomes.
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Table 5. Freguencies of behaviora change techniques (BCTs) used in the interventions discussed in the articles (n=8).

#

BCT

%

=)

R b & R

B RBB B

N

3 8 8 98 8 K 88 R 8BBNB N

Provide feedback on performance
Provide information on consequences of behavior in general

Barrier identification/problem solving

Provide information on consequences of behavior to the individual

Prompt self-monitoring of behavior

Prompt self-monitoring of behavioral outcome
Provide instruction on how to perform the behavior
Facilitate social comparison

Plan social support/social change

Goal setting (behavior)

Action planning

Prompt review of behavioral goals

Stress management/emotional control training
Provide normative information about others' behavior
Model/Demonstrate the behavior

Prompt practice

Use of follow-up prompts

Goal setting (outcome)

Provide rewards contingent on successful behavior
Relapse prevention/coping planning

Provide information about others' approval

Set graded tasks

Prompt review of outcome goals

Prompt rewards contingent on effort or progress toward behavior
Prompting generalization of atarget behavior
Provide information on where and when to perform the behavior
Teach to use prompts/cues

Environmental restructuring

Prompt identification as role model/position advocate
Prompt self-talk

Prompt use of imagery

General communication skillstraining

Stimulate anticipation of future rewards

Shaping

Prompting focus on past success

Agree behavioral contract

Prompt anticipated regret

Fear arousal

Motivational interviewing

Time management

100
88
88
75
75
75
63
63
63
50
50
50
50
38
38
38
38
25
25
25
13
13
13
13
13
13
13
13
13
13
13
13
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Table 6. Freguency of behavioral change techniques (BCTs) per improved study outcome.

BCT Improved heath be-  Improved clinical Improved psycholog-  Combined aver-

havior outcomes outcome measures  ical outcomes (n=9) age percentage

(n=7) (n=9)

n % n % n % %
Provide feedback on performance 7 100 9 100 9 100 100
Provide information on consequences of behavior in general 6 86 8 89 9 100 92
Barrier identification/problem solving 6 86 8 89 9 100 92
Prompt self-monitoring of behavioral outcome 6 86 8 89 7 78 84
P;lovideinformati on on consequences of behavior to theindivid- 5 71 7 78 8 89 79
u
Prompt self-monitoring of behavior 5 71 7 78 8 89 79
Plan social support/socia change 5 71 6 67 7 78 72
Goal setting (behavior) 5 71 7 78 5 56 68
Prompt review of behavioral goals 4 57 7 78 6 67 67
Facilitate social comparison 4 57 6 67 7 78 67
Action planning 4 57 5 56 3 33 49
Use of follow-up prompts 3 43 3 33 5 56 44
Provide instruction on how to perform the behavior 3 43 4 44 4 44 44
Provide normative information about others’ behavior 3 43 3 33 3 33 36
Stress management/emotional control training 1 14 4 44 4 44 34
Provide rewards contingent on successful behavior 2 29 2 22 2 22 24
Model/Demonstrate the behavior 2 29 1 11 3 33 24
Relapse prevention/coping planning 2 29 2 22 2 22 24
Prompt practice 1 14 2 22 3 33 23
Set graded tasks 2 29 2 22 1 11 21
Goal setting (outcome) 1 14 3 33 1 11 19
Prompt self-talk 1 14 1 11 1 11 12
Prompt use of imagery 1 14. 1 11 1 11 12
Prompt review of outcome goals 0 0 2 22 1 11 11
Teach to use prompts/cues 0 0 2 22 1 11 11
Prompt identification as role model/position advocate 0 0 2 22 1 11 11
Provide information on where and when to perform the behavior 1 14 1 11 0 0 8
Provide information about others’ approval 0 0 1 11 1 11 7
Prompt rewards contingent on effort or progresstoward behavior 0 0 0 0 1 11 3
Prompting generalization of atarget behavior 0 0 0 0 1 11 3
Environmental restructuring 0 0 0 0 1 11 3
General communication skillstraining 0 0 0 0 1 11 3
Stimulate anticipation of future rewards 0 0 0 0 1 11 3
Shaping 0 0 0 0 0 0 0
Prompting focus on past success 0 0 0 0 0 0 0
Agree behavioral contract 0 0 0 0 0 0 0
Prompt anticipated regret 0 0 0 0 0 0 0
Fear arousal 0 0 0 0 0 0 0
Motivational interviewing 0 0 0 0 0 0 0
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BCT Improved health be-  Improved clinical Improved psycholog- Combined aver-
havior outcomes outcome measures  ical outcomes (n=9) age percentage
(n=7) (n=9)
n % n % n % %
Time management 0 0 0 0 0 0 0
: : actually contribute to the improvement of patients
Discussion 4 P P

Overall Findings

To the best of our knowledge, this is the first review of BCT
usein online diabetes self-management support programs. This
information should prove helpful in designing effective online
self-management programs for people with T2DM. We
identified 13 RCT studies reporting on 8 different online
self-management interventions of which 4 pre-existed as
group-based programs. Despite the introduction of the Internet
in 1994, only a relatively small number of Internet-based
self-management interventions for T2DM patients have been
studied. We did find 143 studies on various forms of diabetes
telehealth and telecare interventions. These studies were
excluded from our review because they did not qualify for our
definition of self-management programs. Rather these programs
stimulated patientsto self-monitor their blood glucose, followed
by professional feedback and advice. To our knowledge, these
programs do not explicitly prompt or support patients to make
decisions[32-34,49].

The majority of the included studies that reported on
self-management interventions only gave a very basic
description of the program and its background. Indeed, it has
been noted before that very few studies provide a detailed
description of the actual behavioral changeintervention [50-52].
This could be caused by the limited space authors have to
describe the intervention in certain journals, making it difficult
to replicate the study or allocate an effect size to specific parts
of theintervention.

The Use of Theories and Behavioral Change
Techniques

We observed that 7 of 8 interventions were grounded in a
theoretical model, of which one of the used models (TTM),
although popular, had limited evidence to support its
assumptions [53,54]. Self-regulation theory with monitoring,
action planning, and evaluating as its key features [55], and
social learning theory, characterized by learningin socia context
[56], were most commonly used to inform devel opment of the
online interventions. However, only 3 studies specificaly
substantiated their choicefor the use of specific BCTsto support
their intervention [35,37,39]. After distilling the BCTsfromthe
articles, the BCTs feedback on performance, providing
infformation on consequences of behavior, barrier
identificati on/problem solving, and self-monitoring of behavior
and outcomes seemed to contribute the most to the effectiveness
of the online self-management programs. Thesetechniquesalso
seemed to be key components for healthy eating and increasing
physical activity [57], and were also commonly foundin offline
T2DM self-management programs [14,58]. However, being
used frequently isin itself not aguarantee that these BCTswill

http://www.jmir.org/2013/12/e279/

self-management in aparticular domain. Nor does it mean that
these BCTs fit the theory that was chosen to guide the
intervention [59]. To further the development of effective online
self-management interventions for T2DM and other chronic
conditions, it isimportant to understand the underlying learning
process [59]. Appropriate use of theories and supporting BCTs
can prevent future interventions to be wrongly interpreted or
executed by participants thereby improving treatment fidelity.
This is particularly important for online programs, where
confusion and misinterpretation on the part of the participant
is more difficult to detect and address than in a group setting,
for example, because of the more distant and static nature of
the Web-based intervention. Therefore, it is crucia that the
theoretical framework and BCTs are carefully chosen before a
Web-based self-management intervention is created [60].

A number of potentially effective BCTs appear to be used rarely
or never in online self-management programsfor T2DM despite
agood theoretical basis. For instance, only aselection of BCTs
derived from social theories, which have a great influence on
the salf-management of T2DM [61], were represented in the
reviewed studies that claimed to use these social theories.
Although planning social support and having some form of
coaching to provide feedback are frequently used, other BCTs
that seem to affiliate with social cognitive theories, such as
identification of arole model, model/demonstrate the behavior,
and provide information about others' approval, were not
frequently used. The same is true for BCTs such as coping
planning and use of imagery that have been shown to be
effectivein stimulating self-management of T2DM in an offline
program [62]. Similarly BCTs that seem to be based in the
classical and operant conditioning theories (characterized by
associations and rewards), such as prompt rewards contingent
on effort or progress toward behavior and teach to use
prompts/cues, were also barely used, but have shown to be
associated with improving physical activity [63]. Just because
these theories and BCTs were not used in the reviewed
interventions does not mean that they are of no value to an
online self-management program.

The question then arises why researchers only use a limited
number of BCTsand why the chosen BCTsdo not always match
thetheoriesunderlying their intervention. One explanation could
be that current online interventions are being copied from
published successful online or offline interventions based on a
selection of theories and BCTs. By copying existing
self-management programs, other relevant theories and BCTs
are slowly phased out, narrowing the spectrum of BCTs used.
Another obvious reason why certain BCTs are not being used
could be that they are too complex or too technologically
demanding and, therefore, too costly to integrate into an online
environment. For instance, integrating elements of social support
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into the intervention, such as a forum, email messaging, and
chatting functionality, demands|arge databases and continuous
moderator involvement. The maintenance costs of these parts
could influence the choice of using these elements. Finally,
another reason for underuse of effective BCTs may be that the
development of Web-based interventions for T2DM patients
aredriven primarily by technological advancementsrather than
being based on a BCT [64].

Limitations

The number of articles uncovered in thisreview was limited to
13 RCTs, covering 8 different diabetes self-management
interventions. By only including English studies there is a
possibility we limited the amount of available interventionsfor
thisreview. This, in combination with multiple BCTs used and
avariety of outcome measures, made it difficult to allocate an
effect size to a specific BCT. Furthermore, because of the fact
that self-management interventions contain multiple modules
with interactive components, it is difficult to attribute an
improvement in aparticular study outcometo one specific BCT.
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Conclusions/Future Recommendations

The development of online self-management interventions for
T2DM patients brings with it a responsibility of correctly
constructing and choosing the working components to
specifically target diabetes self-management goas and
outcomes. To avoid a further narrowing of applied BCTs, we
recommend developers of online self-management programs
to not only copy existing successful programs, but also critically
review and consider less frequently used BCTs in the context
of their theoretical background and the chosen target behaviors.

Ideally, the creation process should follow the order of choosing
atheory first, then matching BCTs, and lastly the technology
to support the intervention. BCTs can be selected from the
taxonomy of 40 BCTs as proposed by Michie et a [27]. By
using this strategy, online theory-based self-management
programsfor T2DM patients can be devel oped without making
unnecessary compromises or biased choices caused by existing
technology. Furthermore, reporting detailed information on
used theories and BCTsin research protocols and articles will
benefit researchers in the creation and understanding of new
effective Web-based self-management interventions for T2DM
and other chronic disorders.
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Abstract

Background: Mobile phones have become nearly ubiquitous, offering a promising means to deliver health interventions.
However, little is known about smartphone applications (apps) for cancer.

Objective: The purpose of this study was to characterize the purpose and content of cancer-focused smartphone apps available
for use by the general public and the evidence on their utility or effectiveness.

Methods: We conducted a systematic review of the official application stores for the four major smartphone platforms: iPhone,
Android, Nokia, and BlackBerry. Apps were included in the review if they were focused on cancer and available for use by the
general public. Thiswas complemented by a systematic review of literature from MEDLINE, Embase, and the Cochrane Library
to identify evaluations of cancer-related smartphone apps.

Results: A total of 295 apps from the smartphone app stores met the inclusion criteria. The majority of apps targeted breast
cancer (46.8%, 138/295) or cancer in genera (28.5%, 84/295). The reported app purpose was predominantly to raise avareness
about cancer (32.2%, 95/295) or to provide educational information about cancer (26.4%, 78/295), followed by apps to support
fundraising efforts (12.9%, 38/295), assist in early detection (11.5%, 34/295), promote a charitable organization (10.2%, 30/295),
support disease management (3.7%, 11/295), cancer prevention (2.0%, 6/295), or socia support (1.0%, 3/295). The mgjority of
the apps did not describe their organizational affiliation (64.1%, 189/295). Apps affiliated with non-profit organizations were

more likely to be free of cost (x21=16.3, P<.001) and have afundraising or awareness purpose (x22=13.3, P=.001). The review
of the health literature yielded 594 articles, none of which reported an evaluation of a cancer-focused smartphone application.

Conclusions:. There are hundreds of cancer-focused apps with the potential to enhance efforts to promote behavior change, to
monitor ahost of symptoms and physiological indicators of disease, and to provide real-time supportive interventions, conveniently
and at low cost. However, there is a lack of evidence on their utility, effectiveness, and safety. Future efforts should focus on
improving and consolidating the evidence base into a whitelist for public consumption.

(J Med I nternet Res 2013;15(12):€287) doi:10.2196/jmir.2661
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Introduction

Since the beginning of the 21st century, mobile phones have
become nearly ubiquitous. At the end of 2011, there were an
estimated 6 billion mobile subscriptions, accounting for
approximately 87% of the global population [1]. Rapid
technological convergence has led to the emergence of
smartphones—feature-rich phones that combine the voice and
text messaging functions of basic phones with powerful
computing technology that can support third-party applications,
sensing, Internet access, and wireless connectivity with other
devices. According to a 2012 report from the Pew Internet and
American Life Project, 85% of US adults own a cell phone of
some kind and 53% own asmartphone [2]. The combination of
their popularity, technical capabilities, and proximity to their
owners makes them an attractive platform for the delivery of
health promotion and disease management interventions [3].

Basic mobile phone-based interventions have shown promise
in improving outcomes for a variety of health conditions and
behaviors. A systematic review of controlled trials of health
care interventions delivered by cell phones with basic features
such as voice or text-messaging capabilities reported
improvements in 61% of outcomes measured [4]. Process
improvements included improved attendance at medical
appointments, quicker time to diagnosis and treatment, and
enhanced communication skills. Behavioral changes included
smoking cessation, improved medication adherence, and more
timely vaccinations. Clinically significant changes included
improvementsin blood sugar control, asthma symptoms, stress
levels, and self-efficacy. Most of these mobile interventions
used “push” technology, where participants received
personalized text or automated voicemail messages such as
appointment, medication, or symptom assessment reminders,
or educational messages to encourage preventive health
behaviors or self-management activities.

Less is known about smartphone-based interventions, which
offer new possibilities for health promotion and disease
management. Technical capabilities include: text messaging,
cameras, Internet access, automated sensing, and native
applications. All major smartphone platforms—Apple iOS,
Google Android, BlackBerry, Nokia's Symbian, and Nokiaand
Microsoft Windows Phone—provide third-party developers
with application programming interfaces (APIs) that they can
use to build special purpose applications, known as native
applications (apps). The launch of the Apple App Storein 2008,
along with its software development kit shortly theresfter, led
to an explosion in app devel opment and subsegquent downl oads.
Asof April 2012, the total number of consumer health appsfor
the iPhone was estimated to be 13,600 [5]. Klasina and Pratt
[2] have identified five strategies used in smartphone-based
health interventions that take advantage of the technical
capabilities of the mobile phone to various extents; these
include: (1) tracking health information (eg, through text
messaging, native apps, or automated sensing), (2) involving
the health care team (eg, remote coaching, Symptom
monitoring), (3) leveraging social influence (eg, peer-to-peer
support, modeling, or influence), (4) increasing the accessibility
of health information (eg, short messages or reminders), and
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(5) utilizing entertainment (eg, games to motivate health
management).

Researchers have begun to characterize the smartphone apps
that are available to consumers for pain management [6],
diabetes management [7], smoking cessation [8], cancer [9],
and melanomadetection [10]. Cancer isaleading cause of death
and disability worldwide, accounting for 7.6 million deaths
(13% of all deaths) in 2008 [11]. Recent advancesin detection,
prevention, and treatment have led to increased surviva rates
for patientsliving with the disease, with an estimated 28 million
survivors around the world [12]. A large majority of cancer
survivors experience distressing symptoms and adverse
long-term consequences related to their disease and unmet
supportive care needs are frequently reported [13]. Asaresult,
many people affected by cancer regularly seek health-related
information online [14-16]. The review of cancer apps by
Pandey et al [9], although informative, was restricted to those
available on the iPhone market and lacked detail on the content
or features of apps. For example, consumer appswere described
as“genera information about the disease” or “patient assistant
tools’.

The purpose of this study was to characterize the purpose and
content of cancer-focused smartphone apps available for use
by the general public and the evidence on their utility or
effectiveness. We present a systematic review and
characterization of the cancer-focused apps that are available
in four leading smartphone application stores. This was
complemented by a systematic review of the health literature
to identify evaluations of cancer-focused smartphone apps. We
also discuss the reported purpose and features of smartphone
appsin relation to health behavior change theory, with the goal
of identifying gaps, which could inform intervention
development.

Methods

Overview

Systematic review methodology, as described by Moher et al
[17], was used to guide the collection and characterization of
eligible apps from the official smartphone stores and the
evidence on app utility or effectiveness from the health
literature. We developed a systematic search strategy that
attempted to identify all relevant apps and studies and we
provide a systematic presentation and synthesis of the
characteristics of the apps and the studies.

Mobile Application Market Search

Overview

On February 14, 2012, we conducted a search of the online
stores for iPhone (App Store), Android (Google Play),
BlackBerry (App World), and Nokia/Symbian (Ovi) using the
keyword “cancer” in the main search engine. We searched across
all store categories (eg, we did not restrict our search to the
health/ lifestyle category). We restricted our search to
applications that had “cancer” in the title or store description
of the app. One author (LD) searched the Android and
BlackBerry marketsin France and another author (RY) searched
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the iPhone and Nokia markets for eligible appsin Canada. All
eligible apps from the French Android and BlackBerry stores
were checked against the Canadian Android and BlackBerry
stores to ensure their availability in the Canadian market. The
two reviewers then swapped a random selection of 5% (a total
of 64 apps) of their search yields to verify their eligibility.

Selection Criteria

Apps were included if they were focused on cancer and were
intended for peopl e affected by cancer defined as cancer patients
or survivors, their family caregivers, or the genera public
concerned about cancer; had an English-language interface; and
were available for smartphones. If an app had an English
interface, the app, and its title and description appeared in
English regardiess of the store in which the search was
conducted. Some apps were available in multiple languages.
Apps were excluded if they were only available on tablet
computers or were aimed at health care professionas. We
excluded appsrelated to smoking cessation, radiation exposure,
or general symptom management because they were not focused
on cancer and many did not include “cancer” in their title or
store description. Moreover, recent reviews have been published
on smoking cessation apps [8] and pain management apps [6].
Inter-rater reliability of the 64 apps (5%) reviewed for eligibility
asdetermined by standard Cohen’s kappawas acceptable (.74).
Disagreements were resolved by consensus involving a third
reviewer when necessary.

Data Extraction

We collected information from the store description of the app
and only downloaded or examined the websites of those apps
that had unclear store descriptions or did not provide
screenshots. We extracted information on: year of release, cost,
affiliation (eg, commercial, non-profit, university, or medical
center), condition information (eg, type of cancer), source of
app information, features (eg, calendar, journaling software,
etc), and multimedia used (eg, text, audio, visual, video).

Data Coding and Analysis

We generated a preliminary coding scheme to describe the
purpose of the app by collectively (JLB, RY, LD) analyzing the
content of thefirst 50 (16.2%, 50/309) eligible apps. Using this
coding scheme, one author (RY) extracted the study data and
coded the main purpose of the apps. Another author (MT)
independently reviewed a random selection of 25.6% (79/309)
of apps to verify the information coded. Inter-rater reliability
of the coded data, as determined by Cohen's kappa was high
(.87), but revealed that minor changes to the coding scheme
were required. RY used the revised coding scheme to re-code
all apps. The final coding scheme was based on the following
seven identified categories of apps:

1. Awareness-raising: tools to raise public recognition of
cancer as asocietal problem.

2. Fundraising: tools to attract financial resources for cancer
control.

3. Promote an organization: encourage awareness about a
charitable organization raising awareness and funds for
cancer or providing support to people affected by cancer.
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4. Disease and treatment information: provide genera
information about cancer (eg, disease or treatment options)

5. Prevention: provideinformation and practical toolsto avoid
cancer, including the recurrence of cancer.

6. Early detection: provide information and tools to assist in
the identification of cancer before the emergence of
symptoms or signs.

7. Disease management: provide information and practical
tools to deal with the medical, behavioral, or emotional
aspects of cancer.

8. Support: provide access to peer or professiona assistance.

Appswere coded into one category based on their main purpose
as described in the store description.

Health Literature Search

Overview

Articles were identified through a search of MEDLINE
(1990-June 18, 2012), Embase (1990-June 24, 2012), and all
of the databasesin the |latest available version of The Cochrane
Library (1990-June 24, 2012). The search strategy, developed
in consultation with amedical librarian (ME), included astring
of mobile technology search terms cross-matched with terms
“cancer” and “neoplasm” (Multimedia Appendix 1). Theyield
from the bibliographic databases was supplemented with a
review of reference lists from eligible articles and recent
reviews. Two of the authors of this study (MT and JLB)
independently reviewed thetitles and abstracts of thetotal search
yield toidentify eligible articles. The full text of the articlewas
retrieved if any reviewer considered a citation potentially
relevant.

Selection Criteria

Articleswere considered potentially relevant if they: described
an evaluation of a mobile phone app for cancer
patients/survivors, family caregivers, or the general public;
included original data on the use of the mobile phone app by
cancer patients/survivors, family caregivers, or the general
public; and were published in English. To be €eligible for
inclusion in the final analysis, the article must have described
an evaluation of acancer-focused smartphone app. We excluded
articles that described or evaluated basic mobile phone and
personal digital assistant (PDA) interventions, the reliability of
paper versus mobile phone-based assessments, aswell asarticles
that evaluated apps tested exclusively on laptops, netbooks, or
tablet computers. As described, a smartphone is a feature-rich
phonethat offers more computing capability than abasic mobile
phone or a PDA.

Data Extraction and Coding

Two of the authors of this study (MT and JLB) independently
reviewed the full text of the articles meeting the eligibility
criteria and extracted information on the following: general
study characteristics (eg, primary author, year of publication,
country of study, and source of funding); participants (age,
gender, and sociodemographic data); condition (eg, cancer type);
intervention (eg, device, main purpose, and features); study
design, and findings. Disagreements were rare and were easily
resolved by consensus.
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Results

General Characteristics

The search of the mobile phone market yielded 1314 potentially
relevant apps, of which 309 apps met our selection criteria
(Figure 1); 90.3% (279/309) of apps were available on the
iPhone or Android markets (Figure 2). Twelve apps were
available on more than one platform (10 were available in two
storesand 2 inthree stores). Therefore, therewereatotal of 295
unique apps.

Release date information was availablefor only 38.0% (112/295)
of the apps from Apple, Android, and BlackBerry, as the
remainder had produced updated versions and only published
their date of update. Rel ease date information was not available
for apps on the Nokia market.

Half of the apps (50.2%, 148/295) were free to download. Of
those free-to-download apps, 8 were trial versions of the full

Figurel. Flow diagram.

Bender et d

pay-for-download applications. These free apps offered limited
versions of the full apps, restricting access to the full suite of
features. The remainder of the apps (47.1%, 139/295) ranged
from $1 to $12 CAD and the majority were priced at amedian
of $1.01 CAD.

The majority of the apps did not describe their organizational
affiliation (64.1%, 189/295). Of those that provided
organizational information, 63.2% (67/106) were affiliated with
anon-profit, 26.4% (28/106) with a commercial company (eg,
Health Monitor Network), 9.4% (10/106) with a university or
medical institution, and 1 app was affiliated with a government
ingtitution (eg, National Ingtitutes for Health). Apps affiliated
with not-for-profit organizations (non-profit, university, medical
ingtitution, or government) were more likely to be free

(x%,=16.3, P<.001). Apps that did not disclose their affiliation
were more likely to have a price (x%,=50.1, P<.001).
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Figure 2. Distribution of cancer apps across the four mobile markets.
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Target Cancer Type
Overall, the appstargeted 15 types of cancer, aswell asbroadly

Figure 3. Number of apps by target cancer type.
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targeting pediatric cancers, femae cancers, and cancer in
general. The majority of apps targeted breast cancer (46.8%,
138/295) (Figures 3 and Figure 4).
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Figure 4. Percent distribution of appsin comparison to estimated new cases of cancer, by gender, Canada 2013. Data on cancer incidence drawn from
Figure 1.2 of Canadian Cancer Statistics by the Canadian Cancer Society (2013).
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Application Purpose and Content

Thereported app purpose was predominantly to raise avareness
about cancer (32.2%, 95/295) or provide information about
cancer (26.4%, 78/295). A considerable proportion of appswere
designed to support fundraising efforts (12.9%, 38/295) or
promote a charitable organization raising awareness or funds
for cancer (10.2%, 30/295). A minority of apps aimed to assist
inthe prevention (2.0%, 6/295), early detection (11.5%, 34/295),
or management of cancer (3.7%, 11/295), and only 3 apps (1.0%,
3/295) enabled users to communicate with or learn from other
cancer survivors. Apps affiliated with a commercial company
were more likely to have an informational purpose, while apps
affiliated with a not-for-profit were more likely to have a

fundraising, awareness, or promotiona purpose (x%=13.3,

http://www.jmir.org/2013/12/e287/

RenderX

P=.001). Application purpose and features are summarized in
Table 1.

The majority of apps utilized the visual media capability of the
smartphoneto deliver content. Thetop three multimediaformats
were: visual media-only (36.7%, 108/295), text-only (28.9%,
83/295), and a combination of text and visual media (22.6%,
65/295). The apps that contained only visual media consisted
of themed backgrounds or icons (eg, pink ribbons), which were
intended to raise awareness of cancer. Many apps (31.5%,
93/295) used a combination of multi-media content. (Data not
shown.)

Screenshots of representative apps from each category are shown
in Multimedia Appendix 2.
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Table 1. Primary function and features of cancer apps (n=295).

Bender et d

Purpose Description Features® Apps, n (%)
Awareness Images, information, or gamesto 1. Cancer-themed wallpaper, icons, fonts, or programs (eg, pink ribbon 95 (32.2)
raise awareness about cancer or is-  background)
sues related to cancer . . ]
2. Basic information to rai se awareness about cancer
3. Cancer-themed games (eg, chemo drug shooting at cancer cells)
4. Interactive activities to raise awareness about cancer (eg, trivia about
cancer)
Diseaseandtreat- Educational information, insome 1. eBook 78 (26.4)
mentinformation  cases supplemented by visual or
video media, regarding: disease, di- 2. Newsfeed
agnosis, symptoms, treatment, pre- 3, Glossary of terms
vention, screening, alternative ther- ] ) ) ] o
apy, behavior management, cancer 4. Directory of information with search functionality
terminology, psychosocial issues, 5 |ngryctional images or videos
or up-to-date news.
Fundraising Toolsto raise funds for cancer or 1. Promote fundraising efforts (eg, Twitter, Facebook) 38(12.9)
support management of fundraisin ) .
eff%?ts 0 9 2. Monitor fundraising progress
3. Update persona fundraising page
4. Fundraising event information
5. Donate funds
Early detection ~ Educational information, skills 1. Information, images, or videos on how to screen 34 (11.5)
training, and tools to assist in the ) . .
detection of cancer 2. Monitor screening results (eg, notes or pictures)
3. Medical screening reminder
4. Forms or image capture tools with built-in GPS locator of screening or
cancer centers
5. Image capture tool with algorithm that cal cul ates skin cancer risk
Promotean orga- Encourage awarenessabout achari- 1. Newsfeeds 30(10.2)
nization table organization raising avareness . _
and funds for cancer or providing 2. Information about the organization
support to people affected by can- 3. Organizational contact information
cer.
4. Direct links to contact the organization (eg, hyperlink to acontact form
on awebsite)
Disease manage-  Information and toolsto managethe 1. Appointment tools: reminder/ organizer, medical team contact list, tools 11 (3.7)
ment medical, behavioral, or emotional  to prepare questions, tools to store lab results, journal for notes, tools to
aspects of cancer track medical expenses
2. Self-monitoring/ tracking tools: physical symptom tracker, psychosocial
symptom tracker, medication tracker
3. Communication (eg, email)
Prevention Educational information, skills 1. Grocery list of foods that may prevent cancer 6(2.0)
training, and toolsto prevent cancer. . -
9 a 2. Recipes based on recommend cancer-fighting foods
3. Quiz on reducing behavior and dietary risk factors
4. Information and images on how to exercise
Peer support Toolsto communicate with or learn 1. Asynchronous communication tools 3(1.0)

from the experiences of other cancer
patients.

2. GPSlocator of social network members

3. Text or audio-based cancer survivor stories

8The features listed here areillustrative of the main app content in each category.
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Prevention, Early Detection, and Disease M anagement
Apps

Six apps (2.0%, 6/295) reported that their purpose wasto assist
in the prevention of cancer by promoting healthy lifestyle
behaviors. Five of these apps aimed to promote healthy eating
behaviors, one app promoted exercise. These apps targeted
breast cancer (n=4), prostate cancer (n=1), and cancer in general
(n=2). The healthy eating apps offered educational information
and skill-building tools to assist in the performance of healthy
eating behaviors. Featuresincluded lists of cancer preventative
foods, recipes based on recommended foods, and tips on healthy
eating practices. The exercise app offered instruction on how
to perform exercises to promote increased circulation in breast
tissue.

Thirty-four apps (11.5%, 34/295) reported that their purpose
was to assist in the early detection of cancer. The magjority of
these apps targeted breast cancer (n=17) or skin cancer (n=9),
followed by hematologic cancers (eg, leukemia, lymphoma,
myeloma; n=3), testicular cancer (n=2), cervica (n=1), and
colorectal (n=1). Most of the former apps offered practical
guidance on how to perform self-exams, reminders for
self-exams or screening appointments, and features to track
assessment results. A handful of apps offered cancer risk scores
based on completion of a questionnaire. Skin cancer detection
apps included tools that captured and tracked images of skin
lesions and generated cancer risk scores based on built-in
algorithms.

Eleven apps (3.7%, 11/295) provided tools to support the
management of cancer. The magjority of these apps were not
specific to a particular cancer type (n=7), three were tailored
for breast cancer (2 of which also targeted colorectal cancer),
and one was tailored for prostate cancer. These apps offered a
combination of toolsto assist in the management of (1) medical
appointments (eg, appointment organizers or reminders, team
contact lists, question list builders, note taking, recoding of lab
results, tracking of medical costs), or (2) self-monitoring of
symptoms or medication consumption (eg, using forms or
journaling features). One app was focused entirely on assisting
in the preparation of question lists to guide conversations with
health professionals, including an inventory of over 100 typical
guestions, and tools to add a question, build question lists, and
record answers.

Evaluation

No app reported an evaluation of any form in their store
description.

The search strategy yielded 594 articles. After independent
review by two authors, none of these were deemed eligible. We
did not find an eval uation of a cancer-focused smartphone app.
But we did find evaluations of three unique mobile device
interventions for cancer: a symptom management system to
facilitate monitoring of toxicity symptomsin patients undergoing
chemotherapy, which produces tailored self-management
feedback and alerts the care team alerts when alarming
symptomsarise[17-19]; ageneric symptom assessment system
that prompts patients to perform and record assessments and
forwards completed assessments to clinicians for review [20];
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and a problem-solving skills system for parents of children with
cancer with prompts to perform and log problem-solving
activities [21]. One of these was designed for a basic maobile
phone and the others were PDA-based interventions.

Discussion

Principal Findings

In summary, atotal of 295 unique apps were identified across
the four leading smartphone markets. The majority of apps
targeted breast cancer or cancer in general and aimed to raise
awareness about cancer or provide educational information
about cancer. Most apps éffiliated with anon-profit organization
were free. However, most apps did not report their
organizational affiliation. Last, asystematic review of the health
literature found no evaluations of cancer-focused smartphone
applications.

This study demonstrates, as have others [6-9], the increasing
number of native health apps that are available to the public.
The majority of reviewed apps were available on Android or
i Phone smartphones, which isunsurprising given the dominance
of Googleand Appleinthe smartphone market [18]. Some early
reviews of heath apps focused exclusively on iPhone apps
[6,8,9]. This study demonstrates the importance of considering
Google’'s Android platform, which accounted for 75% of the
worldwide smartphone market share as of the third-quarter of
2012[18].

Despite increasing interest in mobile phones as platforms for
the delivery of health behavior-changing interventions, this
study suggests that the cancer apps available in the app stores,
on their own, have limited potential value in this regard. It is
well recognized that information aloneisinsufficient to change
behavior, particularly when complex behavior change is the
aim [19]. To be effective, health promotion efforts must also:
teach the self-management skills necessary to trandate that
knowledgeinto effective practices; build a sense of self-efficacy
or confidencein performing the behaviors; and create the social
supports necessary for the initiation and maintenance of the
desired behavior [20]. Yet, the mgjority of identified apps
focused exclusively on raising awareness or delivering
information about cancer. Only 17.2% (51/295) of apps provided
information in combination with skill-building tools to assist
in the performance of preventive, detection, or self-management
behaviors. Similarly, Rosser and Eccleston [6] found that the
majority of pain-related apps were designed to deliver
information about pain and its treatment, with little integration
of features to promote coping or self-management behaviors.
In contrast, Chomutare et a [7] found an under-representation
of education in their review of diabetes apps, which were rich
in self-management features. Their review, on the other hand,
was restricted to apps that had a blood glucose self-monitoring
component, which could have excluded educational apps.

Overall, thereviewed cancer apps did not take advantage of the
smartphone's technical capabilities. For example, the main
feature offered by the subset of apps that aimed to support
preventative or self-management behaviors was health
information tracking, often referred to as self-monitoring. This

JMed Internet Res 2013 | vol. 15 | iss. 12 |287 | p.39
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

was primarily achieved through native journaling applications
custom-designed to support logging of appointment information
or health-related behaviors. Self-monitoring has been shown to
be an effective health behavior intervention, particularly for
weight loss[21]. However, the effort involved in tracking one’s
activities can be a significant barrier to adoption and sustained
use. Mobile phones can reduce the effort involved in
self-monitoring by using photosto document complex behaviors
and using sensors connected wirelessly to measuring devices
that automatically log behaviors and physiologic states[2]. Most
of the apps included in this review relied on textual entry or
touch screen completion of predetermined response options. A
handful of the skin cancer detection apps enabled users to
document and track their skin lesions using the phone’s built-in
camera and three of the question-building apps enabled users
to audio record health professionals' responses. There were no
apps that used automated sensing for tracking.

Although there are fewer clear physiologic indicatorsfor cancer
that are amenable to user self-collection, mobile sensing
platforms could assist in the automated logging of symptoms
(eg, fatigue, pain, nausea) or health behaviors such as exercise.
The threat of regulation, which is costly and time-consuming,
could have discouraged app developers from using the
smartphone's technical capabilities, particularly automated
sensing. Regulatory bodies in the United States and the
European Union areincreasing scrutiny over mobile apps, with
the United States opting for alarger scope [22]. On September
25, 2013, the US Food and Drug Administration (FDA) issued
guidelines for the oversight of mobile medical apps that meet
the regulatory definition of “device” and that (1) are intended
to be used as an accessory to an FDA-regulated medical device
(eg, an app that could enable a health professional to view a
medical image), or (2) transform a mobile platform into a
regulated medical device (eg, apps that use sensors to measure
and track vital signs) [23]. However, some mobile sensing apps
that meet the definition of a medical device will not require
FDA review, for example, apps that allow users to collect
(electronically or manualy entered) blood pressure data and
share these data through email or upload it to a personal or
medical health record. Although these FDA guidelines were
not available at the time the search was conducted, draft
guidelines of a similar nature were available and could have
influenced app developers.

Effective self-management requires effective communication
with and support of the health care team [19,20]. Only a few
appsincluded featuresthat could facilitate communication with
the health care team. These were limited tools to identify and
prioritize questions to ask your doctor and journaling apps to
take notes during medical appointments. In their review of pain
apps, Rosser and Eccleston [6] found no apps that facilitated
communication with the health care team, which they attributed
to the lack of involvement of health professionals in app
development. Headth professionals can aso support
self-management efforts through regular assessment of their
patients' health status and providing encouragement to perform
healthy behaviors, as well as problem-solving support [19].
Involvement of health professionals has also been shown to
increase adherence to Web-based interventions [24]. Mobile
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phones can keep health professionalsinformed of the patient’s
condition and progress and facilitate health professional -patient
interactions, through remote coaching, remote symptom
monitoring, and automated feedback [2]. As discussed, the
mobile smartphone's connectivity to the Internet facilitates
remote monitoring efforts by enabling user’s datato be uploaded
to a server as soon as they are captured, allowing for early
detection of critical events. For example, Kearney et a [25]
developed a PDA-based symptom management system to
facilitate monitoring of toxicity symptomsin patients undergoing
chemotherapy. The system uses phone-based questionnairesto
assess six chemotherapy-related symptoms (nausea, vomiting,
fatigue, mucositis, hand-foot syndrome, and diarrhea). Patients
responses are uploaded to a server and the system generates
specific strategiesfor managing the particular symptoms. If the
software determinesthat the symptoms are alarming, the system
generates an alert that is sent to the health care team. Reported
benefits of the system based on patients' evaluations include:
improved communication with health professionals,
improvements in management of symptoms, and feeling
reassured their symptoms were being monitored. While apps
that enabl e patientsto self-record their symptomsand to upload
that information to a server for health professionals are
considered medical devices according to the FDA, the agency
has decided to waive regulation of these apps.

The reviewed apps also failed to fully take advantage of the
smartphone’s socia networking capabilities. Only three apps
enabled users to connect with similar others to exchange
information and support. Two of these apps enabled users to
post questions and responses to other users of the app in the
form of amobile community of support, and the third consisted
of a book of survivors' experiences with the disease. None of
the prevention and disease management apps included features
that enabled the exchange of supportive information with other
users of the app. Similarly, Chomutare et al [7] documented a
lack of social media functionality in their review of diabetes
apps. Most diabetes apps that claimed to include social media
features only provided alink to the device'sgroup pagein socia
networking sites such as Twitter and Facebook. Online health
communities have repeatedly demonstrated their value in
bringing together cancer patients and survivors to exchange
information and support [26]. While the exact mechanisms by
which social relationships affect health remains unclear, nearly
30 years of research has consistently demonstrated that they
have a powerful effect on physical and mental health and may
extend survival [27]. Socia support is aso a critical factor in
theinitiation and maintenance of health behaviors[20]. Mobile
phones have the potential to connect users with their support
networks anytime and anywhere.

The lack of evidence of app effectiveness and description of
the procedures or data sources (eg, evidence, theory, or
user-centered design) used to devel op the app isalso concerning.
All five previousreviews of health apps have raised this concern
[6-10], two of which demonstrated discrepancies between
information generated on smartphone applications and
evidence-based guidelines [7,8]. Pandey et a [9] found that
significantly more iPhone apps designed for heath care
professionals had scientifically valid information compared to
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those designed for patients (96% vs 32%). Although evaluating
the credibility of app content was out of scope, and in our view
sufficiently addressed in previous reviews, the “iEAT” app in
Multimedia Appendix 2 provides a good example of
guestionabl e content that lacks cited source material. Our study
found that the majority of apps failed to report their
organizational affiliation (64.1%, 189/295).

Last, compared to cancer incidence in Canada [28], thereis a
nearly two-fold over-representation of the percent distribution
of breast cancer apps (eg, 45% of apps compared to 26.1% new
cases of breast cancer), and aconsiderabl e under-representation
of prostate, lung, and colorectal apps. In part, this is likely
because a large proportion of the apps were intended as
awareness-raising tools as opposed to addressing perceived or
real need and there is greater charitable activity around breast
cancer. The breast cancer fundraising movement is one of the
largest and most successful social movements, which other
groups seek to emulate [29]. In addition, the overwhelming
majority of investment in cancer research in Canada (27%) is
focused on breast cancer [30].

There is a need for a whitelist of regulatory body-approved
(when necessary), scientifically  evaluated, and
consumer-recommended mobile health apps. Our study found
several appsfor melanomadetection that would likely fall under
FDA regulation. These apps aim to aid users in determining
their melanomarisk by analyzing a digital image of the user’s
lesion based on built-in algorithms. A use case study of the
accuracy of four of these types of appsto correctly classify 60
melanoma and 128 benign control lesions, found the results to
be highly variable: 3 of the 4 apps incorrectly classified 30%
or more of the melanoma lesions as unconcerning [10]. These
types of apps have the potential to cause distress and harm if
they provide the patient with advice that is misleading. The
FDA maintains a list of apps on its website that have been
approved by the agency [23]. The National Health Service
(NHS) in the United Kingdom has gone one step further in
producing a Library of Health Apps [31] that are reviewed by
the NHS to ensure that they are clinically safe and rated by
consumers. There are also CONSORT-eHeadth reporting
guidelines for randomized controlled trials of Web-based and
mobile health interventions[32]. Currently lacking isasynthesis
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of thisinformation for consumers, reporting standards for app
store descriptions, and a set of criteria to aid consumers in
selecting health apps. This information could be beneficial to
developers, funders, and health professionals as well, and may
improve the development of future apps and stimulate work in
neglected areas.

Limitations

Our study had certain limitations. First, the review of the
smartphone apps was restricted to the commercial descriptions
of the apps in the online stores; as a result, certain apps may
have been overlooked. Second, a considerable proportion of
apps included in this review did not report their release dates,
content source, or organizationa affiliation in the store
description. It is possible that some of this missing information
is documented within the app. Third, the search results are
dependent on the terms included in the search strategy and the
search engines used. We attempted to overcome this limitation
by choosing common terms, including multiple smartphone
markets, as well as conducting the health literature review.
Fourth, we conducted the searches in the Canadian and French
mobile markets and, as a result, may have missed cancer apps
available in the markets of other countries. Last, our selection
criteria(eg, restricting to appswith “ cancer” inthetitle or store
description) likely excluded many prevention-related apps.
Moreover, weintentionally excluded appsthat were not focused
on cancer or intended for people affected by cancer. Thus, the
apps in the prevention category are likely not representative of
all cancer prevention apps.

Conclusions

Overdl, this study found a considerable number of
cancer-focused apps, availableto consumers, of unknown utility
and effectiveness. Although mobile devices offer remarkably
low-cost, real-time ways to encourage preventive strategies,
monitor a host of behaviors, symptoms and physiological
indicators of disease, and provide interventions, the evidence
base in support of these apps is lacking. Future efforts should
focus onimproving and consolidating the evidence on the utility,
safety, and effectiveness of mobile cancer apps into awhitelist
for public consumption.

[PDE File (Adobe PDF File), 485K B - jmir_v15i12e287 app2.pdf ]
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Abstract

Background: An effective data collection method is crucial for high quality monitoring of health interventions. The traditional
face-to-face data collection method is labor intensive, expensive, and time consuming. With the rapid increase of mobile phone
subscribers, text messaging has the potentia to be used for evaluation of population health interventionsin rural China.

Objective: The objective of this study was to explore the feasibility of using text messaging as a data collection tool to monitor
an infant feeding intervention program.

Methods: Participants were caregivers of children aged 0 to 23 months in rural China who participated in an infant feeding
health education program. We used the test-retest method. First, we collected data with a text messaging survey and then with a
face-to-face survey for 2 periods of 3 days. We compared the response rate, data agreement, costs, and participants’ acceptability
of the two methods. Also, we interviewed participants to explore their reasons for not responding to the text messages and the
reasons for disagreement in the two methods. In addition, we evaluated the most appropriate time during the day for sending text
messages.

Results: Weincluded 258 participants; 99 (38.4%) participated in the text messaging survey and 177 (68.6%) in the face-to-face
survey. Compared with the face-to-face survey, the text messaging survey had much lower response rates to at least one question
(38.4% vs 68.6%) and to all 7 questions (27.9% vs 67.4%) with moderate data agreement (most kappa values between .5 and .75,
the intraclass correlation coefficients between .53 to .72). Participants who took part in both surveys gave the same acceptability
rating for both methods (median 4.0 for both on a 5-point scale, 1=didiked very much and 5=liked very much). The costs per
guestionnaire for the text messaging method were much lower than the costs for the face-to-face method: ¥19.7 (US $3.13) versus
¥33.9 (US $5.39) for al questionnaires, and ¥27.1 (US $4.31) versus ¥34.4 (US $5.47) for completed questionnaires. The main
reasons for not replying were that participants did not receive text messages, they were too busy to reply, or they did not see text
messages in time. The main reasonsfor disagreement in responses were that participantsforgot their answersin the text messaging
survey and that they changed their minds. We found that participants were more likely to reply to text messages immediately
during 2 time periods: 8 AM to 3 PM and 8 PM to 9 PM.
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Conclusions: The text messaging method had reasonabl e data agreement and low cost, but alow response rate. Further research
is needed to evaluate effectiveness of measures that can increase the response rate, especially in collecting longitudinal data by

text messaging.

(J Med Internet Res 2013;15(12):€269) doi:10.2196/jmir.2906

KEYWORDS

text messaging; data collection; program evaluation; child nutrition sciences

Introduction

Globally, the proportions of stunting, underweight, and wasting
of children younger than 5 years are estimated to be 26%, 16%,
and 8%, respectively, and they have attributed to more than
40% of child deaths [1]. In China, the prevalences of
underweight and stunting in children younger than 5 years are
also high, amounting to 12.6% and 9.4%, respectively, in 2012
[2]. Inadequate breastfeeding and complementary feeding causes
undernutrition in young children; thereby, affecting children’s
survival [3]. The World Heath Organization (WHO)
recommends exclusive breastfeeding for 6 months and then
providing safe and appropriate complementary foods with
continued breastfeeding for children up to 2 years of age and
beyond [4]. During the past decade, China has adopted the
WHO's feeding recommendations and implemented programs
to improve feeding practices [5]. However, infant and young
child feeding is still suboptimal: the proportion of infants
younger than 6 months who were exclusively breastfed was
only 27.6%, the proportion of infants aged 6-9 months who
received complementary feeding was 43.3%, and the proportion
of children aged 12-15 months who received continued
breastfeeding was 37.0% [6].

Planning and management are essential for health programsto
achieve high coverage of key interventions. Program monitoring
aims to evaluate the extent to which activities are completed,
such as training, supervision, home visits, and distribution of
medicines, supplies, and counseling materials. Indicatorsrelated
to availability, access, demand, and quality can be obtained
through program records and routine reports. Monitoring is
crucial for process evaluation of intervention programs, but
often difficult to perform in rural areas because there are no
adequate primary carerecordsin paper or electronic format that
could enable us to monitor indicators such as knowledge of
caregivers or proportion of children with anemiawho received
iron supplements[7].

The quality of data collection is affected by different sources
of bias, which together are referred to as the total survey error
[8]. Total survey error consists of sampling errors and
nonsampling errors. The choice of data collection mode
influences the extent to which the dataare affected by each type
of nonsampling error (coverage error, nonresponse error, and
measurement error) [9]. Thereareawiderange of datacollection
methods for both interviewer-administered questionnaires
(including face-to-face and telephone interviews) and
self-admini stered questionnaires (including mailed surveys and
computer-assisted surveys) [9]. Theface-to-face mode haslong
been recognized as the gold standard for its effectiveness in
securing high levels of participation and, hence, to reduce

http://www.jmir.org/2013/12/e269/

nonresponse error [9]. However, in face-to-face surveys,
respondents are more likely to modify the true answer to certain
types of survey questions to present themselves in a more
favorable light than in self-administered surveys [10,11]. In
addition, the face-to-face mode is labor intensive, expensive,
and time consuming [12], and the increased costs makesit very
challenging and extremely costly to be used in large surveys
[13], especially in resource-limited settings.

The number of maobile phone holders has increased rapidly
worldwide, including in China. By May 2013, therewerea most
as many mobile phone subscriptions as people in the world
(estimated 6.8 billion mobile subscriptions) [14]. In China, there
were more than 1.1 billion mobile phone subscriptionsin May
2013 [14]. There is a growing interest in using text messages
in medical research and this could be an innovative way to
collect data for self-administered interviews [15]. Previous
studies have evaluated using text messaging for data collection.
Haberer et a [16] showed in their qualitative study that
participants expressed ahigh level of acceptance of text message
data collection about antiretroviral therapy adherence in a
resource-limited setting. Whitford et a [17] found that
participants perceived text messaging as an acceptable way of
providing data and that researchers found it an easy and
functional method of gathering data. Other studies demonstrated
that it was feasible to use text messaging to document bleeding
episodes in children with hemophilia [18], to collect data on
pain after tonsillectomy [19], and to collect frequent data for
monitoring the clinical course of low back pain [20]. Studies
also indicated that text messaging data collection has many
advantages: it is accessible for many people regardless of time,
place, or setting, and it can collect information in real time
without interviewer bias [12]. In certain cases, it makes it
possibleto collect longitudinal data[21-23] and can give access
to a migrating population and to other participants that are
difficult to reach [24,25].

The choice between modes of data collection is guided by data
quality, but also by the available organizational infrastructure,
estimated costs, predicted nonresponse rate, and length of data
collection period [26]. As far as we know, data collection by
text messaging has not yet been studied in China. Our study
describes atext messaging survey and comparestext messaging
to face-to-face data collection to monitor an infant feeding
program in rural China. We aimed to explore the feasibility of
data collection through text messaging to monitor child health
programs. If this method is feasible, it can be used to monitor
health programs more effectively and guide planning of
successful health interventions that can improve child health.
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Methods

Overview

This study is part of the evaluation of alarge-scale child health
intervention program in Zhao County, China. Aspart of nutrition
counseling in this program, we developed a feeding calendar
and distributed it to al caregiversto explain the WHO feeding
recommendations.

Study Design

All caregivers who received the calendars with information on
infant feeding were eligible for recruitment if they met our
inclusion criteria. We used the test-retest method [27] and asked
participants to complete a survey questionnaire for program
monitoring twice: first by text messaging and then by
face-to-face interviews. We compared differences between the
2 data collection methods in response rate, data agreement,
costs, and acceptability to caregivers. We also explored
caregivers reasons for not replying to text messages, reasons
for answer disagreement between the two methods, and the most
appropriate time during the day for sending text messages.

Study Setting

This study was conducted in al 16 village clinics in
Wangxizhang Township, Zhao County, Hebel Province, China.
In Zhao County, approximately 75% of the population has
mobile phones and nearly all households have at least 1 mobile
phone [28]. Detailed information on the study setting can be
found elsewhere [29].

Participants

Before the study, we distributed the infant feeding calendarsto
pregnant women and caregiversof all children aged 0-23 months
in Wangxizhang Township in January 2012. We included
participants according to the following criteria: (1) had a child
younger than 2 years, (2) received the infant feeding calendar
prior to the study, (3) provided their mobile phone number, (4)
were willing to receive text messages, and (5) had a mobile
phone number that was validated by our text messages from
village doctors. We excluded caregivers if their mobile phone
number was wrong, if they refused to participate, or if they
participated in the pilot study.

Recruitment

We asked village doctors to distribute the infant feeding
calendarsin their catchment areas supervised by a doctor from
Zhao County Maternal and Child Health Hospital. Village
doctors were established to introduce health carein rural areas
in the 1960s when a village-level cooperative medical scheme
was started. However, the quality of care varied widely because
funding was variable and most village doctors only received a
short period of training or no training at al. Nowadays, village
doctors usualy have at least primary school or junior high
school education and they have a good relationship with
villagers[30,31]. We a so asked village doctors and the hospital
doctor to collect demographic information of children and their
caregivers, mobile phone numbers of caregivers, and their
willingness to receive text messages. We obtained a list with
names of children after distribution of infant feeding calendars.
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Then, we sent text messagesto all caregiversto validate mobile
phone numbers. For those caregivers who did not respond to
our text messages, we asked the village doctors to visit
caregiversin their homesto verify their mobile phone numbers.
We paid the village doctors and the hospital doctor for their
efforts. Each village doctor was paid ¥50.0 (US $7.95) for
completion of their work and the hospital doctor was paid ¥50.0
(US $7.95) per day for 2 days.

Pilot Study

Before the forma study, we conducted a pilot study on
caregivers willingness to receive and reply to text messages.
We selected a convenience sample of 38 caregivers aged 22 to
37 years, who were raising a child aged 0-23 months in our
study area. After obtaining informed consent and demographic
information, we sent text messages to caregivers to test the
survey. We asked caregivers about their mobile phone use,
experience with text messaging surveys, and how they
interpreted our questions. Wefound that almost every caregiver
(94.7%) had their own mobile phone and that almost all (94.7%)
were willing to reply to the messages for research. We revised
our survey's text messages according to the caregivers
feedback. We added moreinformation to thefirst and the second
message to make it more accurate, included information about
the message sender, feesfor replying to messages, how to reply
to a text message survey, and reduced the total number of
questions from 10 to 8. In addition, we made some small
changes to the wording of the text messages.

Training of Interviewers

We recruited 3 recent graduates with Bachelor’s degrees from
medical universities (2010-2011) as interviewersfor this study
and trained them for half a day on the procedures of the
face-to-face survey. We did role-play exercises with the
interviewers and discussed problemsthey encountered to ensure
they felt comfortable and confident in conducting interviews
and would conduct them with consistency.

Data Collection and Entry Process

We first asked caregivers to participate in the text messaging
survey for a period of 3 days (April 15-17, 2012), and then in
the face-to-face survey for a second period of 3 days (April
18-20, 2012). According to Hermann Ebbinghaus’s test, only
approximately 27.8% of newly learned meaningless syllables
will be remembered after 48 hours [32]. Our study was about
whether caregiversreceived and read the feeding calendar, their
perception of the feeding calendar, and their knowledge on
infant feeding, which were meaningful; therefore, we prolonged
the time interval to 3 days. Participants were not alowed to
look up their answers during the interview. During the study, a
team member recorded al the costs data and another team
member checked the data.

Text Message Method

Before the formal text messages were sent, we asked village
doctors to inform participants. We first conducted the text
messaging survey for 3 days. A team member used asmartphone
(MES25, Motorola, Tianjin, China) withan Android 2.2 system
to send text messages to al participants individually. During
the first day, we sent the first question to all participants from
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10 am to 8 pm. We sent the next text messages immediately
after participants responded between the hours of 8 am and 12
pm. A supervisor (a team member) checked the messages
individually to ensure that the messages sent out were correct
and that each message had been successfully sent. We sent the
messages again if they failed to be sent, if we did not receive a
reply within 1 day, or if we received an unclear response. The
smartphone automatically saved al original messages and the
sending and receiving time. When replying to our text messages,
participants were charged ¥0.1 (US $0.02) per message; for all
8 messages that needed a reply, they were charged ¥0.8 (US
$0.13) a most. In the first survey message, instead of
reimbursing text messages fees, we told participants that
caregivers who completed the text message survey (responded
to all 8 questions) would receive an infant recipe as a gift for
their efforts after the face-to-face interview 3 days later. This
was only a small incentive for caregivers; it was worth ¥2.0
(US $0.32) and the per capita annual net income of rura
households was ¥7119.7 (US $1132.29) in 2012 according to
the China Statistical Yearbook [33].

Face-to-Face M ethod

After the text messaging survey, we did a face-to-face survey
during a second period of 3 days. Village doctors informed all
258 participants (including 159 caregivers who did not
participate in the text messaging survey) to gather at the village
clinics for the interviews and told them the interviews were
about infant feeding knowledge. Each interview was conducted
in a quiet place where an interviewer asked each participant
questions and recorded answers using pen and paper. Each
interview lasted approximately 8 to 10 minutes. After the
face-to-face survey, ateam member checked if the participant
had responded to the text messaging survey and if the results
were the same for both surveys. Then, interviewers asked the
participants questions about their reasons for not replying and
about any differences between the text messages and face-to-face
responses. For caregivers who participated in both surveys, we
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asked them to rate the two methods on a 5-point scale to assess
acceptability (1=dislike very much, 2=dislike, 3=0k, 4=like,
5=like very much) [34]. After the interview, the supervisor
checked the completeness of all the questionnaires. We gave a
towel, worth ¥2.0 (US $0.32), to the participants for their
participation.

Questionnaire

As shown in Textbox 1, the first question participants were
asked was about informed consent (only in text messaging
survey); there were an additional 7 core questions in both
surveys. Participants were not sent any other questions/text
messagesif they replied "no" to theinformed consent question.
The7 core questionsweredivided into 3 categories. participants
feedback on the infant feeding calendar, participants' feeding
knowledge, and the main source of their feeding knowledge.
Two questions about participants’ feeding knowledge werefrom
the Breastfeeding and Nutrition module of the Maternal,
Newborn, and Child Health household survey developed by the
WHO; we developed the other 5 questions. All these questions
were tested in the pilot study and revised according to the
feedback of caregivers.

The text messaging survey consisted of 11 messages. 2
introduction messages which did not need replies, 1 informed
consent message which asked whether the participant was
willing to participate, 7 messageswith the 7 core questions, and
1 thank you message. In theintroduction messages, weinformed
participants who we were, what the aim of the study was, and
what benefits (an infant feeding recipe) they could get after
completing the text messaging survey.

The face-to-face survey had 27 questionsin total: 10 questions
about general information of children and participants, the 7
core questions, 7 questions about reasons for disagreement
between the same questions, one question about reasons for
nonresponse or incomplete replies, and 2 questions about
participants’ perceptions of the 2 survey methods.
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Textbox 1. Text messaging survey content.

Text message 1: Hello! Thisisthe Capital Institute of Pediatrics and Zhao County Maternal and Child Health Hospital. We have given you afeeding
calendar and now would like to know how you use the feeding calendar.

Text message 2: This survey does not require extra expenses apart from your normal text message costs, which is 1 jiao per message. Please reply to
our text messages. Caregivers who reply to all these messages will get afeeding recipe in a couple of days (do not reply to the previous 2 messages).

Text message 3 (question 1): Pleasereply to questions one by one. After replying to aquestion, you will receive the next question. There are 8 questions
in total. Do you agree to participate in the survey? Please write the number of your choice below, and then send the message.

1. Yes
2. No

Text message 4 (question 2): Have you or other members of the family read the feeding calendar? Please write the number and send.
1. Yes, | haveread it carefully

2. Yes | havereadit

3. Yes, | haveread part of it

4.  No, | have not read it

5. No, | did not get it

Text message 5 (question 3): In your opinion, isit easy for you to understand the feeding knowledge? Please write the number and send.
1. Yes, itisvery easy.

2. Yes, itiseasy.

3. Yes, itisok.

4. No, itisdifficult.

5. No, itisvery difficult.

Text message 6 (question 4): In your opinion, is the feeding knowledge calendar useful for you to feed your child? Please write the number and send.
1. Yes, itisvery useful.

2. Yes, itisuseful.

3. Yes,itisok.

4. No, itisuseless.

5. No, itiscompletely useless.

Text message 7 (question 5): In your opinion, until what age should a child be given only breast milk, without any other food or liquids (including
water)? Please write your answer in months, and send.

Text message 8 (question 6): In your opinion, at what age should a child be given meat (such as pork, beef, mutton, chicken, and duck)? Please write
your answer in months, and send.

Text message 9 (question 7): In your opinion, until what age should a child be breastfed? Please write your answer in months and send.

Text message 10 (question 8): Where did you receive this feeding knowledge? Please choose the most important one below. Please write the number
and send.

The feeding calendar
Township hospital doctors
Village doctors

By yourself

Relatives or friends

o o~ W NP

Other

Text message 11: You have completed all questions, thank you for your cooperation!
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Outcomes

The primary outcomes were the response rate, data agreement,
and costs. The secondary outcomes were acceptability, reasons
for nonresponse to text messages, reasons for disagreement
between the 2 survey methods, and the appropriate timeto send
text messages.

Response Rate

In both surveys, we defined the response rate in 2 ways: (1) the
proportion of participantswho answered at least 1 core question,
and (2) the proportion of participants who completed al the
core questions.

Data Agreement

Data agreement could only be assessed when the same
participant participated in both the face-to-face and text
messaging surveys. We reported intracl ass correl ation coefficient
(ICC) and kappa values, and the percentage of agreement of
responses that were the same for both methods [35].

Costs

We assessed the total costs, costs per questionnaire, the costs
per completed questionnaire, and the incremental cost
effectiveness ratio (ICER), which was calculated for the
proportion of participantswho completed all the core questions.
The costsincluded expensesfor the two methods from 9 sources:
transportation, food, hotel, printing, text message, renting a
mobile phone, data entry, payments for interviewers,
supervisors, and local coordinators, and gifts for interviewees.

Acceptability of Text Messaging and Face-to-Face
Surveys

We defined acceptability as the rating that participants who
participated in both surveys gave. We report the median points
of caregivers acceptability scores(ona5-point scale; 1=dislike
very much, 2=dislike, 3=0k, 4=like, 5=like very much) for both
surveys.

Reasons for Not Responding to Text M essages
Reasons for not responding were reasons participants gave for
not replying to text messages.

Reasons for Disagreement Between the Survey
Methods

Reasonsfor disagreement were reasons caregiversthought may
be the reason they gave different answers.

Appropriate Timesto Send Text M essages

A better time to send text messages is the time interval when
most text messages are replied to. We defined the best time as
the time when at least 75% of text messages were replied to
within 1 hour of being received.

Data Analysis

We entered datafor both surveysinto EpiData3.1 (The EpiData
Association, Odense, Denmark). We checked the 2 files and
resolved discrepancies by checking the original data in the
smartphone or face-to-face questionnaires.

http://www.jmir.org/2013/12/e269/
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We used the McNemar test to detect differences between the
survey methods in the overall response rate. We assessed the
data agreement by kappa value (simple kappa for categorical
variable, Fleiss-Cohen for ordinal data), ICC for quantitative
variables, and percentages of the same answersin both methods
[36]. We used the pairwise Wilcoxon rank test and kappa value
to compare the caregivers acceptability for both survey
methods. Two team members read and discussed reasons for
both nonresponse and inconsistent answers and then classified
the answersinto different categories. We cal cul ated percentages
to describe provided reasons for not responding to the text
messaging survey, disagreement in responses between the 2
survey methods, and the appropriate time for sending messages.
We used SAS 9.1 (SAS Ingtitute, Cary, NC, USA) for the
analysisand we considered aP valuelessthan .05 as statistically
significant.

Ethical Approval

We obtained ethical approval from the Ethical Committee of
the Capital Institute of Pediatrics in Beijing. For face-to-face
survey, all surveyed participants read the informed consent form

and gave their written consent. For the text messaging survey,
participants gave their consent through a text message.

Results

Participants

Figure 1 shows the flowchart of the enrollment of participants.
We included 258 (62.6%) participants in our study out of the
412 caregivers who received feeding calendars. Of those 412
caregivers, we had to exclude 62 (15.0%) caregivers because
we did not have the mobile phone number for the following
reasons. no numbers (35/62, 56%), wrong numbers (3/62, 5%),
participated in pilot study (22/62, 35%), or had children aged
older than 2 years (2/62, 3%). We sent validation messages to
the remaining 350 caregivers and we were able to validate the
mobile phone numbers of 71 (20.3%) caregiverswho responded.
For the 279 (79.7%) caregivers who did not respond to our
messages, Vvillage doctors were able to recollect 187 mobile
numbers. We compared the numbers they found with our own
records, but we did not send text messages again to caregivers
to validate the numbers. The remaining 92 caregivers whose
mobile numbers were not recollected by village doctors were
excluded. In all, atotal of 258 caregivers wereincluded in this
study.

Table 1 lists the total number of participants in the text
messaging survey and face-to-face survey and the characteristics
of participants and their children. Among the 258 included
participants, 99 (38.4%) participated in text messaging survey,
177 (68.6%) participated in the face-to-face survey, and 43
participants (16.7%) participated in both surveys. The age and
sex ratios of the youngest child in families were similar for the
2 surveys. Participants who participated in our surveysincluded
primarily mothers, but also fathers, grandparents, and other
family members. Therewere ahigher proportion of grandparents
in the face-to-face survey (29.4%) than in the text messaging
survey (1.0%).
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Figure 1. Flowchart of participant enrollment.

Caregivers who received feeding calendar
(n=412)

Excluded (n=62):

-No maobile number (n=35)
-Wrong number (n=3)
-Participated in pilot study (n=22)
-Child clder than 2 years (n=2)

Caregivers who had mobile numbers
(n=350)

The validation messages were sent

Caregivers replied Caregivers did not reply
(n=71) (n=279)

Excluded (n=92):
-Wrong number (n=1)
-Failed to recollect
n=911

Village doctor collected
mobile phone numbers

directly from caregivers
(n=18T)

Caregivers included in the study
(N=258)
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Table 1. Characteristics of survey participants and their children (N=258).
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Characteristics Text messaging survey Face-to-face survey
(n=98) (n=177)
Children
Agein days, mean (SD) 359.6 (154.5) 359.8 (155.7)
Sex (male/female) 62/37 116/61
Participants, n (%) &
Mother 86 (87.8) 115 (65.0)
Father 10(10.2) 7(3.9)
Grandparent 1(1.0) 52 (29.4)
Other 1(1.0) 3(L7)

8Datamissing for 1 participant in the text message survey group because the interviewer forgot to ask this question.

participated and 174 (67.4%) completed all questions. There
was a significant difference in the response rate for the first

Response Rate

For the text messaging survey, 99 (38.4%) of 258 participants
responded to our first question and 72 (27.9%) completed all 8
questions (72.7% of participants who responded to the first
guestion). For the face-to-face survey, 177 (68.6%) participants

Figure 2. Response rates for each question in the text messaging and face-to-face surveys.

guestion between the 2 surveys (McNemar test )(21: 46.8,
P<.001) and aso for the response rate for al questions
(McNemar test x%,= 68.6, P<.001). Figure 2 shows the response
rates for both surveys.
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Data Agreement

There were a total of 255 questions answered by the same
participants in both surveys. Table 2 shows that 159 (62.4%)
guestions had the same answers for both surveys. The lowest
proportion of agreement was for the fourth question, with 19
(56%) of 34 responses having the same answers; the highest
proportion of agreement wasfor thelast question, with 28 (85%)
of 33 responses having the same for both methods. The

Lietd

Fleiss-Cohen kappa values and ICCs showed a moderate to
good agreement for most questions. The Fleiss-Cohen kappa
values were .68 (95% CI 0.43-0.92), .50 (95% CI 0.21-0.79),
and .23 (95% CI —0.12 to 0.58) for ordinal data (questions 2-4),
respectively. The | CC for quantitative data (questions 5-7) were
.53 (95% Cl 0.29-0.76), .72 (95% Cl 0.51-0.86), and .69 (95%
Cl 0.50-0.83), respectively. Simple kappa for categorical data
(question 8) was .76 (95% CI 0.56-0.96).

Table 2. Questions with the same answersin both surveys by the same participants.

Question  Questionsby same Questions with same answers,n  Survey method, median (interquantile range) Kappa/l CC (95% ClI)
person, n (%)
Face-to-face Text messaging
2 43 25 (58) 2.00 (1.00, 2.00) 2.00 (1.00, 2.00) .68 (0.43, 0.92)2
3 35 23 (66) 2.00 (1.00, 3.00) 3.00 (1.00, 3.00) 50 (0.21, 0.79)2
4 34 19 (56) 1.00 (1.00, 2.00) 1.50 (1.00, 2.00) 23(-0.12, 0.58)2
5 29 18 (62) 6.00 (5.00, 6.00) 6.00 (5.00, 6.00) 53(0.29, 0.76)°
6 29 19 (66) 7.00 (6.00, 8.00) 6.00 (6.00, 7.00) .72 (0.51, 0.86)°
7 31 22 (71) 18.00 (12.00, 24.00) 18.00 (12.00, 24.00) .69 (0.50, 0.83)°
8 33 28 (85) — — .76 (0.56, 0.96)°
Total 255 159 (62) — — —
8F| eiss-Cohen kappa
bcc
CSimple kappa
Costs and ¥19.7 (US $3.13) for al questionnaires, respectively, and

The costs shown in Table 3 are all directly related to the data
collection project. The total costs of the face-to-face survey
were much higher than the costs of the text messaging survey:
¥5093.1 (US$953.12) and ¥1954.5 (US $310.84), respectively.
Costs per questionnaire for the face-to-face survey were aso
higher than for the text messaging survey: ¥33.9 (US $5.39)

http://www.jmir.org/2013/12/e269/

¥34.4 (US $5.47) and ¥27.1 (US $4.31) per completed
guestionnaires, respectively. Table 3 shows the total costs and
costs per questionnaire for both surveys. The ICER was
calculated to be ¥102.2 (US $16.25), meaning the cost of the
face-to-face survey for each percentage increase of completion
rate was ¥102.2 (US $16.25) compared to the text messaging
survey.
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Table 3. Cost? comparison of both surveys.
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Item Face-to-face (YUS $) Text message (YUS $)
Transportation 1606.0 (255.41) 0.0 (0.00)

Food for interviewer and supervisor 600.0 (95.42) 300.0 (47.71)
Hotel for interviewer and supervisor 1440.0 (229.01) 0.0 (0.00)
Printing of questionnaires and informed consent form 150.0 (23.86) 0.0 (0.00)

Text message 0.0 (0.00) 166.8 (26.53)
Renting mobile phone 0.0 (0.00) 150.0 (23.86)
Data entry 53.1(8.44) 29.7 (4.72)
Payment for interviewers, supervisor, and local coordinators? 1790.0 (284.67) 1110.0 (176.53)
Gift for participants 354.0 (56.30) 198.0 (31.49)
Total 5993.1 (953.07) 1954.5 (310.84)
Per questionnaire (all questionnaires) 33.9(5.39) 19.7 (3.13)

Per questionnaire (completed questionnaires) 34.4 (5.47) 27.1(4.31)

8B ased on WUS $ exchange rate on April 15, 2012.

B\we asked townshi p health workers and village doctors aslocal coordinatorsto collect and validate the mobile phone numbers for text messaging survey

and to recruit interviewees for face-to-face survey.

Acceptability of the Text M essaging and Face-to-Face
Surveys

Participants who participated in both surveys gave their
acceptability scores for both surveys. Asindicated in Table 4,

the mediansfor both the text messaging and face-to-face surveys
werethe same (median 4) and there was no significant difference
between the surveys (Wilcoxon signed rank test=15, P=.41, K
=.512, 95% CI 0.301-0.724).

Table 4. Participants' perceptions of the text messaging and face-to-face surveys (N=43).

Perceptions® Text messaging survey, n Total
3 (ok) 4 (like) 5 (like very much)
Face-to-face survey, n
3(ok) 3 2 1 6
4 (like) 3 12 1 16
5 (like very much) 1 5 15 21
Total 7 19 17 43

For both surveys, no participants chose 1 (dislike very much) or 2 (dislike).

Reasons for Not Responding to Text M essages

A total of 159 participants did not reply to our text messages.
Of these, 104 (65.4%) participated in the face-to-face survey.
Of the 104 participants, 51 (49.0%) were not the holder of
mobile phones to which we sent the text messages. We asked

http://www.jmir.org/2013/12/e269/

the remaining 48 participants about their reasonsfor not replying
to our text messages (data missing for 5 caregivers because
interviewers forgot to ask this question). Table 5 indicates that
19 of 48 (40%) caregiversreported that they did not receive our
text messages, and 16 (33%) of them reported that they were
too busy to reply or did not see the text message in time.
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Table5. Participant reasons for nonresponse to text messages (n=48).
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Reasons n %
Did not receive text message 19 40
Too busy to reply or did not see text messages in time 16 33
Did not know how to reply 5 10
Did not want to reply 4 8
Other® 2 4
Do not know 2 4

30ne “did not know that this message needed areply” the other “forgot to reply.”

Reasons for Disagreement Between Survey Methods

There were 43 participantswho answered 255 questionsin total :
159 (62.4%) questions with the same answers and 96 (37.6%)
guestions with different answers when comparing the
face-to-face and text message questions. We asked participants
for the reasons for disagreement. We obtained 69 answers;

Table 6. Reasons for disagreement between the survey methods (n=69).

participants did not provide their answers for the remaining 27
guestions. Table 6 indicates that for questions with different
answers, approximately two-thirds (67%) of participants said
they had forgotten their text message answers in face-to-face
interview, 1 in 6 participants (17%) changed their answers, and
1 in 10 participants’ (10%) said that they misunderstood the
text message question.

Reasons n %
Forgot the answer to this question 46 67
Changed ideas 12 17
Writing wrong numbers because misunderstood question in text messaging survey 7 10
Gave wrong answer because misunderstood question in face-to-face survey 2 3
Do not know 2 3

The Appropriate Timeto Send Text M essages

The smartphone automatically recorded the time sent and the
reply time of each text message. Instead of sending all questions
to participants at the same time, we sent the next question only
after we received a reply message to the previous question;
therefore, some questions were not sent to all participants
because of nonresponse for the previous question. We sent 806
text messages in total and received 628 reply messages from

http://www.jmir.org/2013/12/e269/

caregivers. Figure 3 shows the time interval between sending
and replying to messages across the day (each column represents
1 hour). Inthischart, we excluded 10 pmto 11 pm because only
7 messages were sent at 10 pm and 8 messages at 11 pm.
Participants responded quicker from 8 am to 3 pm and from 8
pm to 9 pm. During these periods of time, more than 50% of
the replied text messages were replied to within 5 minutes and
more than 75% were replied to within 60 minutes.

JMed Internet Res 2013 | vol. 15 | iss. 12 |€269 | p.54
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

Lietd

Figure 3. Response times to text messages between 8 AM and 9 PM by hour.
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Discussion

Principal Results

Our study showed the text messaging method had a lower
response rate, moderate to good data agreement, and lower cost
compared to the face-to-face method. Participants who
participated in both surveys found the methods similarly
acceptable. The main explanations the participants provided for
not replying were not receiving text messages, being too busy
to reply, or not seeing the text message in time. The main
explanations provided by the participantsfor disagreement were
that participants forgot their text message answers and they
changed their minds. We also found that participantswere more
likely to reply immediately after they received text messages
in 2 time periods: from 8 am to 3 pm and between 8 pm and 9
pm.

Comparison With Prior Work

A low response rate of a survey sample leads to nonresponse
error; therefore, it is a key issue for text messaging data
collection. Studiesin the literature indicated different response
rates, varying from 14% to 100% [12,15-17,37-41]. A study
with 2400 randomly selected mobile phone numbers from the
Swedish population registry achieved a response rate of 14%
[37]. Ancther study with a small sample size had a response
rate of 100% [15]. The response rate in our study was modest,
38.4% for the first question (consent) and 27.9% for al 8
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guestions in the survey. Among 99 caregivers who replied to
the first text message, 74 (74.7%) of them completed all 8
guestions. It is promising that interviewees are more likely to
complete the text messaging survey when they respond to the
first text message question, but the initial response is a key to
recruit interviewees. Therefore, there is a need to explore how
the response rate can be increased.

Many factors can affect the response rate of text messaging
surveys. The initial contact with participants is the first step;
however, this often fails because of difficulties in finding
functioning mobile phone numbers [37]. An advance |etter to
introduce the aim and meaning of the survey, benefits to
participants, and who the surveyors are could contribute to a
higher response rate [42], whereas a foreign phone number
might decrease the trustworthiness and lower the response rate
[37]. Participants’ awareness of the survey and their trust in the
surveyors can increase their willingnessto respond [15,37]. We
asked village doctors, whom most caregivers trust, to verbally
inform interviewees in advance, and we sent an introduction
message. Participants professions and education levels also
affect the response rate. The participants of the study that had
a100% response rate were undergraduate coll ege students[15],
whereasthe collection of human immunodeficiency virus (HIV)
treatment adherence data by text messaging from HIV-infected
children’s caregivers who only completed primary school in
Uganda indicated very low response rate [16]. In our study,
participantswere caregivers, including parents and grandparents,
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in rura areas and most were farmers with ajunior high school
education. Theilliteracy ratefor people aged 15 yearsand older
was4.07% in rural areasin Hebei provincein 2010 [43]. In our
pilot study, we did not find that illiteracy was a problem and
we expected our target study population was mainly literate.
However, thismay bedifferent in other study settings. Our pilot
study showed that most caregivers could reply to messages, but
in our study, approximately 10% of those who did not respond
reported that they did not know how to reply to the text
messaging survey. This has to be taken into consideration for
future research. Sending text messages at an appropriate time
could alsoincreasethe response rate. Some studies on telephone
surveys showed that targeting the call time or calling at an
anticipated time was an effective strategy to increase response
rate [42]. Bexelius et a [44] found that a lower proportion of
participants responded to text messages that were sent at 5 pm,
which isusually atime when many people arein transit. Some
participants in our study reported that they were too busy to
reply or they did not see our text messagesin time, which meant
that our text messages were not sent to them at a convenient
time. However, we found that participants responded more
quickly between 8 am and 3 pm and between 8 pm and 9 pm,
which could potentially be an appropriate time for sending text
messages to our study population. Reminders can increase the
response rate. In Kew's study, they sent 3 text message
remindersto participantsand if that did not work, they reminded
participants by calling them [15]. However, in atrial in which
adaily reminder message was sent for taking a vitamin C pill
for 1 month, only 45% of participants would continue to use it
for alonger period of time[45]. Therefore, in our study we sent
only 1 reminder message and gave participants 3 days to
respond. Further research is needed to test the usefulness and
tolerance for reminders in atext messaging survey.

We found that the most important reasons participants gave
for not responding to text messages were that they did not
receive the survey text messages or that they were too busy to
reply followed by they did not know how to reply or they did
not want to reply. Exampleinterventionsto solve these problems
are to make more effort to have personal contact with
participants, let village doctorsinform caregivers more actively,
send information messages on the research and how to reply,
update mobile phone numbers regularly, and send text message
at the appropriate times. Further studies need to be conducted
to explore in-depth the reasons for not responding and the
effectiveness of these approaches on increasing response rates
of text messaging surveys.

Data validity is the prerequisite for text messaging to be
accepted as adata collection method, and it has been addressed
by a small number of studies. Whitford et al [17] found that a
text messaging survey had excellent agreement compared to a
telephoneinterview for collecting information on infant feeding.
A study comparing telephoneinterviews and text message data
collection for disease symptom reporting also acquired a high
degree of agreement [12]. Our study compared a text message
survey with a faceto-face survey and found moderate
agreement. However, by exploring the reasonsfor disagreement
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between the two methods, we found that nearly 20% of
disagreement was because of participants’ changing their minds
and only 10% was reported to be directly caused by the text
messaging method (primarily because of writing the wrong
numbers or misunderstanding questions sent by text messages).
Further research needs to be done on a larger sample of
participants so that kappa values can be calcul ated.

The cost of the study would change with different study designs.
In our study, the costs could be less if a number of factors
changed. Firstly, there were fees for data entry because there
was no software that could transfer data from the mobile phone
text messages to the computer at that time. Therefore, these
costs could be deducted for data entry. Secondly, an automated
text messaging system can avoid fees by renting the mobile
phone and deducting the messages fees. Thirdly, the
nonresponse rate and text message reminders increased the
average fees for every questionnaire. Therefore, the higher the
response rate, the lower the costs of the survey. Fourthly, the
feesfor text messages and renting mobile phones will decrease
with the rapid development of technology. However, we expect
that fees for transportation will increase, and that the fees for
food and hotel for interviewers and supervisors, printing, data
entry, and gifts for caregivers will not change dramaticaly in
Chinawithin arelatively short period. Overall, text messaging
data collection methods can potentially save money on program
monitoring.

Strength and Limitations

The strength of our study is that we explored the reasons for
nonresponse and disagreement between the 2 survey methods.
This gave us more insight into why some participants did not
respond and why responsesweredifferent, and thisinformation
could be used for further studies to increase the response rate
or validate text messaging surveys. In our study population, the
highest responseswere achieved from 8 am to 3 pm and between
8 pm and 9 pm, which can guide future text messaging data
collection. However, our study had some limitations. First, we
used a mobile phone to manually send text messages because
we could not find an appropriate text message platform at the
time of the study. Second, our sample size for data agreement
analysis was small because of the low response rate of the text
messaging survey. Thereasonsfor nonresponse and responding
differently inthe 2 survey methods were asked face-to-faceand
provided by caregivers, but we have no way to verify their
answers. Interviews might be needed to explore the real reason
for nonresponse and inconsistent answers.

Conclusions

To our knowledge, this is the first study that explored the
feasibility of using text messaging as a data collection method
for program monitoring in rura China. Although the text
messaging survey was acceptable to interviewees who
participated in both surveys and costs were lower than for the
traditional face-to-face method, it had a lower response rate
than the face-to-face method. Future research needsto evaluate
the effectiveness of strategies that can increase the response
rate, especially in collecting longitudinal data by text messaging.
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Abstract

Background: Text messaging (short message service, SMYS) is awidely accessible and potentially cost-effective medium for
encouraging behavior change. Few studies have examined text messaging interventions to influence child health behaviors or
explored parental perceptions of mobile technologies to support behavior change among children.

Objective: Our aim wasto examine parental acceptability and preferencesfor text messaging to support pediatric obesity-related
behavior change.

Methods: We conducted focus groups and follow-up interviews with parents of overweight and obese children, aged 6-12 years,
seen for “well-child” carein eastern Massachusetts. A professional moderator used a semistructured discussion guide and sample
text messages to catalyze group discussions. Seven participants then received 3 weeks of text messages before a follow-up
one-on-one telephone interview. All focus groups and interviews were recorded and transcribed verbatim. Using a framework
analysis approach, we systematically coded and analyzed group and interview data to identify salient and convergent themes.

Results. We reached thematic saturation after five focus groups and seven follow-up interviews with atotal of 31 parents of
diverse race/ethnicity and education levels. Parents were generally enthusiastic about receiving text messages to support healthy
behaviors for their children and preferred them to paper or email communication because they are brief and difficult to ignore.
Participants anticipated high responsiveness to messaging endorsed by their child's doctor and indicated they would appreciate
messages 2-3 times/week or more as long as content remains rel evant. Suggestions for maintaining message relevance included
providing specific strategies for implementation and personalizing information. Most felt the negative features of text messaging
(eg, limited message size) could be overcome by providing links within messages to other media including email or websites.

Conclusions: Text messaging isapromising medium for supporting pediatric obesity-rel ated behavior change. Parent perspectives
could assist in the design of text-based interventions.

Trial Registration: Clinicaltrials.gov NCT01565161; http://clinicaltrials.gov/show/NCT01565161 (Archived by WebCite at
http://www.webcitation.org/6L SagFyPP).
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Introduction

The public health significance of childhood obesity is
well-known, as are the complexities involved in supporting
obesity-related behavior change in clinical practice. The
ubiquitous use of mobile phones in the United States [1] may
provide opportunities to support families in health behavior
change through the innovative use of applications such as short
message service (SMS) text messaging. Text messaging is a
widely accessible and potentially cost-effective medium for
facilitating behavior change through support and immediate
feedback capabilities. In 2012, over 2.3 trillion text messages
were sent, and there were more active cell phones than people
in the United States [2]. Rates of mobile phone use are highest
among historically difficult to access populations including
adolescents, young adults, low-income populations, less
educated adults, and those with | ess stable home addresses [ 3-6].

Prior studies have assessed the influence of text messaging on
adult weight loss [7-9], smoking cessation [10,11], asthma
management [12], sunscreen application [13], heart failure
self-management [14], prenatal care [15], and medication
adherence [16]. Fewer studies have been conducted among
children and/or their parents. For example, text messaging to
support weight management was found to be feasible and
acceptable among adolescents [17,18] and has been used to
promote adolescent sexual health [19], physical activity [20],
and diabetes self-management [3,21,22]. Text messaging
directed to adolescents and parents was found to reduce
“no-show” rates to medical appointments [23] and promote
adherence to vaccination schedules[24,25]. These studies show
promising results, yet few studies have assessed text messaging
to parents to support ongoing and complex health behaviors
such as overweight and obesity management for their children.
Parents play a key role in helping their children navigate
obesogenic environmental and media influences and as agents
of change in modifying weight-related behaviors [26]. Further
information is needed to facilitate the design of mobile
technology-powered pediatric obesity interventions that target
parents as agents of change.

The purpose of this study was to explore parental acceptability
and preferences regarding the use of text messaging and other
mobile technol ogiesto support pediatric obesity-related behavior
change.

Methods

Study Setting and Population

We conducted five focus groups and seven follow-up interviews
with parents of overweight or obese children, aged 6-12 years,
receiving care at one of two pediatric practices in eastern
M assachusetts. We purposively selected two pediatric practices
for recruitment in order to obtain heterogeneity in the
sociodemographic characteristics of participants. One practice
was a part of Cambridge Health Alliance (CHA), a safety net
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institution [27] caring for an ethnically diverse and traditionally
underserved population. The other was part of Atrius Health, a
private institution serving families with a broad range of
socioeconomic backgrounds.

Focus group digibility included parents who (1) had a child

6.0-12.9 years old with a body mass index (BMI) =85"
percentile for age and gender at the most recent “well-child”
visit with no other chronic conditions, (2) could communicate
in English, and (3) had a cell phone capabl e of text messaging.
The study focused on parents of overweight and obese children
in order to obtain opinions and preferences relevant to this
high-risk population. Further, the study was limited to
school-age children rather than younger children or adolescents,
who aredistinct in their levels of autonomy over their behaviors
and environments.

Recruitment and Enrollment

Participants were recruited from a sample of parents with
children meeting the eligibility criteria who had a well-child
visit at CHA's Somerville Pediatrics practi ce between July 2010
and August 2011 or at Atrius Health's Dedham Medical
Associates (DMA) between April 2011 and September 2011.
Study staff sent recruitment letters, with an opt-out phone
number, to the parents of 388 children seen at CHA and 297
children seen at DMA. Two parents from CHA and three from
DMA called to opt-out. Seven days after mailing the letter, two
research assistants began recruitment calls starting from the top
and bottom of an aphabetical list of remaining children to
establish eligibility, explain the study, answer questions, and
schedule parentsfor focus groups. After attempting callsto over
60% of the CHA sample and the entire DMA sample, they
scheduled 39 participants for three focus groups at CHA and
30 parents for two groups at DMA. Calls were discontinued
once 12-15 participants were recruited for each group.

During focus groups, the moderator invited parents to submit
their contact information voluntarily for potential inclusion in
a 3-week mock text messaging intervention and follow-up
interview. Participants were selected through stratified random
sampling from among volunteersto ensure that 1-2 participants
from each focus group were included in interviews. From 11
volunteers, 8 parentswere selected and 7 compl eted interviews.

Data Collection

The study team, which included pediatricians, health services
and public health researchers, and an anthropologist, created
the focus group guide informed by standard focus group
techniques [28] and existing literature on text messaging and
mobiletechnologies. Through several iterations, the focus group
guide ultimately included 26 open-ended core questions derived
from the study aims and research questions. These questions
were supplemented by spontaneous probes and follow-up
questions during the focus group discussions. Prior to starting
the focus groups, participants completed a brief, anonymous
survey on demographic characteristics and mobile technology
use and preferences. The focus group questions addressed
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parents’ perspectives regarding the use of mobile technologies
to support them in helping their children adhere to
evidence-based behavior goals for obesity prevention (eg,
reducing sugar-sweetened beverages and fast food, increasing
physical activity, ensuring adeguate sleep, and limiting screen
time) [29]. Discussion questions focused on message design,
clarity, content, relevance, personalization, and potential
effectivenessin supporting behavior change. In order to catalyze
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discussion during focus groups, parents received six sample
text messages about health behaviors on their own mobile
phones, including tips and self-monitoring messages to which
they were encouraged to reply viatext in real time (Textbox 1).
In one focus group, text messaging failed and participants
received all messages on paper. Thefocus groups lasted between
90 and 120 minutes, and participants received alight meal and
a$30 gift card for their time.

Textbox 1. Sample text messages received by participants during focus groups and before follow-up interviews.

Sample text messages received by participants during the focus groups

« Most juices and sports drinks are loaded with sugar and calories -- even 100% juice is. When your child is thirsty, water should be the drink of
choice.

« How many hours or minutes did your child watch or use screen media on an average day in the last week? * Please text back your response*
Thanks!

«  Responses (reviewed on paper)

« If meeting goal: Keep it up! You're off to agreat start.
« If almost there: That's not far off the recommended amount. The goal for this behavior iswithin reach!

« If needs work: There iswork to be done to reach the recommended amount for this goal, but your child can do it. Start with small changes and
build up.

« Your child's doctor suggests less than 2 hours a day of screentime. This is time on TV, DVDs, movies, computer & video games. Handheld
devices count too!

«  Well-rested children make for happier parents. 6-12 year-olds need 10-11 hrs of sleep, and enough sleep can make for better moods and better
learning.

« Run, walk, ride, skate, dance, play. What exercise does your child enjoy? The goal is 1 hr/day. If it sounds like alot, start lowly and build up.

Sample text messages received by participants during the 3-week mock intervention

Week 1.

«  Work onthe 10-2-1-0 goal for kids! That’s 10 hours of sleep, less than 2 hours of TV, 1 hour of physical activity, and O sugary drinks.
«  How many hoursdid your child sleep in an average night in the last week? * Please text back your response* Thanks!

«  Sef monitoring response

Examples:

« Great job! Congratulate your child for being on target with this behavior.

* Your child is close to meeting the recommendation. Work together to think of small stepsto help them reach the goal.
» There's aways to go to meet the goal, but work with your child to start slowly and keep at it.

Week 2:

o Just say noto TV in kids bedrms. Studies show that your child may be more willing to go to sleep, fall asleep faster, & sleep longer w/o TV in
the bedrm.

«  Skip sugary drinksfor kids. Choose water instead. Seem too plain? One parent told us she makes it fun with orange or lemon slices or sparkling
water.

«  Kidsneed 1+ hrs moderate-vigorous activity aday. What's that? If moderate, you can talk, not sing. If vigorous, you can say 3 words, then need
abreath.

Week 3:

«  How many hours or minutes did your child do moderate to vigorous physical activity on an average day in the last wk? * Please text back your
response* Thanks!

«  Sef monitoring response (see examples above)

«  Remember, you are your child'srole model! Limit your own TV time to help your children do the same.
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Focus group volunteers chosen to participate in the mock text
messaging intervention received three text messages aweek for
3 weeks (Textbox 1) before a one-on-one telephone interview
approximately 3-4 weeks after the focus group. In order to
deliver the text messages, we contracted with M obile Commons
(Brooklyn, NY), a mobile technology vendor that offers a
Web-based platform to support text messaging programs. The
follow-up interview guide was informed by findings from the
focus groups and further explored parents’ real-life experience
receiving text messages. Interviews lasted about 30 minutes,
and participants received a $30 gift card for their time.

All participants gave written consent to participate in focus
groups and interviews. The Harvard Pilgrim Health Care
Institute Human Studies Committee and the CHA Institutional
Review Board for Human Subjects Protection approved this
study.

Analysis

We used descriptive statistics to summarize participant
characteristics based on survey data. The focus groups and
interviews were audio-recorded, transcribed verbatim, and
imported into QSR International’s NVivo 9 software, a
gualitative data analysis program. Using a framework analysis
approach [30], 2 members of the research team (MS and ED)
developed an initial codebook of themes that included a priori
themes of interest and new themes that arose after both
researchers attended all focus groups and read all transcriptsin
their entirety. Three research team members (including a
qualitative research expert, ED) then coded two transcripts
independently and met to reach consensus about the codes to
be used. Additiona codes were then included in the codebook
as new themes emerged. The same team members coded the
remaining focus group and interview transcripts while meeting
periodically to review and discuss any discrepanciesin coding.
Analysisinvolved the systematic comparison of coded segments
across the five focus groups and seven interviews transcripts to
identify convergent, salient, and/or unique themes. Research
staff compiled and shared these interpretations with the larger
research team for their final review.

Results

Participant Characteristics and M obile Technology
Use and Preferences

We completed five focus groups with 31 parents (28 mothers
and 3 fathers) and seven follow-up interviews with focus group

http://www.jmir.org/2013/12/e272/

Sharifi et &

participants of diverserace/ethnicity and education levels. Table
1 shows results from the brief survey of participants on
demographic characteristics as well as mobile technology use
and preferences.

The majority of participants had unlimited text messaging cell
phone plans (77%, 24/31) and reported text messaging at least
onceaday (71%, 22/31). A small minority reported any maobile
service interruptions (10%, 3/31). Eleven participants (35%,
11/31) reported enjoying texting “a lot” with the remainder
reporting “somewhat” (48%, 15/31) or “alittle” (13%, 4/31).
Only one parent reported ever having signed up to receive text
messages about health information. Barriers to more frequent
texting listed by parents included cost, preference for talking
on the phone, and lack of interest. Among the 19 smartphone
ownersin the group, 16 reported ever having downloaded and
used apps (applications) on their smartphone, and only 2 had
ever downloaded a health-rel ated app such asaweight or fitness
tracker. All 31 parents reported that they would like to receive
text messages from their pediatrician’s office with advice about
their children’s health, and al but one parent were willing to
reply viatext regarding their children’s health behaviors.

Text Messaging Acceptability

Table 2 presents the major themes and representative quotes
that emerged from the focus groups regarding text messaging
acceptability. Parents were enthusiastic about text messaging
interventions and most commonly cited convenience and “ ease
of use” as advantages. Many characterized text messaging as
more effective than other types of communication because its
brevity, immediacy, and “hard to ignore” quality make parents
more likely to read messages. While some reported more
comfort with email than text messaging, many felt inundated
with emails and reported consequently ignoring or overlooking
many. Some considered the asynchronous nature of text
messaging abenefit because you can read and reply to messages
when convenient. Many mentioned that text messages are easy
to share and show to others, allowing quick dissemination of
health messages to family and friends.

Limitations of text messaging described by parents included
the difficulty of referring back to messages at a later time and
message size constraints. A few parents described less comfort
with the technology, and some felt cost would be a barrier for
those without unlimited text messaging plans.
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Table 1. Participant characteristics and mobile technology use and preferences among 31 participants in parent focus groups.

Characteristics

Mean (SD) or n (%)

Participant characteristics

Parent age, yrs (range 28-51)

Child age, yrs

Race/Ethnicity
White
Black
Hispanic
Other

English primary language

Education completed
High school
College
Post-graduate

M obile technology use & preferences
Text once per day or more
Enjoy texting “alot” or “somewhat”
Unlimited text messaging plan
Ever signed up for texts about health information
Own a smartphone that can connect to the Internet
Ever downloaded an app
Ever downloaded a health-related app
Mobile service interruptions (last 12 months)
Never

1-2 times

41.1(6.3)
8.7 (L9)

20 (65%)
3 (10%)
3 (10%)
5 (16%)
20 (65%)

10 (32%)
11 (35%)
8 (26%)

22 (71%)
26 (84%)
24 (77%)
1 (3%)

19 (61%)
16 (52%)
2 (6%)

27 (87%)
3 (10%)

How frequently would you like to get text messages from your pediatrician’s office with tips/advice about your child’s health?

Daily 1(3%)
4-6 times per week 2 (6%)
1-3 times per week 9 (29%)
1-3 times per month 17 (55%)
Less than once per month 2 (6%)
Never 0 (0%)
Willing to reply to text messages from your pediatrician’s office about your child’s health behaviors? 30 (97%)
http:/Awww.jmir.org/2013/12/e272/ JMed Internet Res 2013 | vol. 15 | iss. 12 [e272 | p.64
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Table 2. Perceptions of text messaging to parents to support child behavior change.

Perceptions Representative quotations

Advantages of text messaging
Convenient

“I"'m aways on my phone. It'sjust easier.”

“I don’'t have to try to find the information. It comesto me”

“You get a better chance of me getting the message immediately if it'satext...| just have to read so many emails”

Brief
be brief.”

“You text people because you don’t want to pick up the phone and get into a half an hour conversation. You want it to

“1 think the pro is that text is brief and it's done and it’s over with”

Hard to ignore

“pay more attention...read it right away”

Asynchronous
Reminder

Easy to Share

Limitations of text messaging

Space limits “harder to consume alot of information”

Variable comfort

“1 didn’t start to text until the last year or two.”

“It'simmediate, and there's something about a text that makes you just have to look at it.”

“My favorite form of communication is the text message just because...you don’'t have to answer it immediately.”
“1 aready know that but it'skind of like...the little angel and devil on your shoulder.”

“I wouldn’t mind them seeing some of this so it's not constantly, ‘Mom says | can’t do this, mom says | can’t do this.”

“If she had texted me, | wouldn’t have been able to respond.”

Hard to reference

Cost

“If | go and delete that text message, | can't get it back.”
“They should know who has the [unlimited text messaging] plan... like not presuming everybody has[it].”

Text Messaging Preferences and I ntervention
Recommendations

Overview

Table 3 shows participants' preferences and recommendations
for text messaging interventions to support healthy behaviors
for children summarized in the following categories.

Content

Parents expressed a need for specific, action-oriented advice
and strategies to achieve goals rather than general information
on healthy behaviors. Examples of useful information included
alternatives to screen time, a “do this, not that” list (eg, alist
comparing the effectiveness of avariety of physical activities),
lists of healthy snacks, tips/recipes for healthy yet inexpensive
meals, and local physical activity events/programs. Initialy,
some felt they would appreciate messages only about behaviors
needing improvement; yet, the sample text messages about
behaviorsin which their children were excelling were found to
be “encouraging”. These parents ultimately stated they would
prefer amix of messages about behaviorstheir child was doing
well and ones that needed work. Participants recommended
keeping messages focused on one goal (or set of related goals)
at a time to avoid making parents feel overwhelmed with
numerous health behaviors, some suggested having weekly
themes for message topics. Several parents expressed concerns
about creating body image issues and disordered eating habits
among their children and wanted sensitive and non-stigmatizing
strategies to prevent these issues.

http://www.jmir.org/2013/12/e272/

Freguency/Timing/Duration

After receiving the sample text messages, the mgjority of parents
felt that receiving messages twice per week would be
appropriate; some parents said they preferred daily messages.
This was a notable shift in preference toward more frequent
messages compared to the results of the survey completed prior
to beginning the groups. There was no consensus on the best
time of day to receive messages or even on unacceptable times.
Participants felt strongly that they could continue to receive
messagesindefinitely if the content remained relevant and novel.
There was consensus that there should be an option to increase
or decrease the frequency of messages.

Voice of Authority

Participants frequently noted that a text from a health care
provider would have a “voice of authority”. They anticipated
high responsiveness from children simply because the source
is someone other than the parent and felt that showing a child
or other caregiver atext message could serve as proof to validate
the parents’ efforts to encourage behavior change.

Personalization/Customization

Parents felt that the more relevant messages are to their child,
the more effective they will be in supporting behavior change.
Suggestions for creating and maintaining relevance included
tailoring messages to the child’'s age, gender, neighborhood,
health conditions, preferred goals, and current knowledge. Some
imagined messages with the child’sname and even their doctor’s
name to make them personal and direct.
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Table 3. Parent preferences for text messaging interventions to support child behavior change.

Topic area

Representative quotations

Content

Specific strategies, “how-to” ad-
vice, and resources

Weekly themes targeting one
health behavior

How to prevent issues with body
image and disordered eating

Duration and frequency

Contingent on relevance

Authoritative source

Personalized

Interactive

Multimodal

“1 know what's good to do [but] how do I get my son to do things | want him to do.”

“Everything | getisvery generic...'Let’s eat more vegetables, and let’s not go to McDonald's', which doesn’t
actually apply. So it's not necessarily directives or ideas or strategies’. “* Your kid should exercise’ Really?

| know that. Or, like, ‘ Drink water.” Come on, we know that. Give me something interesting, like there was a
new study out, and your kids should eat more of this”

“| like the idea of themes...If | had to deal with food and screen time and bed time all in the same week, we'd
all end up in the nuthouse.”

“If it'srandom stuff all week, | mean, every week, | would probably belike, ‘OK, enough, you know?’

“I"'m really nervous on how to talk to her...because | don’t want her to feel like there is anything wrong with
her... figuring out the best way to approach it so she’'s OK with herself and her body image while embracing
the correct behaviors to make sure she stays healthy.”

“...how would | approach my daughter about food because | don’'t want her to keep worrying about ‘| have to
eat this, I'm not supposed to eat that.” | don’'t want to stress her out about that.”

“How do you make this not something about shame and how do you make it something about healthy eating
hahits?“...to say, ‘Well, you're alittle overweight,’ that would really crush him. You have to be very careful”

“If it follows your child as your child ages, it could go on until the child is an adult...there could aways be
new thingsto say.”

“If you are getting these once aweek and now itssix weeks later and you haven't really gotten any information
that's interesting to you, then | think | would text stop.”

“It starts repeating, you'd be like, ‘OK, I've heard it all’ "
“1 think some kids will listen to their doctor better than their parents’
“Neither my son nor my husband listen to anything | have to say unless, like, | show them on awebsite”

“It's not like your parents are telling you because, of course, whatever your parents say, it's obviously never
true...”

“Choose your own adventure’
“Here’sagreat thing you can do with an avocado...and they’re on sale at [the nearby] Market Basket.”

“Have the option to change because sometimes one thing is working real well and then ... you might need
more information on another topic.”

“What if you filled like alittle survey and...| get to pick [the topics]. Don’'t send me information about
this...Every oncein awhile you can throw somein, but | really want to focus on these”

“1 would love to ideally be able to have someone on-call on text...whatever your question is and then there's
someone that it pops up and they can text you right back.”

“If you wanted to get more information that you could reach out. So if at the end of one of the textsit said
have questions, call.”

“1t should go back somehow to the pediatrician, some way, so that we're almost held accountable during the
visit”
“1 think if it becomes a mechanism for you to have some kind of ongoing dialogue—away that you feel con-

nected to your primary care physician, then | think that would extend the longevity of how long | would stay
invested in the program.”

“You could text back ‘more’ and maybe something automatically shoots off to your email. You could say ‘to
see more, go to thiswebsite.’ You can get that within 160 characters.”

“If you had it al go to the same website, you could have alittle blog. Somebody could say, ‘ hey, do you have
a healthy Halloween snack? And then somebody could tap in if they want to answer back.”

“1 think if you're collecting data, there’s some kind of dashboard you see where...you have agraph that shows
you your screen time use at the same time show you everybody else’s... | think that could help alot in terms
of helping people change.”

“A supportive website that had these exact texts with an area for more resources if you wanted...l don’t need
aperson. Just a place to go for more information would be fine”
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I nteractivity

Most parents preferred an option for “live” support to answer
guestions. While some envisioned telephone support, most
indicated that responses to questions via text message would
be sufficient. Some participants preferred that their pediatrician
receive their responses and eventually discuss progress with
them.

Multimodal

Parents suggested supplementing text messages by linking to
email, websites, mobile apps, or patient health portals. Most
parents wanted email in conjunction with texts, reasoning that
email is widely available, can contain a large amount of
information, and may be easier to use for those newer to text
messaging. Participants felt that the use of mobile phone apps
would be attractive to younger parents. We observed that the
discussion around mobile apps was more active among parents
at DMA than CHA with an apparent higher acceptability for
mobile apps and mobile interventions directly targeted to their
children among DMA parents.

Parents frequently discussed integration of text messaging with
a website that could record and track progress, perhaps in
relation to how others are doing, and serve asa* one-stop shop”
for supportive advice, information on local resources and
activities, and access to forums, support groups, and research
findings. Some reported positive experiences using patient health
portals, and one parent recommended tracking parent responses
to text messages within their child’s patient portal to facilitate
communication with the doctor.

Experiencing the Mock Text M essaging I ntervention

The focus groups included rich discussions about hypothetical
text messaging interventions. Follow-up interviewswith 7 focus
group participants who experienced a 3-week mock text
messaging intervention (Textbox 1) substantiated most of the
themes generated during the focus groups. These participants
felt strongly that text messaging is a convenient way to receive
health messages and reiterated the benefits of the immediacy
and asynchronous nature of texts. While very little of the
information was new to them, they found the majority of
information received to be helpful reminders of positive health
goals. One parent reported that she “liked the attention [from]
peopleinterested in how we manageit with thekids.” Receiving
three messages a week between the times of 8 am. and 5 p.m.
seemed appropriate to most. Two participantswould have liked
to receive even more messages, while one said they were “kind
of a little too many” and stopped responding to messages
because she found it burdensome to do so during the holiday
season. Many suggestions mirrored those from focus groups:
more specific suggestions, personalization, access to a “real
person” for questions, and integration with email and Web to
enhance interactivity and provide access to more information.

Some parents reported behavior change among their children
during the 3-week mock intervention. The ability to share
messages, which the children perceived to be from their doctor,
was felt to be quite powerful. One parent said, “Every time |
tell her she doesn't listen to me. | said this came from your
doctor’s office, and she was happy and said, now | have to start

http://www.jmir.org/2013/12/e272/
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drinking water.” Two others reported that their children started
going to bed earlier, drinking more water, and exercising more.
Another participant related a conversation with her son prompted
by atext message about the difference between moderate and
vigorous exercise. The result of the conversation was that her
son chose to go running that afternoon with her because it was
more vigorous.

Discussion

Principal Findings

In this qualitative study, parents of overweight and obese
children aged 6-12 years reported general acceptability and
enthusiasm for text messaging interventions supporting healthy
behaviorsfor children. Parentsfound text messaging innovative
and preferable to paper or email communication because it is
immediate, brief, and difficult to ignore. Keys for creating and
maintaining relevance included providing novel, relevant
information with specific strategies for implementation and
personalization of information specific to the child and local
community. Most parents favored multimoda interventions
utilizing text messaging to relay information and as atrigger or
link to other forms of media including email and Web-based
platforms.

Prior studies have demonstrated the promise of text messaging
interventionsin promoting behavior change[3,6-25,32,33], and
interventionswith features such astailoring/personalization and
atwo-way interaction to reduce attrition have observed better
results. Yet, few studies have explored the use of mobile
technologies directed at parents to support complex, ongoing
hedlthy behaviorsin children. In one of the few published studies
involving 31 parentsand children, investigators observed greater
adherence to self-monitoring of sugar-sweetened beverage
consumption, physical activity, and screen time among those
receiving text messages compared to those keeping paper diaries
[34]. Although the study did not evaluate actual behavior or
acceptability and preferences among participants, it supports
the potential of text messaging asatool for communication and
health behavior tracking.

This study represents anovel exploration of parent preferences
regarding text messaging and other technologies to support
obesity-related behavior change for their children and presents
themesthat can guide futureinterventions. Theimplementation
of such interventions leveraging mobile technologies presents
unigue opportunities as well as some challenges. Although the
ubiquity of cellular telephones is increasing and bridging
socioeconomic divides in access, any intervention utilizing
mobile technologies like text messaging requires consistent
telephone service, reliable and up-to-date contact information,
and participant consent to receive text messages per Federal
Communications Commission regulations [35]. Furthermore,
the interest we observed among parents to receive talored
messages with options for interactivity and eventual feedback
from their children’s physicians requires appropriate clinical
information systems and demands policies to protect patient
confidentiality. The resource implications and incremental
benefit of these factors merit further evaluation.
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Strengths and Limitations investigators and/or conform to dominant opinions, the
moderator guides were developed to facilitate frank and open
discussions. Finally, information is lacking about parents who
did not participate, thus response bias is also possible, that is,
participants may not hold representative views regarding mobile
communication technologies to support healthy behaviors.

Strengths of the study design included the sampletexts provided
during focus groups as well as the mock intervention and
follow-up interviews. A few limitations should be considered.
The qualitative design and sample size are not intended to
determine exact percentages of parents holding a given belief.
However, themes recurred in multiple groups and interviews  Conclusions
supporting their salience. The results may not be broadly
generalizable, although participants were purposively sampled
from two practices serving diverse populations. Similar themes
emerged at both sites, although participants at DMA indicated
higher acceptability for mobile apps and mobile interventions
directly targeted to their children. Given the risk for social
desirability bias wherein participants seek to appease

Text messaging is a promising and low-cost medium for
supporting pediatric obesity-related behavior change that is
easily scalable within a health care system and appearsto have
high acceptability among parents of overweight and obese
children 6-12 years old. Studying actual behavior change in
response to text messaging will be a critical next step.
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Abstract

Background: Thereare an estimated 25.8 million American children and adults, equivalent to 8.3% of the US population, living
with diabetes. Diabetes is particularly burdensome on minority populations. The use of mobile technologies for reaching broad
populationsisapromising approach, given itswide footprint and ability to deliver inexpensive personalized messages, to increase
awareness of type 2 diabetes and promote behavior changes targeting risk factors associated with type 2 diabetes. As a part of
the Beacon Community Cooperative Agreement Program, txtdhealth, a public-facing mobile health information service, was
launched in 3 Beacon Communities; the Southeast Michigan Beacon Community in Detroit, M1, the Greater Cincinnati Beacon
Community in Cincinnati, OH, and the Crescent City Beacon Community in New Orleans, LA. Txt4dhealth is a mobile health
information service designed to help people understand their risk for type 2 diabetes and become more informed about the steps
they can take to lead healthy lives.

Objective: The purpose of this investigation was to use the RE-AIM framework to document txt4health reach and adoption by
focusing on enrollment and participant engagement in program pilots in Southeast Michigan and Greater Cincinnati.

Methods: We conducted aretrospective recordsanalysisof individual-level txt4health system datafrom participantsin Southeast
Michigan and Greater Cincinnati to determine participant usage of txt4health and engagement with the program.

Results: Results from the retrospective records analysis revealed that 5570 participants initiated the 2-step enrollment process
vialof 3 enrollment strategies: text message, website, or directly with Beacon staff who signed participants up via the website.
Intotal, 33.00% (1838/5570) of participants completed the 2-step enrollment process and were fully enrolled in the program. Al
participants (100.00%, 1620/1620) who enrolled via text message completed the entire 2-step enrollment process versus 5.52%
(218/3950) of participants who enrolled viawebsite or a Beacon staff member. Of those who fully enrolled, 71.00% (1305/1838)
completed the diabetes risk assessment and 74.27% (1365/1838) set an initial weight loss goal. Overall, 39.06% (718/1838) of
participants completed all 14 weeks of the program and 56.26% (1034/1838) dropped out before completing all 14 weeks, with
the bulk of dropouts occurring in the first 4 weeks. Length of participation varied greatly, ranging from 0-48.7 weeks (median
8.6, mean 15.8, SD 15.8). Wide variahility of participant engagement in regards to weekly weight and physical activity was
documented.

Conclusions: Although broadly focused public health text message interventions may have the potential to reach large popul ations

and show high levels of engagement among some users, the level of individual engagement among participants varies widely,
suggesting that this type of approach may not be appropriate for all.
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Introduction

According to 2011 estimates from the Centers for Disease
Control and Prevention, there are 25.8 million American
children and adults, the equivalent of 8.3% of the US population,
living with diabetes[1]. Moreover, 79 million American adults
older than 20 years of age (35%) have prediabetes, a condition
characterized by higher than normal blood glucose or glycated
hemoglobin level s (ameasure of long-term blood sugar control)
not yet in the diabetic range [1]. Prediabetes is associated with
increased risk for devel oping type 2 diabetes, heart disease, and
stroke [1]. These staggering rates pose a popul ation-level health
problem because diabetes is a leading cause of heart disease
and stroke, and it is the seventh leading cause of death in the
United States [1]. Diabetes is particularly burdensome on
minority populations, including African Americans [2-4]; after
adjusting for population age differences, 12.6% of non-Hispanic
African American adults older than 20 years have diagnosed
diabetes and a 77% greater risk of diabetes diagnosis compared
to non-Hispanic White adults [1].

Targeting diabetes prevention and self-management of current
diabetesis essential for reducing health care expenditures. The
total costs attributed to diabetesin the United Statesis estimated
at $174 hillion and estimated medical expenses for diabetics
are more than double that of patients without diabetes [1].
Results from the Diabetes Prevention Program (DPP) indicate
that counseling and behavior changes that result in modest
weight loss and increased physical activity dramatically lower
the risk of developing type 2 diabetes, and are more effective
than the pharmacol ogic intervention metformin in the short term
and comparableinthelong term[5,6]. Despite the effectiveness
of the DPP, costs to deliver the program are high. As a result,
numerous attempts to adapt and translate the program into
alternative, more affordabl e settings have been made [7-9] and
these approaches have been shown to be effective at promoting
similar results [10-12]. One strategy for promoting behavior
change with the potential to reach alarge population isthrough
the use of mobile health (mHealth) interventions delivered via
cell phone. With the ubiquity of cell phonesin the United States,
mHealth approaches have been gaining momentum as aviable
intervention delivery modality.

According to recent estimates from the Pew Internet & American
LifeProject, 91% of American adultsown acell phone and 56%
own a smartphone [13]. Moreover, among cell phone users,
80% have used their phone for text messaging, 43% have
downloaded apps, and 31% have looked for health or medical
information online [14]. The use of mobile approaches for
reaching broad populations is a promising strategy given the
high penetration and interactive capability of cell phonesacross
diverse populations, particularly in African American and Latino
populations, which have traditionally experienced great health
disparities. Cell phone adoption has become so pervasive that
access in low-income groups is also common, with 86% of

http://www.jmir.org/2013/12/e281/

adults with annual household incomes below $30,000 owning
acell phone [15]. Evidence for the use of mHealth to support
behavior change is growing. Systematic reviews of cell phone
behavior change interventions utilizing text messaging have
shown positive behavior change [16,17], and text message
interventions for diabetes [18-22], smoking cessation [23-26],
medication adherence [19,21,27,28], and weight loss [29-31]
have been documented.

To raise awareness of type 2 diabetes at the population level
and to inform individuals of their risk for developing type 2
diabetes, 3 pilots of txt4health, a free automated and
personalized 14-week text message program focused on
diabetes, werelaunched in the Detroit, M1, Cincinnati, OH, and
New Orleans, LA metropolitan areas through funding from the
Beacon Community Cooperative Agreement Program [32]. The
purpose of this 2-part investigation wasto eval uate the txt4heal th
pilots in Southeast Michigan and Greater Cincinnati through
the lens of the RE-AIM framework. In the present paper (Part
1), we seek to document the program’s reach and adoption; in
Part 11, we seek to document the program’s efficacy in terms of
perceptions of program satisfaction, ease of use, and usefulness.
In comparison to the majority of previouswork that hasfocused
on small scale implementations of mHealth programs [33,34],
thistxt4health eval uation represents an effort to understand user
usage and perceptions of a program operating at scale.

Methods

Overview

This evaluation of txt4health was conducted in 2 parts. In Part
I, we conducted a retrospective records analysis of
individual-level txt4health system usage data from participants
in Southeast Michigan and Greater Cincinnati to determine
participant usage of the program, with specific focus on
intervention reach and participant adoption. This is the focus
of the present paper. In Part |1, we conducted a multimodal user
survey with Southeast Michigan and Greater Cincinnati
txtdhealth users recruited through txt4health to understand
participant perceptions of program satisfaction, use, and
behavior change as a result of using txt4health. Results from
Part |1 of this evaluation are provided in the companion paper.

Program Description

Txtdhealth is an automated, personalized, interactive text
message service with a primary goa of helping people
understand their risk for type 2 diabetes by offering a diabetes
risk assessment. Txt4health further seeksto inform users about
the steps they can take to reduce their diabetes risk through
sending individually tailored messages over 14 weeks. These
messages are tailored according to an individual’s diabetes risk
profile and focus on diet and exercise, connections to local
resources, and educational messages that promote behavior
change through weight and physical activity self-monitoring.
Moreover, txtdhealth participants are encouraged to participate
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in weekly weight and physical activity tracking. Although the
cost to register for txt4health was free to participants, standard
text message rates applied. Thetxt4health intervention hasbeen
more fully described previously [32]. To be €ligible to
participate in the txt4health pilots, users had to self-report
residinginaZIP codein 1 of the 7 Southeast Michigan Beacon
Community (SEMBC) or the 16 Greater Cincinnati Beacon
Collaborative (GCBC) counties.

Program Enrollment

To enroll in txt4health, userswere required to complete a 2-step
enrollment process, which could be completed in 1 of 3 ways.
First, participants could initiate enrollment through texting the
word “health” to the short code 300400, which generated an
automated text response requiring users to text back their ZIP
codeto validatetheir participation and complete the enrollment
process. Second, participants could enter their cell phone number
and ZIP code into an online enrollment utility available on the
txtdhealth website. Once registered online, an automated text
response requesting usersto validate their cell phones by texting
a reply was generated and sent via text message to the
participant’s cell phone. Third, participants could initiate
enrollment through providing acell phone number and ZIP code
directly to SEMBC and GCBC staff memberswho entered this
information for potential participantsinto the online enrollment
utility. This would then generate the same automated text
response requiring usersto validate their cell phone and confirm
their participation by texting aresponseto txt4health. Enrollment
procedures have been fully described previoudly [32].

Upon enrollment in txt4health, participants were offered a
diabetesrisk assessment that included an optional health profile,

Table 1. Items from the txt4health diabetes risk assessment.
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consisting of self-reported weight and height, from which a
suggested weight loss goa was calculated (for individuals for
whom weight loss was recommended). Participants were then
asked to set a target weight goal. Once the health profile was
complete, participants were asked to complete an optional 8-item
diabetes risk assessment via text message (1 question per text
message). Diabetesrisk assessment itemsincluded self-reported
age, daily physical activity level, gender, gestational diabetes
screen of having diabetes while pregnant or having given birth
to a baby more than 9 Ib (if the participant was a woman),
sibling history of diabetes, parental history of diabetes, ethnicity,
and smoking status. See Table 1 for the full list of assessment
items.

Although participants were asked to complete the health profile
and diabetes risk assessment questions, these were not required
for enrollment. Once enrolled, participants received
approximately 5 to 7 messages per week for 14 weeks.
Depending on an individual’s health profile and the level of
interactivity, participants received tailored messages from 1 of
2 message streams: high risk messages or low/unknown risk
messages. At the end of each week, all participants were asked
to report their current weight and the number of daysthey were
physically active over the past week. Individuals also received
geographically localized text messagesthat included information
on issues and events locally relevant to the audience (ie,
advertisement of local health fairs, health-related resources, or
time-sensitive subject matters). Finaly, every 4 weeks,
participants received atext message that reiterated instructions
on how to opt out of txt4health or to access assistance.

Topic Message from txt4health

Age Thisis asensitive question, but stick with me, it'simportant. How old are you? Reply with your current age in years (for
example, 57).

Physical activity How much exercise do you get in ausual day? Reply 1 if you get little or no exercise or Reply 2 if you are very active
most days.

Gender In order for me to give you helpful information, | need to know if you are amale or afemale. Reply 1 for Male or 2 for

Female.

Gestational diabetes

screen Ibs? Reply YES or NO.

Family history (sibling)
do not know.

Family history (parental)
No; or 3 if you do not know.

Ethnicity
5 for Other.

Smoking status

Your past helps determine your risk for diabetes. Did you have diabetes while pregnant OR give birth to a baby over 9

Tell me about your family history. Do you have a brother or sister with diabetes? Reply 1 for Yes; 2 for No; or 3if you

You only have 3 more questions left! What about your parents? Do either of them have diabetes? Reply 1 for Yes; 2 for

What isyour ethnicity? Reply 1 for White; 2 for Black/African American; 3 for Hispanic/Latino; 4 for Asian/Pacific |slander;

Let’s talk about smoking for a minute. You can be honest with me. Do you smoke cigarettes? Reply YES or NO.

Program Rollout

The txt4health pilots launched in February 2012. In Southeast
Michigan, txtdhealth was launched as a part of a larger,
broad-based public health campaign called Fighting D in the
D, a public health campaign launched by the SEMBC in the
greater Detroit area to promote type 2 diabetes awareness.

http://www.jmir.org/2013/12/e281/

Txtdhedlth was used asacall to action within the larger Fighting
D inthe D campaign. This campaign began with akickoff event
featuring a keynote address by US Surgeon General Regina
Benjamin, MD, and a community roundtable featuring health
care leaders of Southeast Michigan. The campaign was further
disseminated via earned and paid media in the form of
newspapers, radio, and television commercials, high-profile
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awareness-based “ street teams,” partner-based communications,
social media, health fairs/expositions, and a variety of other
avenues across the 7 county service areas for txtdhealth in
Southeast Michigan. Although txtdhealth was available
throughout the entire 7-county region in Southeast Michigan,
particular dissemination emphasis was strategically focused on
microtargeting 36 ZIP codesidentified viathird-party syndicated
data as having high concentrations of individuals living with
diabetes. At the outset, SEMBC staff members devel oped target
enrollment estimates of at least 3000 individuals from the
7-county region.

In the Greater Cincinnati area, txt4health was launched with a
kickoff event featuring Tim Ingram, Hamilton County Public
Health Commissioner, and hosted by Kroger, a prominent
grocery store chain in the region. Cincinnati efforts were
coordinated by GCBC and Hamilton County Public Health and
marketed with the slogan: “A text aday keepsthe doctor away.”
The Greater Cincinnati area txt4health pilot was disseminated
viasocial mediaand health fairs/expositions, earned media, and
outdoor and radio advertising, in addition to other outreach
tactics across the 16-county GCBC catchment area. At the
outset, GCBC staff members developed target enrollment
estimates of at least 10,000 primary care patients with obesity,
hypertension, and/or other prediabetic indicators. Additional
information regarding the SEMBC and GCBC marketing
strategies for txtdhealth have been more fully described
previously [32].

Program Evaluation Framework: RE-AIM

Overview

We utilized the RE-AIM framework to guide this evaluation,
whichisamode that provides a systematic approach to guiding
the planning, evaluation, reporting, and review of health
promotion interventions. Since its development in 1999 by
Glasgow et a [35], the RE-AIM framework has been utilized
extensively in the planning, evaluation, reporting, and review
of health promotion interventions with a public health and
community-based focus. The RE-AIM framework includes 5
dimensions. reach, efficacy, adoption, implementation, and
maintenance. When considering each of these 5 dimensions
independently, this systematic approach can lead to a more
comprehensive understanding of the public health impact of a
health promation intervention. In this paper, we focus on the
reach and adoption elements of RE-AIM.

Reach

Reach is an individual-level measure referring to the number
of intended participants in a program [35]. By systematically
considering participants who utilize a program in comparison
to the target population, an understanding of the
representativeness of a sample can be achieved. Within the
present txtdhealth evaluation, reach refers to the individuals
from subject service areasthat initiated enrollment in txt4health.

Adoption

Adoption is an organizational measure that refers to the
proportion and representativeness of settings that adopt a
program [35]. Because txt4health targetsindividuals, not clinics

http://www.jmir.org/2013/12/e281/
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or specific settings, we assessed adoption on anindividual level.
Within the present evaluation, adoption refers to individual
participant enrollment, dropout, and engagement with txt4heal th.

Procedures

We performed a retrospective data analysis of existing
deidentified system-level usage data compiled through
txtdhealth. The Wayne State University Institutional Review
Board approved this study with awaiver of written consent for
the retrospective records analysis.

M easures

The system-level dataset contained information collected from
participants including ZIP code, date of enrollment, and the
date the participant dropped out (if applicable), as well as any
available hedlth profile (height and weight) and diabetes risk
assessment (age, physical activity level, gender, gestational
diabetes screen of having diabetes while pregnant or having
given birthto ababy over 9 1bif participant wasfemale, parental
family history of diabetes, sibling history of diabetes, ethnicity,
and smoking status) information. Because providing diabetes
risk assessmentsto participants was the chief focus of txt4health,
the number of participantswho completed their risk assessment
was our primary engagement measure of interest.

As secondary measures of engagement, we calculated the
number of times a participant responded to their weekly weight
and physical activity assessment, which was used to classify
adherence with weight or exercise tracking. Participants who
did not log any data were considered nonadherent to tracking,
whereas participantswho logged 4 times or lesswere classified
aslow adherers, 5to 8 timeswere classified as medium adherers,
and 9 or moretimeswere classified ashigh adherers. In addition,
from enrollment date to dropout date, we calculated the length
of time that a participant was enrolled in txt4health. To better
understand the influence of race, self-reported race data was
recategorized into White and non-White classifications.
Unfortunately, because Beacon staff members who were
assisting potential participants with enrollment used the same
website interface as an individual who was attempting to sign
up viathe website on their own, there was no way to determine
which website enrollment initiations were assisted by Beacon
staff and which wereinitiated by individual users.

Data Analysis Strategies

We conducted descriptive statistics to describe participant
enrollment, dropout, engagement, and participant characteristics
based on health profile and diabetes risk assessment data.
Continuous variables were expressed as mean (SD) and means
were compared using 2-tailed unpaired independent samplest
tests. Categorical data were displayed as frequencies and
percentages, and chi-square tests were used for comparison.
Multiple regression analyses were used to predict time spent in
txtdhealth, whereas logistic regressions were used to predict
program completion, weight goal setting, weekly activity
tracking, and weekly weight tracking. Because of the highly
skewed nature of weekly weight and activity tracking, we
dichotomized these outcome variables into those participants
who tracked 2 or more times versus those who did not. All
regression models controlled for the continuous variabl es body
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massindex (BMI) and age, aswell asthe dichotomousvariables
gender, amount of exercisein ausual day, Beacon Community
affiliation (Southeast Michigan or Greater Cincinnati), White
or non-White race, and smoking status. Moreover, chi-square
analyses were used to explore potential differences between
participants affiliated with the Southeast Michigan or Greater
Cincinnati Beacon Communities. Significance levels were set
at a P value equal to or less than .05. All statistical analyses
were carried out using STATA version 11.0 (StataCorp LP,
College Station, TX, USA).

Results

Reach

During the 10-month txt4health pilots, 5570 people initiated
enrollment by using 1 of the 3 2-step enrollment processes:
1834 in Southeast Michigan and 3736 in Greater Cincinnati. In
Southeast Michigan, enrollment wasinitiated equitably between
text message (47.38%, 869/1834) and website sign-up (52.62%,
965/1834); whereasin Greater Cincinnati, 79.90% (2985/3736)
of enrollments were initiated through the website. Across both
pilots, 33.00% (1838/5570) of participants who initiated
enrollment completed the 2-step enrollment process. Of
participantswho initiated enrollment viatext message, 100.00%
(1620/1620) completed the 2-step enrol Iment process, compared
to 5.52% (218/3950) of participants who initiated enrollment
via the website. Refer to Figure 1 for an illustration of

Figure 1. Participant flow through txt4health.
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In Southeast Michigan, 14.1% (136/965) of participants who
initiated enrollment viawebsite completed the 2-step enrolIment
process, compared to 2.75% (82/2985) in Greater Cincinnati.
Website-initiated sign-ups included both participant-initiated
website enrollments as well as participants who signed up with
Beacon staff members, who later initiated enrollment on the
website on behalf of the participant (which anecdotally comprise
the vast majority of these enrollment initiations). Because both
enrollment mechanisms used the same website interface, it is
not possible to distinguish between participants who enrolled
through either of these mechanisms.

Intotal, 71.00% (1305/1838) of participants furnished sufficient
personal information to be categorized by diabetes risk level.
From the data that was available, txt4health users were an
average age of 41.2 years (SD 12.4), predominantly femae
(67.0%, 641/957), nonsmokers (83.36%, 912/1094) who
engaged in little or no exercise on a typical day (62.48%,

701/1122), were obese with a BMI 230 kg/m? (52.31%,

828/1583) and an average BM| of 32.1 kg/m? (SD 9.2), and had
an average weight of 203 Ib (SD 60.0). The participant sample
wasracially diverse; 58.0% participants were White (472/814)
and 35.4% were African American (288/814). In addition, of
those with an assigned risk for developing diabetes based on
the txtdhealth diabetes risk assessment, the majority were at
high risk for devel oping diabetes (65.29%, 852/1305). See Table
2 for a complete breakdown of txt4health participant
characteristics.
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Table 2. Characteristics of txt4health users (N=1838).

Participant characteristic Southeast Michigan Greater Cincinnati Total
Gender, n 509 448 957
Female, n (%) 329 (64.6) 312 (69.6) 641 (67.0)
Male, n (%) 180 (35.4) 136 (30.4) 316 (33.0)
Age n 763 602 1365
Mean (SD)a 42.9 (12.4) 39.1(12.0) 41.2 (12.4)
Ethnicity, 2n 421 393 814
White, n (%) 193 (45.8) 279 (71.0) 472 (58.0)
Black/African American, n (%) 197 (46.8) 91 (23.2) 288 (35.4)
Hispanic/Latino, n (%) 13(3.1) 8(2.0) 21 (2.6)
AsialPacific Islander, n (%) 10 (2.4) 6 (L5) 16 (2.0)
Other, n (%) 8(1.9) 9(2.3) 17 (2.1)
Physically active, n 601 521 1122
Very active, n (%) 222 (36.9) 199 (38.2) 421 (37.5)
Little or no exercise, n (%) 379 (63.1) 322 (61.8) 701 (62.5)
Current weight category, n 888 695 1583
Underweight, n (%) 6(0.7) 12 (1.7) 18 (1.1)
Normal, n (%) 164 (18.5) 146 (21.0) 310 (19.6)
Overweight, n (%) 238 (26.8) 189 (27.2) 427 (27.0)
Obese, n (%) 480 (54.1) 348 (50.1) 828 (52.3)
Parents family history, ® n 421 379 800
No, n (%) 238 (56.5) 250 (66.0) 488 (61.0)
Yes, n (%) 168 (39.9) 113 (29.8) 281 (35.1)
Do not know, n (%) 15(3.6) 16 (4.2) 31(3.9)
Sibling family history, 2n 421 379 800
No, n (%) 311 (73.9) 318(83.9) 629 (78.6)
Yes, n (%) 86 (20.4) 39 (10.3) 125 (15.6)
Do not know, n (%) 24 (5.7) 22 (5.8) 46 (5.8)
Gestational diabetes screen, n 314 308 622
No, n (%) 256 (81.5) 256 (83.1) 512 (82.3)
Yes, n (%) 58 (18.5) 52 (16.9) 110 (17.7)
Smoker, #n 612 482 1094
No, n (%) 531 (86.8) 381 (79.0) 912 (83.4)
Yes, n (%) 81 (13.2) 101 (21.0) 182 (16.6)
Risk category, 2n 725 580 1305
High, n (%) 496 (68.4) 356 (61.4) 852 (65.3)
Low, n (%) 229 (31.6) 224.(38.6) 453 (34.7)

85ignificant difference (P<.001) found between Southeast Michigan Beacon Community (SMBC) and Greater Cincinnati Beacon Collaborative (GCBC)
participants.

bsj gnificant difference (P<.05) found between SMBC and GCBC participants.
®Gave birth to baby >9 Ib.
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Adoption

Overview

To assess txt4health adoption, we focused on 2 domains:
participant dropout and engagement.

Participant Dropout/Retention

Of the 1838 participants who completed the 2-step enrollment
process, 39.06% (718/1838) compl eted the program by receiving
14 weeks of messages, 56.26% (1034/1838) dropped out before
the end of the 14-week program, and 4.68% (86/1838) were
still active at the end of 2012 (Figure 1). Length of participation
varied greatly, ranging from 0to 48.7 weeks (median 8.6 weeks,
mean 15.8 weeks, SD 15.8). In total, 718 participants were
retained throughout the program. Participant dropout was highest
within the first 7 days of the program. Of the 1034 people who
dropped out, 27.37% (283/1034) exited the program before the
participant completed the first week of txt4health. The bulk of
participant dropout occurred within the first month of the
program, with 70.41% (728/1034) occurring before the end of
the fourth week. Although rates of participant dropout had a
relatively steady decline over the course of the 14-week
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program, there were spikes in dropout rates during weeks 4, 8,
and 12, which coincided with the schedul ed messages reminding
participants how to opt out of the program. See Figure 2 for a
breakdown of participant dropout by week.

No significant differences were found in rates of dropout
between participants who enrolled viatext message versus other
enrollment pathways. Using logistic regression and controlling
for the continuous variables BMI and age, as well as the
dichotomous variables gender, amount of exercise in a usual
day, Beacon Community affiliation (Southeast Michigan or
Greater Cincinnati), White or non-White race, and smoking
status, race was the only participant characteristics that was a
significant predictor of program completion, with non-White
participants being more likely to complete the program than
White participants (OR 2.35, 95% CI 1.66-3.31, P<.001).
Regarding the length of time spent in txt4health, age (beta=.10,
P=.048) and non-White race (beta=5.42, P<.001) were
significant predictors of the number of weeks in the program
with non-White participants completing more weeks of the
program than White participants (mean 21.5 weeks, SD 14.7
and mean 16.0 weeks, SD 14.4, respectively; tg;,=5.28, P<.001).

Figure 2. Participant dropout (n=1034) by week out of total number of participants (N=1838).
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Participant Engagement

To determine participation engagement, welooked at 4 different
measures: diabetesrisk assessment completion (primary measure
of participant engagement), weight goal setting, weekly weight
reporting, and weekly activity reporting (secondary measures
of participant engagement). Of the 1838 participants who
completed the 2-step enrollment process, 71.00% (1305/1838)
completed the diabetes risk assessment. Moreover, 74.27%
(1365/1838) set an initial weight loss goal at the beginning of
the program. Using logistic regression analysis, severa
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demographic variables were found to be significant predictors

of weight goal setting. For each 1 kg/m? increasein BMI, there
was a 15% increase in likelihood of setting aweight goal (OR
1.15, 95% Cl 1.09-1.21, P<.001), and for each 1 year increase
in age, there was a 5% increase in likelihood of weight goal
setting (OR 1.05, 95% Cl 1.02-1.07, P<.001). In addition,
females were more likely to set initial weight goals (OR 2.40,
95% CI 1.43-4.03, P=.001), as were White participants (OR
1.76, 95% CI 1.04-2.98, P=.04).

Over the course of the program, 89.17% (1639/1838) of enrolled
participants tracked their current weight and 54.62%
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(1004/1838) tracked the number of daysthey had been physical
active over the previous week at least once. When categorizing
participants into low, medium, and high adherers to weekly
weight and physical activity reporting, most participants were
considered to be low adherers (logging 4 times or less over 14
weeks) for weight tracking (80.25%, 1475/1838), whereas most
participants were either low adherers for activity tracking
(30.58%, 562/1838) or not adherent at all, having never logged
a weekly activity report throughout their program (45.38%,
834/1838). Although 13.60% (250/1838) of participants were
highly adherent to weekly activity tracking, only 1.20%
(22/1838) of participants were considered to be high adherers
to weekly weight tracking.

When looking strictly at participants who completed the
14-week program (excluding dropouts and currently active
participants), adherenceratesfor tracking weekly weightswere
low for program completers. Among txt4health users who
received the full complement of tailored messages over the
14-week period, 71.4% (513/718) were categorized as low
adherersfor weight tracking and 6.8% (49/718) were completely
nonadherent to weight tracking. Only 3.1% (22/718) of
completers were highly adherent to weekly weight tracking.
Patterns of tracking adherence varied for weekly activity
reporting with 28.6% (205/718) of txtdhealth completers
classified as low adherers and 22.7% (163/718) classified as
completely nonadherent, yet 31.9% (229/718) were classified
as high adherers, having logged a weekly activity amount at
least 9 or more times. Using logistic regression, age was found
to be a significant negative predictor of tracking weight 2 or
more times (OR 0.98, 95% CI 0.97-1.00, P=.03) and physical
activity 2 or more times (OR 0.98, 95% CI 0.96-0.99, P=001).
In addition, White participantswere morelikely to track weekly
weights 2 or more times than non-White participants (OR 1.6,
95% Cl 1.15-2.26, P=.006). Finally, females were less likely
than males to track weekly activity 2 or more times (OR 0.64,
95% Cl 0.45-0.91, P=.01).

Discussion

Reach

The campaigns launching txt4health in Southeast Michigan and
Greater Cincinnati were broadly disseminated through avariety
of different mechanisms, including high-profile kickoff events
and other launch-related activities that garnered significant local,
regional, and even national media attention. Because of the
tremendous amount of earned media press on top of other
dissemination avenues used by the Beacon Communities, it is
near impossible to estimate the number of people who were
exposed to txtdhealth. Despite this, we can make a fair
generalization that given the estimated population of Detroit
and Cincinnati (approximately 700,000 and 300,000,
respectively) [36,37], which represent only a small portion of
the entire catchment areas of these Beacon Communities, the
actua reach of txtdhealth, as estimated by the number of
individuals who initiated the 2-step enrollment process
(n=5570), was small. Undoubtedly, the number of people who
enrolled in txt4health was a fraction of the number estimated
by both Beacon Communities at the outset. Although we do not
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know why actual enrollment numberswerefar lower thaninitial
expectations, it is possible that either initial estimates were too
high, or that campaign exposure and community response was
lower than expected. Currently, the Crescent City Beacon
Community in New Orleans, LA (thethird Beacon Community
to pilot txt4health), is attempting to shed light on this matter by
undertaking effortsto measure campaign exposure of their own
txtdhealth rollout within their community. Future work should
seek to more acutely measure public health campaign exposure
for txtdhealth by surveying a random sample of community
members about txt4health awareness because the actual rates
of program enrollment initiation may be a poor proxy for
campaign reach. By obtaining better estimates of campaign
exposure, it may be possibleto tease out whether the campaigns
promoting txtdhealth in the greater Detroit and Greater
Cincinnati areas were not as effective as they could have been,
or if consumer interest in txt4health was low. Despite the small
enrollment numbers in comparison to the larger communities,
according to the demographic information users supplied to the
program for tailoring purposes, it appears that txt4heath did
reach the diverse target population at risk for developing type
2 diabetes.

Although the literature is sparse in regards to users of public
health-focused text message programs, 2012 estimatesfrom the
Pew Internet & American Life Project reveal that only 9% of
cell phone owners receive health/medical information via text
message. In comparison to other cell phone owners, women
and adults aged 30-64 years are more likely to receive
health/medical text messages [38]. These trends were reflected
in our findings. Although there exist examplesin the literature
of public health-focused mHealth interventions operating at
scale, these often do not provide a good evidence base for what
to expect in terms of user demographics of these types of
interventions in the United States because they often originate
internationally, such as the txt2stop program in the United
Kingdom [24], or have only reported on regional usage of large
programs, such as txt4baby [39]. Because the literature on
broad-based public health-focused text messaging programs
operating at scaleis still underdevel oped, future research should
strive to establish estimates of reach among the larger US
popul ation.

Didtilling further down into the enrollment process reveals that
only 33.00% of individualswho initiated enrolIment compl eted
both steps in the 2-step process. Previous work with
Internet-mediated interventions has found similar patterns of
potential participants not completing enrollment processes[40].
We attribute the fact that approximately two-thirds of our
potential participants did not complete the enrollment process
to the combination of the 2-step enrollment process and the
website-initiated enrollment avenue. The 2-step enrollment
processrequired participantsto double opt-in to ensure that they
werereally willing to participate. Although dight, this process
places additional burden on participants, which is exactly what
this interaction was meant to do. Double opt-in procedures are
common for text message programs because of regulatory
requirements and are intended to ensure that participantsreally
do want to participate in these programs.
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Because of the added burden of the double opt-in enrollment
process on participants, it seems logical that aleviating this
burden by utilizing Beacon staff to initiate enrollment on behal f
of potential participants, who signed up at community events,
would yield higher rates of enrollment. After consideration of
our results, we believe that this strategy was not effective; in
fact, we believethis strategy artificially overinflated the number
of individuals who did not complete the 2-step enrollment
process. Although both the Southeast Michigan and Greater
Cincinnati Beacon Communities used this strategy, thismethod
was employed in Greater Cincinnati to a much greater extent,
and the failure to shuttle potential participants through both
steps of the 2-step enrolIment process was particularly striking.
As noted previoudly, approximately 80% of potential
participants from Greater Cincinnati initiated enrollment via
the website (the vast majority are attributed to participants
signing up directly with Beacon staff who completed the online
registration on behalf of the participant), yet only approximately
3% of these potential participants completed the 2-step
enrollment process. Across both Beacon Communities, 100%
of participants who initiated enrollment via text message
completed the 2-step enrollment process, compared to 5.52%
who initiated via website or Beacon staff member.

Although reasons for the failure to convert website-initiated
potential participants into fully enrolled participants are not
known, we believe that in many cases, potential participants
who signed up with Beacon staff had low investment in program
participation and had little or no intention to enroll. Whether it
was because of peer pressure, etiquette, or other psychosocial
reasons, we believe that the majority of those individuals were
not likely to enroll, thus artificially lowering our enrollment
completion rate. Moreover, there was no way for Beacon staff
to verify that the phone numbers given by potential participants
werelegitimate, belonged to the participant themselves, or were
for a cell phone and not a landline, all of which might have
added to the failure to fully enroll some participants.

It is also likely that the failure of participants to fully enroll
when initiating enrollment viawebsite can be partialy attributed
to the lag time between the steps of the enrollment process. For
those who enrolled via text message, the enrollment process
was seamless and enrollment could be completed in under a
minute although it contained multiple steps. For those who
enrolled viathe website, the enrollment process was broken up
between a website or Beacon staffer sign-up, as well as a
subsequent text message interaction. Individuals initiating
enrollment themselves via the website were likely able to
complete the 2-step enrollment process almost seamlessly by
switching from one device (desktop computer, tablet, laptop,
etc) to another (cell phone), and it is anticipated that very few
of these peopl efailed to complete the process. In contrast, those
individuals who initiated enrollment through signing up with
Beacon staff at health fairs likely experienced a considerable
lagin the 2-step processwhereinitial sign-up occurred in person,
but the second text message confirmation step occurred at a
later point in time. This lag in the enrollment process placed
additional burden on participants and likely filtered out those
with low investment by providing an opportunity to back out,
or alowing potential participants to lose interest over time
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before enrollment. Enrollment via this mechanism may have
been increased had mobile devices been used to initiate
enrollment for potential participants in the moment, thereby
generating a confirmation text message to the participant cell
phone immediately.

Complex enrollment procedures have been previously related
to barriers to enrollment [40,41]. For these reasons, we now
believe that manually initiating enrollment on behalf of potential
participants may boost the number of people who initiate
enrollment, but this method is not likely to return a significant
number of participants who fully enroll; in fact, it may
overinflate the number of participants who do not complete
enrollment. Because the majority of current literature focused
on mHealth programs is still focused on relatively small
demonstration projects versus larger public health-focused
implementations, best practicesfor participant recruitment and
enrollment are not known. Future work should seek to identify
strategies to increase recruitment and enrollment in mHealth
programs. In particular, future work should seek to determine
the effectiveness of recruitment strategies originating from
trusted sources and key opinion leaders, such as heath care
providers, health care organizations, other authority figures, all
of which center prominently in models of persuasion and
adoption, such as the 2-step flow of communication [42,43],
the elaboration likelihood model [44], and the diffusion of
innovations [45].

Adoption

Participant Engagement

Nearly three-quarters of the enrolled participants completed the
diabetes risk assessment, which was the primary focus of
txtdhealth. It appears that txtdhealth was able to draw the
intended target population, as 65.3% of participantswith arisk
profile were categorized as having high risk for developing
diabetes. In terms of secondary measures, participant
engagement in txt4health was varied, but thisis expected given
that many participants likely joined txt4health for the diabetes
risk assessment and not the additional 14 weeks of tailored
messages. Most participants set a weight loss goal (74.27%),
and tracked their weight (89.17%) and physical activity
(54.62%) at least once during the program. Adherence ratesto
weekly weight and physical activity tracking were variable.
Although a greater proportion of participants tracked their
weight at least once, as opposed to physical activity, there were
agreater proportion of participants highly adherent to physical
activity tracking (13.6%) than to weight tracking (1.20%).
Among those who completed the 14 weeks of talored
messaging, these proportionsincreased to 31.9% highly adherent
to physical activity tracking and 3.1% highly adherent to weight
tracking. Reasons for these patterns of tracking are unknown,
but it is possible that participants more frequently reported
physical activity because they had engaged in some form of
exercise over the previous week and had new information to
report, whereas participants failed to engage in weekly weight
tracking because they were not losing weight. Moreover, it is
possible that some individuals may have no, or limited access,
to ascale when requeststo enter weekly weightswere received.
In the short term, physical activity goals that are related to the
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number of days of physical activity over the previous week are
likely more easily achieved than weight loss goals. Future
research should focus on determining strategies for increasing
adherence to weekly tracking within mHealth programs because
this has not yet been documented.

It should be noted that several changes were made to txt4health
based on the lessons learned both during and after the 3 pilots,
and the program has been significantly refined. To reduce
barriers to enrollment, a need documented in this evaluation,
several steps have been taken to streamline enrollment through
partnerships with mobile carriers and health plans. To make
txtdhesalth relevant to awider audience, the current iteration of
txtdhealth now focuses on prevention more broadly because
promotion and encouragement of health behaviors that are
appropriate for decreasing risk for type 2 diabetes also apply to
a broader audience. Finally, the program has taken steps to
increase the level of participant engagement through
mechanisms such as more interactive weight and exercise
challenges, quizzes and other more interactive educational
content, and encouraging and sending remindersfor appropriate
health screenings for diabetes and other conditions.

Dropout/Retention

Overall, txt4health retained 39.06% of participants throughout
the 14-week program and lost 56.26% to drop out, which was
most frequent within the first week of the program. Given that
71.00% of the enrollees completed the diabetes risk assessment,
which was the primary purpose txtdhealth, it comes as no
surprise that many people did not continue on to receive
messagesfor 14 weeks. The bulk of participant dropout occurred
before the end of the fourth week of the program, and followed
a predictable pattern of declining dropout rates with each
subsequent week of program participation, with small spikes
in dropout rates in weeks 4, 8, and 12 corresponding to the
weeks that opt-out instructions were automatically sent.
Moreover, it is likely that dropout rates were underestimated.
To formally drop out of txt4health, participants had to text
“stop” to the program short code. Although dight, the act of
formally dropping out of the program posed a burden on
participants. It is likely that a subset of active users stopped
reading messages during their program and never formally
dropped out. This nonusage attrition is not directly measurable,
but has been documented in the literature on I nternet-mediated
interventions [46-50]. Support for the presence of nonusage
attrition may be found in the txt4health participants who never
logged any weekly weight or physical activity data.

Although the literature documenting participant dropout in text
message programsis sparse, theliterature on I nternet-mediated
behavior changeinterventions documents|ower retention rates,
yet similar patterns of attrition [51-55]. Moreover, although
recent estimates from 2012 revea that smartphone users
download an average of 41 apps to their smartphones [56],
reports from the mobile analytics firm Localytics suggest that
apps are often downloaded but abandoned after first use, with
22% of newly downloaded apps only being used once [57].
Although a text message-based intervention is not run via an
app platform, attrition rates from that realm may provide some
insight into what patterns of use may be expected from text
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message interventions. Given that we retained 39.06% of
participants through at least 14 weeks, even alowing for some
amount of nonusage attrition that is not accounted for, we
believe that this program was comparable or better in regards
to retention rates when compared to many Internet-mediated
and app-based programs.

Although reasons for the high dropout rates exhibited in this
investigation are unclear, we speculate several possible
explanations. First, because the primary intention of txt4health
was to provide participants with a diabetes risk assessment, it
is possible that many dropout participants enrolled to determine
their risk, but were not interested in receiving additional
messages, prompting them to drop out shortly into the program.
Another possible reason for attrition was the frequency and
duration of messaging. Although 5-7 messages per week for 14
weeks does not sound like a high burden on participants, 7%
of survey participants self-reported in the participant survey
that there were too many messages sent within the program (see
Part Il of this evaluation). In addition, it is possible that too
many messages may dilute the power of the messages that are
sent. Little is currently known about the optimum frequency
and duration of text message interventions, and although likely
to be dependent on the nature of the program, future work should
seek to better understand these factors.

Another potential reason for high dropout ratesisthe possibility
that txt4health did not meet the expectations of all participants.
For example, it is possible that a text message program is
appropriate for conducting a one-time diabetes risk assessment
for a broad base of participants, but that enthusiasm among a
general audience for a 14-week behavior change intervention
delivered viatext message is tempered. In comparison to other
successful, broad-based text message campaigns, such as
txtdbaby [58] targeting pregnant moms and txt2stop [24]
targeting smoking cessation, that both have time-specific
messages and information to convey, behavior changes
regarding diet and physical activity are lifelong pursuits and
individual needs regarding these behavior changes may not
always be met with this sort of program. Also, participant needs
may not have been met in regards to the subject matter.
Although txt4health is focused on diabetes risk awareness and
reduction, and was marketed as such by SEMBC with their
Fighting D inthe D campaign, thiswas not necessarily the case
inthe Greater Cincinnati areawhere GCBC's marketing efforts
billed “A text a day keeps the doctor away.” Without utilizing
the word “diabetes’ in the txt4health program name, or in the
marketing slogan used by GCBC, it is possible that not all
participants realized that txt4health was focused on diabetes.

Finaly, it is also possible that dropout was spurred by costs
associated with text messaging. Although text messaging is
highly pervasive among American cell phone users, not al have
access to free unlimited text messaging. This means that some
individualsincur anominal fee of upwards of US $0.20/message
for each text message sent or received. In aprogram that targets
at-risk individuals, many of which are low-income minorities,
the delivery of a minimum of 5-7 text messages per week for
14 weeks could trandate to significant participation costs.
Although there exist examples of health-related text message
programs that have worked with cell phone carriers to provide
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free text message delivery, such as text4baby [58], this was not
the case for txt4health at the time of this evaluation.

Strengths and Limitations

The magjor strength of thisinvestigation isthat we werefocused
on better understanding the use of a public health—focused text
message program operating at scale. Through this work, we
have started to identify the challenges with enrolling and
mai ntaining participation of individualsin thistype of program.
This strength al so happens to be a double-edged sword, in that
it is precisely the nature of our community-based program that
causes us to have a profound lack of information regarding our
participants. Because we had to rely solely on participant
self-reported data from diabetes risk assessments, we have no
understanding of who failed to complete the 2-step enrolIment
process (because they never made it to that step) or why they
failedtofully enrall. Furthermore, the self-reported demographic
data gathered through the diabetes risk assessment was very
basic and does not allow us to build a complete picture of the
participants who used txt4health. Future work with large, public
health—focused text message programs operating at scale should
incorporate a stronger eval uation component from the outset so
that more robust measures can be tracked from all stages of the
program.
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One of our goals was to measure the reach of txt4health.
Because we had no way to measure the amount of campaign
exposure within the community, and because we were not able
to survey random community members about their awareness
of the public health campaigns within their respective
communities, it isimpossible to determine an accurate measure
of reach. Despite this, given the relatively small enrollment
numbers in comparison to the population of the major
metropolitan centers within the SEMBC and GCBC service
areg, it is safe to say that the reach of txt4health was small.
Future work should seek to understand what type of enrollment
rates and what patterns of participant engagement we could
expect to see in similar text message programs marketed as a
part of alarger public health campaign.

Conclusions

This evaluation of the txt4health pilots in Southeast Michigan
and Greater Cincinnati contributes greatly to the growing body
of mHealth literature as it represents an effort to gain deeper
understanding of individual use of a large-scale public
health—focused text message-based intervention promoting
behavior change. Although this type of program may not be
appropriate for al, it is an appropriate delivery modality for
reaching large populations, can retain a large proportion of
users, and may provide some users with the tools needed to
make necessary behavior changes.
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Abstract

Background: Although thereis great enthusiasm in both the public and private sector for the further devel opment and use of
large-scal e consumer-facing public health applicationsfor mobile platforms, little is known about user experience and satisfaction
with this type of approach. As a part of the Beacon Community Cooperative Agreement Program, txt4health, a public-facing,
mobile phone-based health information service targeting type 2 diabetes, was launched in 3 Beacon Communities: the Southeast
Michigan Beacon Community in Detroit, M1, the Greater Cincinnati Beacon Community in Cincinnati, OH, and the Crescent
City Beacon Community in New Orleans, LA. This program was marketed via large public health campaigns and drew many
users within the respective communities.

Objective: The purpose of this investigation was to use the RE-AIM framework to document txt4health efficacy by focusing
on perceptions of satisfaction, usage, and behavior change among individuals who used txt4health in pilot studies in Southeast
Michigan and Gresater Cincinnati.

Methods: We conducted a multimodal user survey with txt4health users recruited via text message through the program to
understand participant perceptions of program use and satisfaction, as well as self-reported perceptions of behavior change as a
result of using txt4health.

Results: Txtdhealth users reported very high levels of program satisfaction, with 67.1% (108/161) reporting satisfaction scores
of 28 on a10-point scale, with 10 equivalent to most satisfied (mean 8.2, SD 1.6). All survey participants agreed/strongly agreed
that the messages included in txt4health were clear and easy to understand (100.0%, 160/160), and most found txt4health made
them knowledgeable about their risk for type 2 diabetes (88.1%, 140/159) and made them conscious of their diet and physical
activity (88.8%, 142/160). Most participants reported that txt4health helped them to make behavior changes related to diet; after
having completed txt4health, most agreed/strongly agreed that they are more likely to replace sugary drinks, such as juice or
soda, with water (78.0%, 124/159), have a piece of fresh fruit instead of dessert (74.2%, 118/159), substitute a small salad for
chips or fries when dining out (76.1%, 121/159), buy healthier foods when grocery shopping (79.7%, 126/158), and eat more
grilled, baked, or broiled foods instead of fried (75.5%, 120/159).

Conclusions. Results from this study suggest that participants in txt4health, alarge-scale, public health—focused text message
program targeting type 2 diabetes, have positive perceptions of the program and that participation has led to positive behavior
change.
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Introduction

In an era of health care reform occurring at a time when cell
phones and mobile devices are near ubiquitouswithin the United
States population [1], it is not surprising to see the rapid
expansion of mobile health (mHealth) for the delivery of health
information and services. Although there is great enthusiasm
in both the public and private sector for the further devel opment
and use of consumer-facing health-related applications for
mobile platforms, the momentum of mHealth is quickly
outpacing the evidence base documenting the efficacy of these
endeavors, as well as the traditional research designs used in
the creation of the evidence base [2-4]. The efficacy of text
message-based interventionsto promote behavior change within
the context of chronic illness has been previously documented
within small-scale contexts [5-7], but most of the available
evidence base is focused on underpowered small-scale pilot
studies with few participants [4-6]. This fact leads many to
believe that, similar to other innovations within the health care
industry, moving beyond the pilot phase to operating at scale
is an issue plaguing the mHealth field today.

Because of the affordances of a large-scale text message
campaign, such aswidereach, low participant costs, and asmall
time investment on the part of participants, these types of
programs appear to be perfectly suited to broad-based public
health campaigns. Txt4baby isan example of thistype of public
health approach [8], which has garnered significant attentionin
the popular press and many people are attempting to replicate
its successes. Txtdhealth, a text message program that offers
participants a type 2 diabetes risk assessment followed by 14
weeks of tailored messaging focused on behavior changes for
physical activity and diet, is one such program that was piloted
in the Detroit, MI, Cincinnati, OH, and New Orleans, LA
metropolitan areas through funding from the Beacon Community
Cooperative Agreement Program. Although text message
programs are well documented at the pilot stage, large-scale
applications in the United States, such as txt4baby, are largely
missing from the evidence base and little is known about
participant experiences with these types of interventions. To
better understand participant experiences within a large-scale,
public health-focused, text message program targeting chronic
illness, we conducted a multimodal survey of participants who
had engaged in txt4health.

The purpose of this 2-part investigation is to evaluate the
txtdhealth pilot studies in Southeast Michigan and Greater
Cincinnati through the lens of the RE-AIM framework. In the
present paper (Part 11), we seek to document program efficacy
in terms of participant perceptions of program satisfaction and
usage, as well as its effects on behavior change. In our
companion paper (Part 1), we sought to document program reach
and adoption. In comparison to the majority of previous work
that has focused on small-scale implementations of mHealth
programs [4-6], this txt4health evaluation represents an effort
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to understand user perceptions of a program that is operating
at scale.

Methods

Overview

This evaluation of txt4health was conducted in 2 parts. In Part
I, we conducted a retrospective records analysis of
individual-level txt4health system usage data from participants
in Southeast Michigan and Greater Cincinnati to determine
intervention reach and participant adoption of the program.
Findings from Part | of the evaluation are presented in the
companion paper. In Part |1, we conducted a multimodal user
survey with Southeast Michigan Beacon Community (SEMBC)
and Greater Cincinnati Beacon Collaborative (GCBC) txt4health
users recruited through the program. This survey sought to
understand participant perceptions of program satisfaction and
use, and self-reported perceptions of behavior change asaresult
of using txtdhealth. Txt4health is an automated, personalized,
interactive, 14-week text message service targeting vulnerable
at-risk populations, designed to help people understand their
risk for type 2 diabetes and become more informed about the
stepsthey can take to reduce that risk. Txt4health has been more
extensively described in the Part | companion paper, aswell as
in recent work by Abebe et al [9].

Program Evaluation Framework: RE-AIM

We used the RE-AIM framework to guide this evaluation of
the txtdhealth pilots in Southeast Michigan and Greater
Cincinnati. As previously described in the companion paper,
RE-AIM incorporates the dimensions of reach, efficacy,
adoption, implementation, and maintenance, and isaframework
that has been extensively used to guide the planning, evaluation,
reporting, and review of health promotion interventions [10].
Within the present paper, we focus strictly on the dimension of
efficacy of the RE-AIM framework. Efficacy is an
individual-level measure that refers to the degree to which use
of anintervention createsthe desired outcomes[10]. Withinthe
context of the present txt4health evaluation, efficacy refers to
participant perceptions of txt4health, as well as perceptions of
the effect of txt4health on behavior.

Participant Recruitment

To be eligible to participate in this study, individua s had to be
at least 18 years and enrolled in the txt4health program for at
least 10 weeks. Beacon employees enrolled in txt4health were
excluded from participation in this survey. For recruitment
purposes, we sent a text message to al txt4health usersin the
SEMBC and GCBC pilotswho were subscribed to the program
at thetime of solicitation. In total, 814 participants were active
inthetxt4health system when survey recruitment text messages
were sent. Six batches of recruitment textswere sent to all active
participants between September and December, 2012
(approximately every 2 weeks), and asked txt4health users to
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indicate whether or not they would beinterested in participating
in the survey. Those individuals who responded yes were
contacted via phone to coordinate survey completion. Phone
calls were not made to potential participants until at least 10
weeks had passed after a participants initial txt4health
enrollment date. Thisallowed for participantsto complete most
of the program before taking the survey. Those individualswho
responded no were removed from our solicitation list and they
never received another recruitment text message. Participants
who did not respond to the recruitment text messages remained
on our solicitation list and continued to receive recruitment text
messages. Up to 5 attempts were made by phone to contact all
participants who expressed interest in survey participation.

Once contact was established, potential participantswere again
asked if they were interested in participating. Any individual
no longer interested was thanked for their time. All eligible
participants willing to participate were given the option of
completing the survey via phone, Internet (survey hosted on
SurveyMonkey [11]), or US Mail. Individuals who wished to
take the survey via Internet or US Mail received periodic
reminders viaemail or phone for up to 6 weeks, or until survey
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completion. All survey respondents were eligible to receive a
US $10 gift card to alocal retailer for completing the survey.
The Wayne State University Institutional Review Board
approved the user survey portion of this study with awaiver of
documentation of written consent. In lieu of written consent,
al participants who completed the survey were given
information pertaining to the study, including study procedures,
risks/benefits, and incentives. Thisinformation was distributed
in electronic form for online survey participants, in hard copy
for US Mail participants, and over the phone with a statement
of oral consent for phone survey participants.

M easures

Theinvestigator-developed user survey took approximately 20
minutesto complete and included questions ng txt4health
use and perceptions, health and health behaviors, mobile phone
use, demographics, and activation as measured by the Patient
Activation Measure (PAM). The PAM is a 13-item instrument
that has been validated to assess individuals' knowledge, skill,
and confidence with managing their health. The PAM
characterizes people into 1 of 4 levels of activation, with
descriptions of each level asfollowsin Table 1 [12,13].

Table 1. Description of Patient Activation Measure (PAM) level categorizations.

PAM level Description®

1 Does not feel in charge of their own health and care. Managing health is overwhelming for them with all of life's other challenges.
Lacks confidence in their ability to manage health. Has few problem-solving skills and poor coping skills. They may not be very
aware of own behaviors.

2 May lack basic knowledge about their condition, treatment options, and/or self-care. Have little experience or success with behavior
change. Look to their doctor to be the onein charge. Low confidence in their ability to manage health.

3 Havethe basic facts of their conditions and treatments. Some experience and successin making behavioral changes. Some confidence
in handling limited aspects of their health.

4 Have made most of the necessary behavior changes, but may have difficulty maintaining behaviors over time or during times of

stress.

@Descriptions from PAM licensing materials packet from Insignia Health [13].

Data Analysis

We conducted descriptive statistics to describe participant
characteristics, perceptions of txtdheath, self-reported
textdhealth usage, and self-reported effects of txtdhealth.
Continuous variables were expressed as mean (SD) and means
were compared using 2-tailed unpaired independent samplest
tests. Categorical data were displayed as frequencies and
percentages, and chi-square tests were used for comparison. It
should be noted that because participants were not required to
answer all items within the survey, the denominator of many
of our analysesfluctuates slightly. Multipleregression analyses
were used to predict satisfaction with txt4health controlling for
the continuous variables age and body mass index (BMI), as
well as the categorical variables gender, White or non-White
race, income, education, level of activation as measured by the
PAM, and Beacon Community affiliation (Southeast Michigan
or Greater Cincinnati). Moreover, chi-square analyses were
used to explore potential differences between participants
affiliated with the Southeast Michigan or Greater Cincinnati
Beacon Communities. Significance levelswere set at aP value
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<.05. All statistical analyses were carried out using STATA
version 11.0 (StataCorp LP, College Station, TX, USA).

Results

Overview

We conducted a survey of Southeast Michigan and Greater
Cincinnati txt4health participants recruited via text message.
Of the 814 active txtdhedth participants who were sent
recruitment text messages, 47.7% (388/814) expressed initial
interest in participating in the survey via text message. We
successfully contacted 70.4% (273/388) of thoseindividualsby
phone and asked again if they would be willing to participate.
Overal, 14.7% (40/273) of txtdhealth users who previously
expressed interest in our survey declined participation, and an
additional 6 (2.2%) individualswere excluded from participation
because they were Beacon employees. Of the remaining 227
digibleindividuasstill interested in survey participation, 70.9%
(161/227) of participants completed the approximately
20-minute survey; 64.0% (103/161) completed it viathe Internet,
31.1% (50/161) completed it via phone, and 5.0% (8/161)
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completed it viaUS Mail. Refer to Figure 1 for acomplete chart
of participant flow.

Of the 161 participants who completed the user survey, the
sample was predominantly female (73.7%, 115/156), African
American (51.6%, 81/157) or White (44.6%, 70/157),
smartphone users (78.5%, 124/158), with a mean age of 42.4
years (SD 11.6) and amean BMI of 33.1 kg/m? (SD 8.6). Most
survey respondents were obese with a BM1 =30 kg/m? (53.9%,
82/152), or overweight with aBM I between 25.0 and 29.9 kg/m?
(31.6%, 48/152). In addition, 30.6% (48/157) had a history of
diabetes. Most survey participants (75.6%, 121/160)
self-reported good, very good, or excellent health. Overall, this
sample was well educated with 58.6% (92/157) reporting that
they were college graduates or had completed postgraduate
work, and an additional 28.0% (44/157) reporting that they had
completed some college classes. Only 8.9% (14/157) reported

Figure 1. Participant flow.
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that they were high school dropouts, or had completed high
school. Annua income of survey participants was well
distributed, with 22.2% (34/153) reporting annual household
incomes of less than US $25,000, and 20.9% (32/153) with
more than US $100,000. Regarding levels of activation, 63.5%
(101/159) of respondents were categorized as level 4 on the
PAM, which is characterized as individuals who “have made
most of the necessary behavior changes, but may have difficulty
maintai ning behaviors over time or during times of stress’ [13].
An additional 22.6% (36/159) were categorized as level 3 on
the PAM, which is characterized as individuals who “have the
basic facts of their conditions and treatments, some experience
and successin making behavioral changes, and some confidence
in handling limited aspects of their health” [13]. For 53.8%
(85/158) of respondents, txt4health was the first text message
program that they had used. See Table 2 for a complete
breakdown of survey respondent characteristics.

Active txt4health users who
were sent recruitment text

messages
(n=814)
( Not interested or no
- response
y (n=426)
Expressed interest in
participating in survey via
text
(n=388)
_( Not able to reach
T (n=115)
\ 4
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phone

(n=273)

Y

Y
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Completed the survey
(n=161)
e Internet (n=103)
¢ Phone (n=50)
e U.S. Mail (n=8)

(n=6)

Interested, but never

completed/returned
o 4

survey
(n=66)
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Table 2. Characteristics of txt4health user survey respondents (N=161).
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Participant characteristic Southeast Michigan Greater Cincinnati Total
Gender, n 94 62 156
Female, n (%) 65 (69.1) 50 (80.6) 115 (73.7)
Male, n (%) 29 (30.9) 12 (19.4) 41 (26.3)
Age (years), n 93 62 155
Mean (SD) 43.3(11.8) 41.0 (11.3) 42.4 (11.6)
Hispanic or Latino origin, n 92 61 153
Yes, n (%) 2(2.2) 0(0.0) 2(L3)
No, n (%) 89(96.7) 61 (100.0) 150 (98.0)
Don’t know, n (%) 1(1.1) 0(0.0) 1(0.7)
Race, 2n %4 63 157
White, n (%) 30 (3L.9) 40 (63.5) 70 (44.6)
Black or African American, n (%) 62 (66.0) 19(30.2) 81 (51.6)
Other, n (%) 2(2.1) 3(4.8) 5(3.2)
Don’t know, n (%) 0(0.0) 1(1.6) 1(0.6)
Income (US$), n 92 61 153
<25,000, n (%) 18 (19.6) 16 (26.2) 34(22.2)
25,000-49,999, n (%) 20 (21.7) 10 (16.4) 30(19.6)
50,000-74,999, n (%) 21(22.8) 9(14.8) 30(19.6)
75,000-99,999, n (%) 13 (14.1) 9(14.8) 22 (14.4)
100,000-124,999, n (%) 5 (5.4) 3(4.9) 8(5.2)
2125, 000, n (%) 10 (10.9) 14 (23.0) 24 (15.7)
Don’t know, n (%) 5(5.4) 0(0.0) 5(3.3)
Education, n 94 63 157
Some high school, n (%) 2(21) 0(0.0) 2(1.3)
High school diploma or GED, n (%) 5(5.3) 7(111) 12 (7.6)
Trade or vocational school, n (%) 5(5.3) 2(3.2) 7(4.5)
Some college, n (%) 27 (28.7) 17 (27.0) 44.(28.0)
College graduate, n (%) 27 (28.7) 19(30.2) 46 (29.3)
Postgraduate work or degree, n (%) 28 (29.8) 18 (28.6) 46 (29.3)
Whereyou go to for health care services, n 93 62 155
Family doctor/nurse or clinic, n (%) 82 (88.2) 53 (85.5) 135(87.1)
Emergency department, n (%) 4(4.3) 4(6.5) 8(5.2)
Urgent care clinic, n (%) 4(4.3) 232 6(3.9)
Internet, n (%) 2(2.2) 1(1.6) 3(L9)
Nowhere, n (%) 1(11) 2(32) 3(L9)
Diabetes history, 2n 94 63 157
Yes, n (%) 39 (41.5) 9(14.3) 48 (30.6)
Yes, but only during pregnancy, n (%) 2(21) 3(4.8) 5@3.2)
No, n (%) 44 (46.8) 43 (68.3) 87 (55.4)
No, but prediabetes or borderline diabetes, n (%) 9 (9.6) 8(12.7) 17 (10.8)
Prediabetes history, °n 84 56 140
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Participant characteristic Southeast Michigan Greater Cincinnati Total
Yes, n (%) 20 (23.8) 4(7.2) 24 (17.1)
Yes, but only during pregnancy, n (%) 3(3.6) 3(54) 6(4.3)
No, n (%) 61 (72.6) 49 (87.5) 110 (78.6)

BMI category, n 91 61 152
Normal, n (%) 11 (12.1) 11 (18.0) 22 (14.5)
Overweight, n (%) 26 (28.6) 22(36.1) 48 (31.6)
Obese, n (%) 54 (59.3) 28 (45.9) 82 (53.9)

8gignificant difference (P<.01) found between Southeast Michigan Beacon Community (SMBC) and Greater Cincinnati Beacon Collaborative (GCBC).

bsi gnificant difference (P<.05) found between SEMBC and GCBC.

Survey Participants txt4health Use

Survey participantsfirst learned of txt4health through avariety
of channels, including health fairs (20.0%, 32/160), radio
advertisements (14.4%, 23/160), and directly from health care
providers (13.8%, 22/160). Despite the number of respondents
who first learned of txt4health through health fairs where
individualswere ableto initiate enrollment by providing aphone
number and ZIP code to Beacon staff members, only 4.4%
(7/160) of respondents initiated enrollment through that
mechanism. Rather, 92.5% (148/160) self-reported initiating
enrollment through texting the word “health” to the txt4health
short code. Regarding use of the program, 83.2% (134/161) of
survey participants reported using txt4health to set physical
activity goals, and 67.5% (108/160) reported setting weight loss
goals. Thevast mgjority of survey participants (82.5%, 132/160)
reported that they always read the text messages they received
from txtdhealth, and 26.3% (42/160) of survey participants
reported discussing txt4health messages with their health care
provider. One component of txt4health was the inclusion of
messages regarding resources of potential interest, such as
contact information for community resources and organizations,
links to additional health-related information, etc. Survey
respondents reported using these resources never (25.0%,
40/160), rarely (30.0%, 48/160), occasionally (26.3%, 42/160),
or frequently/very frequently (15.0%, 24/160).

http://www.jmir.org/2013/12/e282/

Survey Participants Perceptions of txt4health

All survey participants agreed/strongly agreed that the messages
included in txt4health were clear and easy to understand
(100.0%, 160/160). Most reported txtdhealth made them
knowledgeable about their risk for type 2 diabetes (88.1%,
140/159) and the program made them conscious of their diet
and physical activity habits (88.8%, 142/160). Most survey
participants reported that they agreed/strongly agreed that they
enjoyed participating in the program (88.1%, 140/159).
Although 6.9% (11/159) indicated that there were too many
messages sent in the program, most participants indicated that
the number of messages sent each week was just the right
amount (79.9%, 127/159). See Table 3 for a complete
breakdown of participant responsesto the txt4heal th perception
items. Perceptions of satisfaction among survey participants
were very positive with 67.1% (108/161) reporting satisfaction
scores of 8 or higher on a 10-point scale, with 10 equivalent to
most satisfied (mean 8.2, SD 1.6). Using multiple regression
analyses, race was a significant predictor of satisfaction scores
(beta=.81, P=.008) with non-White participants reporting higher
mean sati sfaction scores than White participants (mean 8.6, SD
1.5and mean 7.7, SD 1.6, respectively; t;55=—3.79, P<.001). In
addition, PAM level was also predictive of satisfaction scores
(beta=.33, P=.03) with individuals at PAM level 4 rating their
satisfaction higher than those with PAM levelslessthan 4 (mean
8.5, SD 1.6 and mean 7.7, SD 1.6, respectively; t;5,=—2.96,

P=.004).
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Table 3. Participant response to behavior change items.
Item Disagree/strongly disagree  Neutral Agree/strongly agree
n (%) n (%) n (%)

Per ceptions of txt4health
The text messages were clear and easy to understand (n=160) 0(0.0 0(0.0) 160 (100.0)
Txt4health made me knowledgeable about my risk for type 2 diabetes 4(2.5) 15(9.9) 140 (88.1)
(n=159)
Txt4health made me conscious of my diet and physical activity habits 4(2.5) 12 (7.6) 142 (89.9)
(n=158)
Txt4health helped me become more physically active (n=158)2 17 (10.8) 35(22.2) 106 (67.1)
Txt4health helped me lose weight (n=160) 37(23.1) 50 (31.3) 73 (45.6)
| enjoyed participating in the program (n=156)2 1(0.6) 15(9.6) 140 (89.7)
Text4dhealth helped improve the way | manage my mental health (n=157) 26 (16.6) 50 (31.8) 81 (51.6)

Behavior change
After having completed txt4health, | am morelikely to replace sugary drinks
such as juice or sodawith water (n=158)2 8(5.1) 26 (16.5) 124 (78.5)
After having completed txt4health, | am morelikely to haveapieceof fresh 7 (4.4) 33(20.9) 118 (74.7)
fruit instead of dessert (n=158)
After having completed txt4health, | am more likely to substituteasmall 10 (6.3) 28(17.6) 121 (76.1)
salad for chips or fries when dining out (n=159)
After having completed txt4health, | buy healthier foods when grocery
shopping (n=158)2 4(2.5) 28 (17.7) 126 (79.7)
After having completed txtdhealth, | eat more grilled, baked, or broiled 5(3.2) 33(20.9) 120 (75.9)

foods instead of fried (n=158)

@Does not equal 100% due to rounding error.

Self-Reported Behavior Change Attributed to
txtdhealth

Because the goal of txtdhealth is to promote behavior change
among participants, survey respondents were asked to reflect
on how txtdhealth may have changed their behavior. The
majority of the participants agreed/strongly agreed that after
having completed txt4health, they were more likely to replace
sugary drinks, such as juice or soda, with water (78.0%,
124/159), have a piece of fresh fruit instead of dessert (74.2%,
118/159), substitute asmall salad for chipsor frieswhen dining
out (76.1%, 121/159), buy hedthier foods when grocery
shopping (79.7%, 126/158), and eat more grilled, baked, or
broiled foods instead of fried (75.5%, 120/159). Of those
individuals who set goals within txt4heath, most reported
meeting their physical activity goals most of thetime or aways
(60.6%, 80/132), whereas 25.7% (28/109) reported meeting
weight goals most of the time or always. In addition, most
(66.3%, 106/160) agreed/strongly agreed that the program
helped them become more physically active, and almost half
reported that txt4health helped them to lose weight (45.6%,
73/160). See Table 3 for a complete breakdown of participant
response to behavior change items.

Discussion

Among txtdhealth userswho participated in the user satisfaction
and perceptions survey, participants reported very positive
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perceptions of txt4dhealth. Overall, the majority of survey
participants reported enjoying the program and rated their
satisfaction as 8 or higher on a10-point scale, with 10 equivalent
to most satisfied. In addition to positive perceptions of the
program, survey respondents self-reported making behavior
choices related to diet and physical activity as aresult of their
participation, and approximately haf of respondents
self-reported that txt4health helped them to lose weight. Many
of these positive perceptions were echoed in the open-ended
response section of the survey, in which participantswere given
an opportunity to provide additional comments. Overall, the
tone of these comments was positive, and survey respondents
offered hel pful and constructive suggestions on how to improve
the program rather than any overtly negative feedback. Given
our recruitment strategy solicited individuals who were active
within the program and excluded any individuals who dropped
out before recruitment, it is not surprising that participant
response regarding the program was overwhelmingly positive.
Undoubtedly, thisrecruitment strategy introduced afair amount
of biasinto the survey results because only individual swho had
not dropped out of the program received the invitation to
participate. This, coupled with the self-selection biasthat occurs
from participants who were likely skewed toward favoring
txtdhealth, is potentially problematic. Future research should
seek to conduct an evaluation with a stronger research design
that includes random sampling of both active and dropout
participants to reduce the amount of bias within the sample.
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Despite these limitations related to sampling, it is clear that for
asubset of individuals who initially enrolled in txt4health, this
approach to a behavior change program was met with great
satisfaction from many participants, and suggests that thisis a
feasible and acceptable method to promote behavior change to
large numbers of individuals who may derive some perceived
benefit from participation. There appears to be a relatively
discrete subset of individuals who responded very well to this
type of program in terms of both program usage (see our
companion paper, Part 1) and overall perceptions of txt4health.
In particular, it appearsthat minority participants respond more
favorably to the txt4health intervention. Results from Part | of
thisinvestigation showed that non-White participants stayed in
txt4health longer than White participants (see Part | companion
paper), and results from the present user survey show that
non-White participants had higher ratings of satisfaction than
White participants.

Because it is unlikely that there exists a one-size-fits-all
approach to behavior change programs that will be met with
universal acceptance, future work should seek to understand
which types of people are best suited to different types of
programs, aswell asto develop instrumentsfor identifying these
individuals. Thismay allow for better targeting of programsto
those individuals who are likely to derive the most benefit.
Throughout our analysis, demographic characteristics seldom
predicted participant perceptions or usage of txt4health. This
suggests that with the exception of non-White race predicting
length of participation and satisfaction, demographics are not
thedrivers of use/acceptability in text message-based programs,
and perhaps more psychological factors may be key.

In addition to positive perceptions of txt4health among survey
respondents, many participants also self-reported that
participation in the program led to positive behavior changes,
whichwehopewill ultimately lead to positive health outcomes.
Recent work by Ramachandran et al [14] supports the use of
text messaging to gain positive health outcomes related to
diabetes. In that study, 537 working men in India were
randomized to a text message program (similar to txt4health)
or usua care. The authors found after 2 years of program use,
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the text message program was effective at preventing type 2
diabetes; 27% of control group participants developed type 2
diabetes by the end of the trial compared to 18% of the text
message group participants [14]. This recent finding in India
hasincreased the desire to more concretely establish the efficacy
of this type of program among Americans, and to see if these
findings could be replicated here. Unfortunately, in the present
study, because of the limitations of our research design, welack
objective measures that would reveal whether txt4health actually
caused people to change their behavior; thus, we are not able
to make a judgment regarding the efficacy of text4health on
health outcomes. Rather, our evaluation relies on self-reported
survey data that only provides limited insight into participant
perceptions of the program. Reasonsfor the limitationsregarding
research design have been previously described [9], but briefly
include issues related to program dissemination strategies, as
well as limited time and financia resources. Although
small-scale pilot studies exist that indicate text message
programs can be effective at promoting behavior change,
well-powered randomized controlled trial s establishing efficacy
of these types of programs among American adults are largely
missing from the literature [4-6]. Given the participant response
regarding self-reported behavior change from this study, future
work should seek to test the efficacy of txt4health and similar
broad-based, large-scale, public health text message
interventions using well-thought-out experimental designswith
appropriate controls.

Despite the proliferation of small-scale pilot studies
demonstrating the efficacy of text message mHealth programs
for chronic disease, little is known about user perceptions of
thesetypes of programs among American adultswhile operating
at scale. Results from this study suggest that participants in
txtdhealth, a large-scale public health—focused text message
program targeting type 2 diabetes, have positive perceptions of
the program and that participation has led to positive behavior
change. Although these results come from a seemingly biased
sample of txt4health users who self-selected to participate in
the user survey, these findings do suggest that a large subset of
individuals who participate in a broad-based, public
health—focused intervention may respond quite favorably.
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Abstract

Background: Inthe United Kingdom, rates of deliberate self-harm (DSH) are rising. Alongside this, there has been an increase
in the number of websites available with DSH content, and the Internet is known as aval uabl e resource for those who feel isolated
by their condition(s). However, thereis little and contradictory evidence available on the effects of using such websites. Further
research is therefore required to examine the use and effects of DSH websites.

Objective: Our objectives were to explore (1) the reasons people engage in the use of self-harm forums/websites, (2) the beliefs
of usersof self-harm forumsregarding therole of such websites, (3) how the use of self-harm forums/websites modul ates self-harm
behaviors, and (4) other ways that self-harm forums affect the lives of individuals who use them.

Methods: Datawere collected by a questionnaire hosted on 20 websites with self-harm content. Participants were self-selected
from users of these sites. Results were analyzed using descriptive statistics and simple thematic analysis.

Results: Intotal, 329 responseswere received with 91.8% (302/329) from femal e site users. The majority of participants (65.6%,
187/285) visited these sites at least twice per week, and most participants used the sites to find information (78.2%, 223/285) or
participate in the forums (68.4%, 195/285). Positive effects of website use such as gaining help and support, isolation reduction,
and areduction in self-harm behaviors were reported by alarge number of participants. However, smaller but important numbers
reported negative effects including worsened self-harm, being triggered to self-harm, and additional negative physical and
psychological effects.

Conclusions: Thisis the first multisite study to explore DSH website use in depth. There are clear and important benefits to
engaging in website use for many individuals;, however, these are not experienced by all website users. Negative effects were
experienced by moderate numbers following website use, and clinicians should consider the impact of a patient’s website use
when consulting.

(J Med Internet Res 2013;15(12):€285) doi:10.2196/jmir.2802

KEYWORDS
Internet; websites; deliberate self-harm; self-injury

bones, needle-sticking, scratching, preventing wound healing,
and self-poisoning [1-4], although it has been suggested that

The term deliberate self-harm (DSH) can be defined as “the  CUtting is the most common behavior [3)].

intentional destruction of body tissue without suicidal intent”  prevalence of DSH in the United Kingdom has been estimated

[1]. DSH encompasses arange of behaviorsincluding cutting,  to be between 4.6% and 6.6% [6,7]; however, it is thought actual
burning, scalding, hair pulling, banging body parts, breaking
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rates may be higher due to suspected levels of unreported
behavior. The Adult Psychiatric Morbidity in England 2007 [7]
report indicated an increase in the proportion of peoplereporting
DSH between 2000 and 2007, particularly in women. Gender
disparity is most evident in data from 16-24 year olds with
17.0% of young women self-harming compared to 7.9% of men
in the same age group [7].

The Internet has been shown to be a valuable resource for
individualswho feel isolated by their condition(s), such asthose
who self-harm, by providing anonymous support and
information [8]. Internet access has increased greatly over the
last decade with an estimated 80% of British households having
Internet access [9]. The diversity of the Internet means it has
innumerable uses, and health information has been shown to
be more frequently accessed on websites than in the past [10].

Prasad et al researched the type of information and help
available on the Internet for those who self-harm and concluded
that the majority of websites offered information on
self-harming, suicide, and related psychological issues, but that
little support and discussion opportunities were available [11].
More recently, the number of Internet-based discussion pages
available for self-harm has increased [12] and this, along with
theincreasein Internet accessibility and developmentsin online
communication, means that opportunities for Internet-based
self-harm discussion are more widely availablethan ever before.

Online discussion forums and health websites have generated
concerns, and studies of similar websites, such as those for
sufferers of eating disorders, have suggested behaviors
encouraged by the use of such sites may be of concern.
However, such sites are also seen as a source of support for
users [13]. Previous research looking at self-harm discussion
sites has concluded that there are positive aspects associated
with use of these websites. For instance, evidence suggests such
websites provide valuable emotional support for individuals
who self-harm [8,14] and that these websites can be used as a
coping mechanism for self-harm behaviors [15].

However, concerns have been raised over perceived negative
effects of such websites, such as encouragement or triggering
of DSH behaviors[8,14], normalization of DSH behaviors that
may prevent individual sfrom seeking professional help[14,15],
and thefact that support offered on such websitesfollowsavery
different model and style from support offered by health care
professionals [14]. It has been suggested such websites could
facilitate the learning of new self-harm behaviors[8].

Three main reasons for why such websites are used have been
identified: users viewed them as places of support and
understanding, as acommunity to which they could belong and
as offering coping mechanismsfor the social and psychological
distress associated with self-harm [15]. Additionally, users of
self-harm websites have reported they believe use of these sites
had a positive effect on their self-harm behavior, particularly
in terms of reducing frequency and severity [12].

Current evidence on thistopic, however, issignificantly limited
by users being drawn from only one website and small sample
sizes, meaning results cannot be generalized to the wider
self-harm website-using population and highlighting the need

http://www.jmir.org/2013/12/e285/
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for further research. Websites vary greatly in terms of intent
and content, and therefore wider reaching research is required
including a broader selection of the websites available.

In order to explorethe use of and effects of using these websites,
this study had four aims: (1) to explore the reasons people
engage in the use of self-harm websites/forums, (2) to explore
the beliefs of users of self-harm forums regarding the role of
such websites, (3) to explore how the use of self-harm
websites/forums modulates self-harm behaviors, and (4) to
identify other ways that self-harm websites/forums affect the
lives of individuals who use them.

Methods

Data Collection

This study received ethical approval from the University of
Birmingham BMedSc Internal Ethics Committee prior to
commencement.

All data were collected via an anonymous questionnaire
developed after a review of the available literature. The
guestionnaire gathered data on DSH behaviors, DSH
website/forum use, and reasonsfor use of such websites/forums,
using both closed and open questions. Closed questions, where
participants selected the most appropriate answer(s) from alist
of options, were used where there was robust prior evidence
about the subject. Open questions with free-text response were
used where little was known on the subject. The format of the
guestionnaire was standard for all participants, and participants
were able to review or change their answers once a question
had been completed. Responses to the questionnaire were
reviewed on the first day of posting to ensure comprehension
by participants and that no changes were deemed necessary.

The questionnaire, hosted by SurveyMonkey, was accessed by
participantsviaalink posted on websites with self-harm content
(see Multimedia Appendix 1 for the questionnaire). A Google
search using terms such as “self-harm forums” and “ self-harm
websites’ identified 22 websites, of which 10 initially granted
permission to post the questionnaire. In each case, permission
was sought from the administrator/moderator of the sites before
attempting to post thelink. Where possibl e, the link was posted
as a “sticky”, or permanent, post. If this was not possible,
websites were regularly checked to ensure the link had not
gotten lost in the forum and if necessary was reposted.

The questionnaire was available to access for 6 weeks between
January and March 2013. Participants were invited to access
the questionnaire by clicking alink and reading the participant
information sheet before clicking on a second link to confirm
willingness to proceed to the questionnaire and participate in
the study. On completion of the questionnaire, responses were
automatically sent to the SurveyMonkey account. Duplicate
completions of the questionnaire were prevented by
SurveyMonkey to only allow one response per | P address.

One question asked participants to list the websites they
currently use. When new websites were provided as answers,
these websites were investigated as possible hosts for the
questionnaire as described above, to ensure that the widest
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selection of websites possiblewasincluded in the study. Intotal,
the questionnaire was hosted on 20 separate websites
(Multimedia Appendix 2).

Analysis

The data collected comprised both quantitative and qualitative
data. Quantitative datawere used to describe the sampleinterms
of age, ethnicity, gender, DSH behavior, and DSH website use.
Simple descriptive stati stics were used to describe the frequency
of DSH and types of behavior (seeanalysismapsin Multimedia
Appendix 3).

Initial analysis of qualitative data was carried out during the
data collection phase; responses were analyzed by a smple
thematic coding and counting method. Coding categories were
developed by a single researcher, but a subsample (n=50) was
reviewed by a second researcher (LR) to confirm agreement
with the coding framework and individual codes. After the data
collection phase, coding categories were reviewed and collapsed
to give the best thematic representation of categoriesto address
theresearch questions. Given the large dataset, someindication
of strength of expression of themes was possible. Researchers
have chosen not to report percentages in the results section as
coding infersadegree of subjectivity, and therefore quantifying
of datain thisway would be inappropriate. However, for some
key themes an approximation of the weight of reporting
participantsis given.

Results

Description of Sample

Overall, 329 participants consented to complete the
guestionnaire. Due to the nature of the Internet hosting of the
guestionnaire, participants were free to exit the questionnaire
at any point resulting in some uncompleted submissions;
however, these submissions were still included in the analysis.
Additionally, due to the filtering of the questionnaire,
participants did not necessarily answer every question.
Therefore, for questions described below, the number of
participants who answered each question has been detailed (n).

Table 1. Methods of self-harm used by participants® (N=329).

Harris & Roberts

Demographics

329 participants answered the demographi ¢ questions. Of these,
91.8% (302/329) were femal e and the average age of the sample
was 23.06 years (SD 8.62). The magjority of participants reported
their ethnicity as white (90.3%, 297/329). Of the remaining
participants, 3.3% (11/329) reported mixed ethnicity, 1.5%
(5/329) Asian, 1.5% (5/329) Chinese, 0.6% (2/329) black, and
2.7% (9/329) reported “ other” . Most parti cipants selected United
Kingdom as their country of residence (69.9%, 230/329). A
further 7.6% (25/329) selected Europe and 22.5% (74/329)
selected “other”. Participants were invited to specify if they
selected “other”, and the most commonly reported countries
were Canada, Australia, and New Zealand.

Self-Harm History

Of the 329 participants who answered the question about prior
self-harm, 98.5% (324/329) reported that they had previously
self-harmed. No definition of DSH was provided for this
question. Instead, participants were allowed to apply their own
personal definition of DSH when determining whether they had
previously carried out DSH or not. Further clarification of this
personal definition was sought in later questions.

Of the 5 participants with no self-harm history, 3 provided
reasons for their website use. One reported use for work
purposes, while 2 reported use to prevent starting self-harm
behavior. Table 1 reports the methods of self-harm employed
as reported by 323 participants. The most common method of
self-harming was cutting with 94.7% (306/323) of participants
reporting this. Of the 14.6% (47/329) of participants who
selected “other” for this question and were invited to specify
the methods they used, biting and overdosing were most
commonly reported.

There were 321 participants who indicated the age at which
they started to self-harm. The average age of starting self-harm
was 14.07 years (SD 5.05); 67.9% (220/324) indicated that they
were currently self-harming.

Method n %
Cut self 306 94.7
Burn self 100 31.0
Scald self 21 6.5
Bang body parts 135 41.8
Pull hair 69 214
Scratch self 166 514
Prevent wound healing 133 41.2
Ingest toxic substances 42 13.0
Break bones 6 19
Other (please specify) 47 14.6

3parti cipants could select multiple methods to fully reflect personal self- harm history.

http://www.jmir.org/2013/12/e285/
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Website/Forum Use

There were 295 participants who indicated when they had first
looked at deliberate self-harm websites. The maority of
participants reported initially looking a self-harm
websites/forums after starting self-harming (90.5%, 267/295).
Of these, 15.0% (40/267) reported looking at the websiteswithin
1 month of starting self-harming, 10.5% (28/267) within 2
months of self-harming, 17.2% (46/267) between 2 monthsand
1 year of starting self-harming, and 57.3% (153/267) after
self-harming for longer than 1 year.

Table 2 showswebsite use by participantsin terms of time spent
using them in an average week. Information was provided by

Harris & Roberts

285 participants for how long they spent looking at/using
websites in an average week. The largest group of participants
reported using the websites “daily but for less than 4 hours per
day” (31.6%, 90/285).

Table 3 showsthe activities carried out when using the websites.
283 participants provided information about what they did when
using the websites. “Viewing threads in the forum” was the
most commonly reported activity (78.8%, 223/283). Of the
15.5% (44/283) of participants who selected “other” as their
answer and were invited to provide more detail, the most
commonly reported activities were “ staffing/moderating” and
“looking for picturesimages’. Generally, most participants used
the websitesto either find information or participate in forums.

Table 2. Time spent looking at or using DSH websites/forumsin an average week (N=329).

Time n %

Daily (for longer than 4 hours per day) 20 7.0

Daily (but less than 4 hours per day) 90 31.6

2-6 times per week 7 27.0

Once per week 17 6.0

L ess than once per week but more than once per month 32 11.2

Once per month 11 39

L ess than once per month 38 133
Table 3. Activities carried out when using DSH websites/forums (N=329).

Activity n %

Search for information 195 68.9

View threads in the forum 223 78.8

Contribute to threads in the forum 158 55.8

Start threads in the forum 117 41.3

Chat 103 36.4

Send private messages 110 389

Play games 22 7.8

Other 44 155

Reasons for DSH Website Use and I nitial Motivators
for Engagement With Sites

To explore these issues, four free-text questions were asked.
Data were coded, categorized, and then conceptualized into
themes based on the relationship of categories to each other.
From this analysis, two main predominating themes were
identified.

The theme with the highest strength of reporting was that of
“help and support”. Participants spoke of the value they placed
on the levels of support derived from use of the websites and
how they felt this had contributed to their recovery:

It keeps me focused on recovery, placing importance
on good mental health strategies and expressing my
feelings. It helps me cope with self-harm thoughts or

http://www.jmir.org/2013/12/e285/

behavior. It'sa place hel ping me deal with day-to-day
issues. [Participant 59—female, 29]

“|solation reduction and community engagement” wasthetheme
with the second highest strength of reporting. Around half the
participants described their experiences of self-harm as being
highly isolating and lonely. They therefore used the websites
to connect with other people who shared experiences/feelings
and to reduce the sense of isolation they felt resulting from their
self-harm:

They make me feel |ess alone and isolated, and make
me realize there are other people who have similar
feelings to me. [Participant 85—female, 18]

Outside of these two predominating themes, the theme of
“distraction and expression” was also apparent in large numbers
of participants answers. Participants described the websites as
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places enabling expression of their feelings or providing
distraction from carrying out self-harm behaviors:

They allow me to express myself and to gain some
peer support. They're also good distractions from
self-harmthoughts, and games especially are hel pful
with that. [Participant 185—female, 30]

Some participants also wrote about their desireto “help others”,
adesire often driven by wanting to offer others the same support
they had derived from website use:

| used it to ask for help and advice because | didn’t
fed | could ask in my own life. | continue to use the
site because | like to give back and give advice to
those who post threads and are struggling just as |
used to. [Participant 291—female, 21]

After these themes, the theme of “triggering material/tips’ was
the next most commonly reported. While significantly fewer
participants mentioned this theme, compared to other reasons
for use/fengagement, it was still relatively common with around
10% of participantsreporting this. Thisthemeincluded answers
detailing looking for written material as well as images and
artwork:

| wanted triggering. That sounds weird but | felt the
harm | was doing was not bad enough and | needed
to make it worse. [Participant 176—female, 19]

Do Self-Harm Websites/Forums M odulate Self-Harm
Behaviors?

Some participants reported an increase in self-harm, some
participants reported their self-harm decreased, and other
participants reported no change in self-harm behaviors. The
largest of these groups, approximately 40%, felt they now
self-harmed less as aresult of using the websites. The theme of
“self-harm reduction” included the categories of reduced
severity, reduced frequency, and website use to prevent
self-harm. Participants described websites as having played a
critical role in their recovery and helping them to find other,
less destructive ways of managing their feelings:

It's reduced my self-harm—’ve learned other ways
to cope, and these websites have taught me to think
rationally about what I’'m doing to myself. They've
given me a new perspective on my self-injury, to view
it as a coping mechanism and something | need help
for. [Participant 22—female, 18]

Although many reported reduced self-harm resulting from
website use, just under a third of participants indicated that
using the websites/forums had not affected their behaviors and
that no connection existed between their Internet use and
self-harm patterns:

| don't feel using forums has innately changed my
self-harm behavior. | feel the two are pretty
independent. [Participant 154—female, 18]

A similar number of participantsindicated increased self-harm
resulting from website use. The “increased self-harm” theme
included the categories of increased severity, increased
frequency, new methods learned, and competition with other
users. Some participants reported the unhealthy nature of the

http://www.jmir.org/2013/12/e285/
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websites and highlighted the comparison and competition they
led to:

Using the forums leads to competitiveness. | see
other’s scars, look at my own and think ‘I’m not like
them, I'm not ill’ and it makes the whole situation
worse. [Participant 50—female, 19]

Outside of these three key areas, small numbers of participants
reported, asaresult of website/forum use, they either had sought
external help or now took better care of their wounds.

Other Impacts of Self-Harm Websites/Forums Use

Participants were asked whether DSH website/forum use had
any other impacts for them. The majority indicated that the
websites/forums had no additional effects apart from those upon
self-harm behaviors. However, animportant number did indicate
“positive psychological effects’. Thisthemeincluded categories
such as improved self-esteem, reduced isolation, and feeling
better able to cope. Participants spoke positively of the impact
of the websites upon their lives and the key role they felt they
had played in their recovery:

[ The websites/forums] made me realize how much
others do care, that I'm not alone, and recovery is
possible. [Participant 282—female, 17]

Participants also reported social effects and particularly
described how the websites had facilitated the formation of new
friendships and kindled positive involvement in the
website/forum community:

When | was very isolated, participating in forums
allowed me to feel | belonged somewhere, and have
the social interaction that | was desperate for.
[Participant 36—female, 23]

Smaller numbers of participants detailed the perceived “ negative
effects’ resulting from website/forum use, in terms of both
physical and psychological effects. These included categories
such asincreased isolation, being hurt emotionally, and feeling
triggered. Some participants wrote about how they felt the sites
constructed unhealthy environments where the only topic of
conversation was self-harm and how this could lead to feeling
triggered to self-harm:

| used [the websites] as a teenager and in retrospect
| can seethat it made my self-harming wor se because
the only thing the users had in common was self-harm.
It'sgood to talk about it, but it was all that we talked
about. | do not believe that surrounding myself with
other self-harmers was good for me. [Participant
323—female, 23]

Beliefs of Users of Self-Harm Forums Regarding the
Role of Such Websites

Tofurther validate responses, participants were asked to describe
in their own words the purpose of the website(s) they use to
someone who does not self-harm. Inline with reasons given for
website use, the predominating theme in participants’ answers
was “help and support”. Participants described websites as
sources of valued support and information for those who
personally self-harmed aswell asthose looking for information
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for friends/family members. Participants wrote passionately
about support derived from such websites and how beneficial
they found them to be in aiding recovery:

It'sa site aimed at supporting people who self-harm,
aiming to help find ‘healthier’ ways of coping.
SHf-harmisn't *forbidden’, and thereisn't atimescale
in which you ‘have’ to stop self-harming, but the
ultimate aimisthat help and support helps people to
stop. Moderators are watchful to make sure that
people aren't ‘comparing’ self-harm stories, and
photos/images of self-harm aren’t allowed too.
[Participant 58 — female, 53]

Supporting wider impacts of sites, participants spoke of the
“non-self-harm content” present on websites/forums used.
Participants commonly reported that the websites used did not
just contain information related to self-harm. They described
advice relating to other mental health issues as well as general
life advice found on these websites:

The website | most commonly use is a large support
forum where people can get advice or support for a
variety of different issues on many topics (not just
self-harm). The site also has a chat room, articles
and videos. [Participant 147—male, 16]

Similar numbers reported the theme of “community” in their
answers further evidencing the value of this to users. This
included categories such as friendships, social networking, and
isolation reduction. Participants described the websites as places
they could turn to in order to connect with similar others who
would understand their own feelings and places where they
could always find someone to talk to. Participants wrote about
website use as a method of reducing the isolating and lonely
experience of self-harming:

[The website used] is a community of people who
vary in age, profession and lifestyle related by the
fact that they use self-harm as a coping mechanism,
it's NOT a teenage community where we egg each
other on and share tips and photos. It's a supportive
community where we listen to each other and try to
support people's choices, some don’t want to stop
self-harming, some do, and we listen and help where
we can whatever the choice. It'sa community where
we play games, have fun and make lifelong friends,
not every conversation is dominated by self-harm, or
talk of it. We are a microcosm of society, but we share
a common pain, and support each other as much as
we can. [Participant 118—female, 24]

Discussion

Principal Findings
Thisis the first multisite study to examine the use and effects
of using DSH websites. It recruited alarge sample size from a

broad range of websites and has produced several findings for
discussion.

From the demographic questions it is evident the sample is
typical compared to the self-harming population as previously
described in the literature, seen in terms of gender [7] and DSH
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behaviors [1-5], highlighting the validity of this study. Results
have been grouped into two key areas for discussion, which
naturally address the two sides of the debate about DSH website
impact: benefits and worsening self-harm.

Benefits

This study’s results suggest there are several benefits of
engaging in website/forum usein terms of recovery or reduction
of self-harm behaviors. Analysis of responses shows that the
majority of participants are using self-harm websites/forums
for recovery-based reasons, either to seek help or to reduce
self-harm.

The theme with the highest strength of reporting was“ help and
support” for both why individuals engage in website use and
their beliefs regarding the role of such websites. Participants
detailed how important they felt support gained from the
websites is and wrote about the significant role of websitesin
facilitating their recovery, clearly highlighting the positive
impacts of website use. This finding is in keeping with the
findings of previous studies by Whitlock et al [8] and Messina
et a [14] who identified such websites as providing valuable
support for those who self-harm. This predominating positive
theme can help to explain why, when looking at the effects of
using self-harm websites, most felt their self-harm behavior(s)
had improved since using the websites, in terms of both
frequency and severity.

Another commonly reported theme for website use was
“distraction and expression”. Participants detailed feelings of
frustration and an inability to expressfeelingsto people outside
of thevirtual community. The websites were described as places
where participants felt they could “be themselves’ and “vent”
without fedling judged or stigmatized. Participants felt this
enabled exploration of reasons behind their self-harm and
provided alternative methods of dealing with their feelings,
demonstrating the benefit of such sites in terms of reducing
self-harm behaviors. Similarly, individual s described how they
would use the websites instead of self-harming when they felt
the urge to do so, showing how website use can be a useful
distraction strategy from the desireto self-harm and for reducing
self-harm.

Increased awareness and understanding of other mental health
issues, such as depression and eating disorders, was commonly
reported as a result of engaging in website use. This is
significant as other mental health issues are highly likely to be
comorbid with self-harm. The deepened understanding and
awareness gained could help explain why the websiteswerefelt
to be places without judgment and stigmati zation as partici pants
had personal or first-hand experience of such issuesthemselves.

Additionally, there appear to be social benefits from engaging
in website use. Many individuals wrote about website use as a
way of forming friendships and how this reduced the isolation
and lonelinessthey felt either asaresult of or concurrent to their
self-harm. This in turn led to improved self-esteem and
confidence, demonstrating the positive psychological changes
that can be associated with website use.

The idea of social benefits is supported by the theme of
“isolation reduction and community engagement”, having the

JMed Internet Res 2013 | vol. 15 | iss. 12 €285 | p.99
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

second highest strength of reporting. Many wrote of theisolating
experience of self-harm and how website use was the only way
of being able to communicate with others offering
understanding. Similarly, many individuals reported they
initially engaged in DSH website use to know they “weren’t
alone” and seek other peoplefeeling/behaving in the same way,
clearly demonstrating the role of these websitesin providing a
community. Such findings, highlighting the importance of the
virtual community among people who self-harm, are in line
with previous research identifying sense of community asakey
reason as to why people engage in such website use [8,15].

Someindividual s reported that asaresult of feeling lessisolated
and reassured that they weren't the only person who
self-harmed, they were encouraged to tell people outside of the
virtual community and seek professional help. This shows the
benefits of the online community in promoting recovery.

Wor sening Self-Harm

Despite the predominantly positive findings, some wrote that
they used the websites to look for triggering material or tips.
Additionally, answers revealed the competitive nature of
self-harm that can be fueled through engaging in website/forum
use, highlighting the dangers of website use for this vulnerable
population. These findings are in line with previous research
that has identified that use of such websites can result in
encouragement or triggering of self-harm behaviors [8,14].
Participants wrote about how some websites did not moderate
material posted, and while many indicated avoidance of these
types of sites, others wrote that this was a reason for engaging
in use. This highlights the need for research in this area to be
inclusive in terms of websites used.

Although the sitesare clearly used by someto trigger self-harm
behaviors, it is interesting to note that when participants were
asked when they had first looked at DSH websites, the majority
reported they had viewed the websites only after starting
self-harming. This showsthat for most participants, it isnot the
websites themselves providing the trigger for the initiation of
self-harm behaviors, athough they can contribute to the
maintenance or worsening of behaviors for some.

As mentioned, the mgjority felt that website use had either
improved or not changed their self-harm behaviors; however,
a significant number felt that website use had worsened their
self-harm behavior. This group cannot be ignored, and answers
suggest that competition between users and triggering posts by
others detailing methods and extent of injuries are key factors
contributing to worsened self-harm behavior.

Some individuals felt that using the websites had resulted in
negative psychological effects such as increased isolation and
worsened mood. These participants wrote of being shunned by
other website users and being made to feel inadequate,
highlighting that acceptance into virtual communities carries
some of the same risks and etiquette as real communities and
isachallenge for someindividuals.

Harris & Roberts

Limitations

This questionnaire was solely available in English, meaning
results may not be generalizable outside of the English-speaking
community. Furthermore, research insurance restrictions meant
this study did not include citizens from the United States. If a
US citizen tried to complete the questionnaire, SurveyMonkey
directed them to the end of the questionnaire after completing
the demographic questions.

Participants for the study were recruited via DSH websites and
forums. This may mean that the study underestimates the
harmful effects of such sites as those who felt significant
negative effects resulting from use may no longer do so, and
they therefore would not have been able to access the
guestionnaire. Additionally, the results of this study suggest
that the sample was highly active in terms of their use of DSH
websites. We acknowledge that this may not be representative
of al users of DSH websites. We also recognize that all data
collected were retrospective and self-reported.

DSH websites/forums are diversein content and ethos, and there
were several sites that the questionnaire was not posted on due
to restricted access or not being able to gain permission to post.
Therefore, the results do not apply to all websitesin existence,
and other harms/benefits may exist relevant to specific sites. It
should be remembered that the virtual world is constantly
changing and websites are regularly created or deleted, which
highlights this as an evolving area for future research. Thisis
particularly relevant in terms of new types of sites and social
media, such as Tumblr and Twitter, which many participants
reported using more frequently now than the forums they
previously used.

Despite these, this study gained a large and valid sample and
has generated many important results and key points for
discussion, demonstrating its worth. The results have
implicationsfor cliniciansand from a public health perspective.

Conclusions

Overall, the results of this study show that there are benefitsto
engaging in use of DSH websites/forums in terms of gaining
help and support, reducing self-harm behaviors, reducing
isolation, and other positive psychological changes such as
improved self-esteem. However, negative aspects of website
use have also been reported in terms of worsening self-harm
behaviors, triggering material, and negative psychological
effects such as increased isolation, highlighting the dangers of
engaging in website/forum use. Clinicians should be mindful
of the existence of these websites/forums when engaging with
patientswho self-harm, and discussion of anindividual’sreasons
for using such sites and the benefits’harms derived would be
appropriate. If necessary, treatment plans should include
strategies to maximize benefits and minimize harm derived
from these sites.

Given thefluid and rapidly changing nature of the virtual world,
further research into sites and the new platforms available
facilitating self-harm material is recommended.
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Abstract

Background: Sexua health problems such as unwanted pregnancy and sexually transmitted infection are important public
health concerns and there is huge potential for health promotion using digital interventions. Evaluations of digital interventions
are increasingly conducted online. Trial administration and data collection online offers many advantages, but concerns remain
over fraudulent registration to obtain compensation, the quality of self-reported data, and high attrition.

Objective: This study addresses the feasibility of several dimensions of online trial design—recruitment, online consent,
participant identity verification, randomization and concealment of allocation, online data collection, data quality, and retention
at 3-month follow-up.

Methods: Young people aged 16 to 20 years and resident in the United Kingdom were recruited to the “ Sexunzipped” online
tria between November 2010 and March 2011 (n=2036). Partici pantsfilled in basdline demographic and sexual health questionnaires
online and were randomized to the Sexunzipped interactive intervention website or to an information-only control website.
Participants were also randomly allocated to a postal request (or no request) for a urine sample for genital chlamydiatesting and
receipt of alower (£10/US$16) or higher (£20/US$32) value shopping voucher compensation for 3-month outcome data.

Results:. The mgority of the 2006 valid participants (90.98%, 1825/2006) were aged between 18 and 20 years at enrolment,
from all four countriesin the United Kingdom. Most were white (89.98%, 1805/2006), most were in school or training (77.48%,
1545/1994), and 62.81% (1260/2006) of the sample werefemale. In total, 3.88% (79/2036) of registrations appeared to be invalid
and another 4.00% (81/2006) of participants gave inconsistent responses within the questionnaire. The higher value compensation
(E20/US$32) increased response rates by 6-10%, boosting retention at 3 months to 77.2% (166/215) for submission of online
self-reported sexual health outcomes and 47.4% (118/249) for return of chlamydia urine samples by post.

Conclusions: It was quick and efficient to recruit young people to thisonlinetrial. Our procedures for obtaining online consent,
verifying participant identity, automated randomization, and concealment of allocation worked well. The optimal response rate
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for the online sexual health outcome measurement was comparabl e to face-to-face trial s. M ultiple methods of participant contact,
requesting online data only, and higher value compensation increased trial retention at 3-month follow-up.

Trial Registration:

International Standard Randomized Controlled Trial Number (ISRCTN):

55651027;

http://www.controlled-trials.com/| SRCTN55651027 (Archived by WebCite at http://www.webcitati on.org/6L bkxdPKf).

(J Med Internet Res 2013;15(12):€278) doi:10.2196/jmir.2668
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Internet; randomized controlled trials as topic; outcome assessment (health care); sexual health; sexually transmitted diseases;

behavioral research

Introduction

Sexually transmitted infection (ST1), unwanted pregnancy, and
abuse within relationships are public health problemsthat have
ahigh impact on young people[1,2]. There are high social and
economic costs, making it important to identify cost-effective
interventions [3]. Digital mediainterventions for sexua health
have great potential because of the reach and popularity of
technology such as the Internet and mobile phones, especially
with young people[4]. Such interventions offer advantages over
face-to-face interventions since they can be accessed privately
and at users' convenience [5] and programs can be tailored to
meet users' needs[6].

Interactive computer-based interventions for sexual health
promotion can lead to improved knowledge, self-efficacy,
intention, and sexual behavior (including increased condom use
and reduced numbers of partners), and reduced STI [7-9],
although more evidenceis needed to be certain of these effects.
Online trials are increasingly being used to evaluate online
interventions since they offer the advantage of ease of access

Figure 1. Screenshot of Sexunzipped homepage.

What is Sexunzipped?

young people over 16

What Sexunzipped doesn’'t

B Tell you what to do
= Make judgements about sex

= Discourage you from enjoying sex
What Sexunzipped does

m Helps you work out what you want

B Gives guidance on how to have safer sex

Featured content

Orgasms

http://www.jmir.org/2013/12/e278/

RenderX

Sexunzipped is a website about sex, relationships and sexual health for

Sexunzipped is for all young people, gay, straight, or unsure.

B Gives you tips on how to enjoy sex and relationships more

Featured information

to large numbers of potential participants, the facility for
automated randomization, reminders, datacollection, and facility
for blind alocation to intervention or control [10]. Thereis a
strong argument that interventions delivered online should also
be evaluated online to maximize the tria’s externa validity
(generalizability) [10]. However, there can be very high lossto
follow-up in online trials [10], with some studies losing
two-thirds of participants or more [11-13]. There is aso the
challenge of verifying participant identity online (to prevent
repeat registrations) [14] and potential concerns about the
internal validity (trustworthiness) of online data[15].

The “Sexunzipped” website is an interactive, theory-based
website that aims to give young people the tools to make
informed decisions about their sexual well-being (see Figure
1) [16-18]. We conducted a randomized controlled trial to
inform the feasibility of a future definitive online randomized
controlled trial to evaluate the Sexunzipped website and to
contribute to knowledge about the optimal design of online
trials [10] including the best ways to measure sexual health
outcomes online [15].

| [

How to use this site

The Sexunzipped website has quizzes and
information pages under three main
topics: Relationships, Safer sex and
Sexual pleasure

There are also links at the end of each to
help you find things you're interested in

If you need to click away quickly, the
BAIL! button is at the top right of the
screen for your convenience.
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Methods

Study Objectives

This study addressed the feasibility of several parameters of
onlinetrial design: recruitment route, online consent, participant
identity verification, randomization procedures, conceal ment
of alocation, online data collection, data quality, and tria
retention at 3-month follow-up. Two sub-studies were
conducted: (1) effect on overall response rates of asking
participants to return a chlamydia urine sample by post in
addition to online sexual health outcome measurement, and (2)
effectson responserates of two different levels of compensation.

Online Trial Design

Ethical committee permission was granted by the University
College London ethics committee (reference 1023/002). This
trial was registered with International Standard Randomized
Controlled Trial Number (ISRCTN55651027).

Participant Recruitment

We used a number of different avenues to invite young people
aged 16 to 20 years to participate in the study. We emailed and
telephoned staff in schools throughout the United Kingdom,
asking their help to disseminate study information to pupils
aged 16 years and over. Several youth organizations
disseminated information, including the UK Youth Parliament
and PACE (a charitable organization for leshian, gay, bisexual,
and transgender people). We also distributed printed flyersin
three London sexual health clinics for young people and gave
out flyers outside a large inner city school for 16 to 19 year
olds. We posted an advertisement on the social networking
website Facebook, making the advertisement visible only to
Facebook users who were 20 years or younger and resident in
the United Kingdom. Facebook imposes restrictions on
sex-related advertising (including sexua health), so we could
not post the advertisement to those under 18. The advertisement
featured the Sexunzipped logo and asked, “ Interested in sexual
health? Willing to help uswith our research?’ Those interested
clicked on the advertisement to take them to the Sexunzipped
enrolment splash page. We paid a fee per click and the
advertisement was withdrawn once a pre-specified daily cost
limit was reached. Study information was also posted online by
anumber of sexual health bloggers and the study was advertised
on the UK Nationa Health Service SHO-Me website. Finally,
we emailed study participants to ask them to invite friends to
participate.

Online Enrolment and Consent

Young peoplewereinvited to enroll for the research by clicking
on a button on the Sexunzipped website that asked, “Are you
interested in sexua health? Willing to help uswith our research?
Sign up for the Sexunzipped sexual health study and receive a
£10 voucher for participating. Click below to find out what’s
involved.” This led to two eligibility screening questions that
allowed only those who said they were currently resident in the
United Kingdom and aged between 16 and 20 yearsto register.
Participants were then presented with study information and a
consent form online (with checkboxesto agree or disagree with
statements) and given aresearcher email address and telephone
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number for queries. Participants were told that they (1) would
be asked to complete an online sexual health questionnaire at
baseline and in three months' time, (2) would be allocated to
one of two versions of a sexua health website, and (3) might
also be asked to provide a urine sample for chlamydia testing
to return by post. Those consenting to the research created a
username and password and were then directed to an online
guestionnaire that elicited demographic information and
measured baseline sexual health outcomes.

Compensation Offered

Participants were offered a £10 (US$16) shopping voucher for
complete follow-up data (either online questionnaire only or
both online questionnaire and chlamydia urine sample). We
opted for a voucher sent by post in order to ensure that
participants gave valid addresses and to reduce therisk of repeat
registrationsin order to get the incentive. Participants allocated
to receive a chlamydia test kit were sent £5 (US$8) of the
compensation in advance, enclosed with the chlamydiakit. The
voucher could be redeemed in a variety of different stores
including clothes shops, news agents, bookshops, etc. During
collection of 3-month follow-up data, we reviewed retention
rates and decided to test whether a higher value voucher of £20
($32) would increase retention. From this point onwards, the
remaining participantswereindividually randomized to receive
either a £10 or a £20 voucher (n=902) (Multimedia Appendix
1).

M ethods of Randomization

There were three individual one-to-one randomizations in the
study. At recruitment, all participants were randomized in a
factorial (2x2) design to either the intervention or control
website and to receive or not receive a urine sample kit for
chlamydia testing at follow-up. In addition, the final 902
participants were randomized after recruitment to a£10 or £20
voucher to complete follow-up as requested. The first two
randomi zations were performed using an automated computer
algorithm and the third was performed off-site by random
permutation of participant identifiers.

Concealment of Allocation

Participantswere automatically allocated by computer to control
or intervention after submitting baseline data, with their
passwords allowing access to either intervention or control
website only. Neither participants nor researchers were avare
of allocations in advance. There was no compensation offered
for submitting baseline data. All participantswere offered a£10
voucher for complete follow-up data (the 3-month online
guestionnaire plus the urine sample for chlamydia testing if
allocated). Allocation to receipt of a chlamydiatesting kit was
disclosed in an email at 6 weeks, which revealed whether a
chlamydia sample would be requested at 3-month follow-up.
For those later allocated to the increased compensation of £20,
this was revealed in the 3-month follow-up email. The tria
manager (OM) was aware of alocations to the voucher and
urine sample after the event, since she was responsible for
postage of chlamydiatest kits and appropriate value vouchers.
The trial manager was not aware of alocation to intervention
or control.
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Identity Verification and Consistency Checks

Participants were asked for their email address and postal
address and informed that the voucher would be sent by post.
We excluded participants who gave registration information
that appeared fraudulent, for example, multiple registrations
using the same postal address or multiple similar names or email
addresses. Possible duplicate registrations were checked by
manually sorting data within an Excel file. We requested date
of birth and gender at baseline and also at 3-month follow-up,
on the assumption that if those facts were falsified at baseline,
participants may not have recalled the falsified date or gender
three months later. We checked responses for inconsistent or
unlikely answers (for example, selecting thefirst or last response
option available and inconsistent responses to questions about
sexual activity and condom use).

Online Sexual Health Outcome M easur ement

Demographic information including age, gender, ethnicity, and
employment was collected at baseline via an online survey
instrument. We used the “Sexunzipped sexua health
guestionnaire” to capture sexua health outcomes at baseline
and again at 3-month follow-up. The Sexunzipped questionnaire
contained itemsfrom avail able validated sexual health outcome
measurement instruments including indicators for AIDS
prevention programs [19], the National Survey of Sexual
Attitudes and Lifestyles [20,21], and the HARK four-question
scale to assess intimate partner abuse [22]. The survey
instrument measured mediators of sexual behavior change
(sexud health knowledge, self-efficacy, and safer sex intentions)
aswell as sexual behavior (condom and contraception use, use
of services, and partner numbers), self-reported sexually
transmitted infections, pregnancy, sexual problems, partner
abuse, regretted sex, sexual pleasure, relationship satisfaction,
and sexual satisfaction (Multimedia Appendix 2). All questions
required mandatory responses except for questions on sexual
practices. A “not applicable” option was available for the
majority of the sexual health questions.

I ntervention and Control Websites

Participants were given unlimited access to their allocated
website during the course of thetrial. An automated email was
sent to participants at 6 weeks and 9 weeks after registration to
encourage exploration of the website. There was no
compensation offered for engagement with the intervention or
control websites.

Website usage (individual page views) was tracked through
Google analytics and using bespoke (custom) software to track
page views by participant unique identifier (on log-in to the
website with a self-chosen username and password). We did
not record time spent on the allocated websites. We chose not
to track Internet Protocol (IP) addresses, since users may have
received | Psthat were dynamically assigned to them by Internet
service providers, so they would have been liable to change.

The Sexunzipped intervention website focused on safer sex,
relationships, and sexual pleasure, aiming to give young people
the tools to make informed decisions about their sexual health
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[16]. The site content and design wasinformed by the integrated
behavioral model and other theory, addressing mediators of
behavior change such as beliefs, attitudes, perceived norms, and
sense of personal agency as well as safer sex behavior and
communication skills [17]. The website was structured to
encourage active engagement with material, for example,
quizzes that gave tailored feedback and activities that invited
participants to enter personally relevant data and to reflect on
decisions.

The trial control condition was an information-only control
website that shared the samelogo and colors as the Sexunzipped
intervention site, but had no interactive activities. The website
gave brief information on topics such as sexually transmitted
infections, contraception, and sexual practices, but did not
encourage self-reflection, decision-making, or the devel opment
of communication skills.

Outcome Data Collection and Compensation Offered

Participants were sent an email at 13 weeks after registration,
which provided aWeb link to the 3-month online questionnaire.
The questions asked at follow-up wereidentical to sexua health
outcomes elicited at baseline. Non-responders were sent five
further remindersby email or post (with the chlamydiatest kit),
and then sent a shortened version of the online questionnaire
by post, containing 11 questions to be returned in a stamped
addressed envelope in return for the voucher. We sent a final
email to non-responders, which contained three key outcome
guestions in the body of the email instead of a Web link to the
full survey. No compensation was offered for response to this
final email. Therewereinitial technical problemsin submitting
the questionnaire online, so the first 106 participants were sent
the £10 voucher regardless of whether they had succeeded in
submitting it.

Participants randomized to receive a urine sample kit by post
at three months for genital chlamydia testing (n=1030) were
sent akit containing instructions, a urine sample container, and
aprepai d envel ope addressed to the laboratory. Non-responders
received one repeat kit by post. Samples were analyzed by The
Doctors Laboratory (TDL), using the Becton Dickinson BD
Viper chlamydia Trachomatis Polymerase Chain Reaction DNA
test. Results were sent by text, by telephone, or posted by mail
according to participant preferences stated on the chlamydia
test request form. Most participants choseto receive test results
by text. Those with positive results were tel ephoned by thetrial
manager and were advised to seek treatment from local health
services.

Sample Size

A sample size of 1200 participants was estimated to provide
80% power to detect a difference in retention at the 5%
significance level such as45% vs 35% in retention rates between
groups. Recruitment on Facebook was so straightforward and
cheap that we decided to exceed this target number. However,
thisresulted in large numbers of participants aged 18 years and
over and amuch smaller proportion of younger participants (see
Table 1).
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Table 1. Participant age at enrolment (by gender, male or female).

Bailey et d

Ageinyears Female, n=1259, Male, n=735, Total, n=1994,
n (%) n (%) n (%)
16 41 (3.26) 29 (3.95) 70 (3.51)
17 72 (5.72) 32 (4.35) 104 (5.22)
18 448 (35.58) 213 (28.98) 661 (33.15)
19 410 (32.57) 268 (36.46) 678 (34.00)
20 287 (22.80) 192 (26.12) 479 (24.02)
21 or more 1(0.08) 1(0.14) 2(0.10)
Total 1259 (100) 735 (100) 1994 (100)
Data Analysis 12 participants who appeared to have registered more than once

The primary outcome for thisfeasibility study was retention of
valid participants at 3-month follow-up, that is, completion of
the online sexua health questionnaire only or both sexual health
guestionnaire and chlamydia urine sample (according to prior
allocations). We analyzed measures of feasibility and process
including numbers recruited by source, number of rejected ID
verifications, numbers responding to email and postal follow-up
prompts by level of compensation and allocation to chlamydia
test kit, and proportion of urine samples testing positive for
genital chlamydia. For the entire group of participants, the
probability of retention was modeled in terms of group
allocation, website usage, level of compensation, demographic
variables, and sexua behavior determinants, using univariate
and multivariate logistic regression. Retention was defined as
response to requests for follow-up data (online or postal
guestionnaire and chlamydia test sample) at 3 months. In
univariate analysis, we explored how each variable was
individually associated with retention (see Multimedia A ppendix
3). We subsequently performed multivariate logistic regression
where al the variables were included concurrently in the
regression model. Significant predictors of retention were then
identified using a forward stepwise selection procedure (the
significance levels for removal and addition to the model were
.1and .05, respectively) starting with all predictorsin the model
(see Multimedia Appendix 3). A P value of .05 or less was
considered statistically significant. Statistical analyses were
conducted using STATA Version 12.

Results

Online Trial Eligibility, Recruitment, and Retention

Multimedia Appendix 1 indicatesthe numberseligible, recruited,
excluded, and retained at follow-up. Since the outcome of
interest was retention at 3 months, all participants (including
non-responders at 3 months) were included in analyses.

Participant I dentity Verification and Data Quality

After registration, 18 participants asked to be withdrawn from
the study. Of these, 7 gave a reason: 3 did not want to give a
urine sample, 2 were concerned about mail coming to the house,
and 2 said their friends had enrolled them asajoke. Therewere
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(onthe basis of the same or very similar names, email, or postal
addresses). These participants were removed, leaving 2006
participants retained in the analysis of the effect of voucher
compensation.

No participants chose extremes of response option for every
question (for example, selecting thefirst or last response option
available). In total, 66 participants (3.29%, 66/2006) gave
discrepant dates of birth at baseline and 3 months|ater, and one
person wrote nonsense (unintelligible content) in many of the
free-text boxes. In addition, some participants gave inconsi stent
answers within the baseline questionnaire: 15 participants
(0.75%, 15/2006) indicated that they were in a sexual
relationship but also that they had never had sex (involving
genital contact), 50 participants (2.49%, 50/2006) said that they
had not used a condom at last vaginal sex but also reported no
episodes of unprotected vaginal sex in the last three months,
and 11 participants supplied answers to questions that should
have been skipped (on the basis of their previous answers).
Furthermore, 9 participants reported discrepant genders at
baseline and follow-up, and 2 participants were 21 or over,
suggesting they must have entered an age between 16 and 20
years in response to the initial eligibility screening questions,
but later submitted dates of birth out of thisrange in the online
guestionnaires.

It isdifficult to eval uate these inconsi stencies—there may have
been data entry mistakes, technical problems with the
guestionnaire skip pattern, questions may have been interpreted
inwaysthat we had not anticipated, and it is possible that some
participants may have changed gender identity between baseline
and follow-up. A total of 3.88% (79/2036) entriesweretherefore
deemed invalid on the basis of repeat contact details, discrepant
dates of birth, or nonsense responses, and a further 4.00%
(81/2006) participants gave an inconsistent gender at two time
points or inconsistent responses to sexual health questions.
There was little overlap between these inconsistencies (see
Figure 2).

Our analyses excluded participants who appeared to have
registered more than once, but retained those with inconsi stent
responses (total n=2006), since these respondents contribute to
understanding the effect of increased compensation.
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Figure 2. Numbers of participants giving discrepant or inconsistent responses.

Gender

Date of birth

Participant Recruitment

Most of the 2006 participants were recruited via an
advertisement on Facebook (84.00%, 1685/2006), with 8.97%
(180/2006) viafriends or relatives, 3.99% (80/2006) viaemail,
and only 1.99% (40/2006) through school or college. There
were an estimated 2,846,204 Facebook users resident in the
United Kingdom who were aged 18-20 years in 2010 (47%
female and 53% male) [23], but we do not know how many of
the target audience actually saw the advertisement, since it was
withdrawn once a daily cost limit was reached. An estimated
6705 people viewed the Sexunzipped enrolment website (figure
estimated from Google anal ytics and bespoke page view tracking
software). Of these, 4926 met the eligibility criteriafor age and
UK residence, 2600 went on to submit online consent forms,
2207 created user accounts (supplying usernames and
passwords), and 2036 submitted baseline demographic and
sexual health data (41.33%, 2036/4926) of people meeting the
eligibility criteria. After participant withdrawals and removal
of those who appeared to have registered more than once, 2006
people remained (see Multimedia Appendix 1).

Online Trial Participants

Trial participants (n=2006) were recruited between November
2010 to March 2011. Two-thirds of the sample (62.81%,
1260/2006) were female, 36.59% (734/2006) male, 0.25%
(5/2006) female to male transgender, 0.99% (2/2006) male to
female transgender, and 0.25% (5/2006) “other”. Participants
ranged in agefrom 16 to 21 years, with amedian age of 19 years
(see Table 1, presented by gender). Participants were recruited
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from al four countries in the United Kingdom, with 81.40%
(1633/2006) from England, 7.63% (153/2006) from Scotland,
3.84% (77/2006) from Wales, and 4.64% (93/2006) whose
location could not be deduced from the postal code supplied.
The magjority of participants were white (89.17%, 1778/1994)
(see Table 2, presented by gender). Most participants were
students at school, college, or university (77.48%, 1545/1994),
with 28.18% (562/1994) in employment, 8.02% (160/1994)
unemployed, 2.00% (40/1994) in a “gap year” before college
or university, 1.00% (20) sick or disabled, and 1.00% (20/1994)
full-time parents or caregivers.

At baseline, 1229/2006 participants (61.27%) reported being
in a relationship with one person, 65/2006 (3.24%) were in
relationshipswith more than one person, and 711/2006 (35.44%)
were not in arelationship. Of the latter group, 80 (3.99% of the
whole sample, 80/2006) had never been in arelationship. The
majority of current or past relationships were sexual (92.00%,
1772/1926) and only 108/2006 of the sample (5.38%) had never
had (genital) sex. Most participants reported predominantly
opposite-gender sexual attraction (87.45%, 1101/1259 of female
participants and 77.14%, 567/735 of male participants) (see
Table 3).

We were concerned that participants might re-register to gain
accessto theintervention site, but there was no evidence of this:
51.54%, 1034/2006 were alocated to theintervention site, which
is consistent with random variation in alocations (95% ClI
49.4-53.7). The mgjority of participants (75.77%, 1520/2006)
visited the intervention or comparator websites, with 29.91%
(600/2006) visiting 11 or more web pages (see Table 4).
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Table 2. Ethnicity (by gender, male or female).

Ethnicity Female, n=1259, Male, n=735, Total, n=1994,
n (%) n (%) n (%)
White British 1051 (83.47) 628 (85.44) 1679 (84.20)
White Irish 26 (2.07) 20 (2.72) 46 (2.31)
White other 30(2.38) 23(3.13) 53 (2.66)
Asian British, South East Asian, Chinese 27 (2.14) 26 (3.54) 53 (2.66)
Black British, African, Caribbean 40 (3.18) 8(1.09) 48 (2.40)
Mixed cultural background 48 (3.81) 15 (2.04) 63 (3.16)
Other background 2(0.16) 0(0.0) 2(0.10)
Prefer not to say 35(2.78) 15 (2.04) 50 (2.51)
Total 1259 (100) 735 (100) 1994 (100)
Table 3. Sexual attraction (by gender, male or female).
Sexual attraction Female, n=1259, Male, n=735,
n (%) n (%)
Only to females, never to males 14 (1.12) 443 (60.27)
More often to females and at least once to males 49 (3.89) 124 (16.87)
About equally often to females and to males 88 (6.99) 32 (4.35)
More often to males and at least once to females 488 (38.76) 51 (6.94)
Only to males and never to females 613 (48.69) 81 (11.02)
| have never felt sexually attracted to anyone 7 (0.56) 4(0.54)
Total 1259 (100) 735 (100)

Table 4. Number of pages of intervention or comparator websites viewed.

Number of pages viewed Allocated to intervention website,

Allocated to comparator website, All participants, n=2006,

n=1034, n=972, n (%)

n (%) n (%)
0 251 (24.27) 235 (24.18) 486 (24.23)
1-5 346 (33.46) 229 (23.56) 575 (28.66)
6-10 176 (17.02) 169 (17.39) 345 (17.20)
11 or more 261 (25.24) 339 (34.88) 600 (29.91)
Total 1034 (100) 972 (100) 2006 (100)

Outcome Data Collection

We reported the response rates to each round of prompting for
the online sexua health questionnaire (n=2006) and postal
chlamydia samples (h=1030) at 3-month follow-up.

Online Questionnaire

The overall response rate for the 3-month online sexual health
outcome questionnaire was 71.78% (1440/2006), combining
responses to emailed and postal follow-up invitations.

Follow-Up Emails With Web Link to the Online
Questionnaire

In total, 60.22% of participants (1208/2006) completed the
online questionnaire in response to an email at 3 months with
a Web link to the survey instrument: 36.09% (724/2006)

http://www.jmir.org/2013/12/e278/

responded to the first emailed request; 11.62% (233/2006) to
the second reminder (by email or postal, with the chlamydia
sample); 4.99% (100/2006) to the third; 3.39% (68/2006) to the
fourth; and 4.09% (82/2006) to the final email reminder.

Follow-Up by Post

Non-responders (798 participants) were sent the shortened
11-question version of the online questionnaire by post. In total,
208/798 (26.07%) responded to this postal follow-up, boosting
the overall response rate by 10.37% (208/2006); 79 paper
guestionnaires were returned uncompleted (9.90%, 79/798),
marked by the UK Royal Mail as “Addressee gone away” or
“Incorrect or incomplete address or name’; and 11 people
returned the questionnaire without completing it.
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Follow-Up Emails With Questionsin the Email Body

We sent one final email to the 560 remaining non-responders,
with three key outcome questions in the body of the email text
instead of aWeb link to the full online survey. Of these emails,
42/560 (7.50%) bounced back (ie, wereinvalid email addresses),
27 people (4.82%, 27/560) responded (1.35%, 27/2006 of the
total sample), providing data on self-reported chlamydiain the
last 3 months and condom use at last anal and vaginal sex.

Postal Urine Sample for Chlamydia Testing

In total, 1030 participants were asked to return a urine sample
for chlamydia testing: 32.14% (331/1030) returned the urine
sample after the first postal invitation, one sample required a
second posting following damage in the post, and a further
12.72% returned the urine sample after the second request
(131/1030). Five additional samples were returned but could
not be processed: two were mislabeled, two were insufficient
samples, and the laboratory was* unableto process’ one sample,
giving an overall responserate of 44.95% for processed samples
(463/1030). There was no response from 54.56% of participants
(562/1030); of these non-responders, 15 sample kits were
returned with wrong or incomplete addresses, 14 were returned
“addressee unknown” or “goneaway” , and 20 samplekitswere
returned uncollected from post offices. Of the urine samples
that could be processed, 11/463 (2.38%) tested positive for

Bailey et d

chlamydia Trachomatis on a Nucleic Acid Amplification Test
(NAAT).

Impact on Response Rates of Requesting a Urine
Sample by Post

Of the 976 participants who were asked only to complete the
3-month questionnaire, 736/976 (75.41%) completed it.
Requesting a chlamydia test urine sample in addition to the
online sexual health questionnaire reduced the retention rate
considerably, with only 429 out of the 1030 (41.65%)
completing both. A total of 31/1030 participants (3.01%) sent
back the urine sample but did not complete the 3-month
guestionnaire, and 275/1030 (26.70%) completed the 3-month
guestionnaire but did not send back the urine sample. Being
asked to return a urine sample as well as to fill in the online
guestionnaire significantly reduced the overall response rates
for complete outcome data (41.65%, 429/1030 vs 75.41%,
736/976, P<.001).

L evels of Compensation Offered

To test the effect of compensation offered, 902 participantswere
randomized to receive either a £10 or a £20 voucher for
complete follow-up data. Table 5 shows the effect of doubling
the compensation to £20 and the effect of being asked tofill in
the online questionnaire and return aurine samplefor chlamydia
testing. A higher value voucher boosted response rates by
6-10%.

Table 5. Response rates at 3-month follow-up by level of compensation offered and chlamydia sample request.

Allocation

(total N=902) tionnaire only (n=417)

Askedtofill inonlineques-  Asked to fill in online questionnaire and chlamydia sampling (n=485)

Questionnairecompletionrate  Questionnairecompletionrate  Chlamydia sampleresponse  Complete data set (both question-
n (%) n (%) rate naire and chlamydia sample)
n (%) n (%)
£10 voucher 144/202 (71.29) 149/236 (63.14) 97/236 (41.10) 91/236 (38.56)
£20 voucher 166/215 (77.21) 183/249 (73.49) 118/249 (47.39) 111%249 (44.58)
P value .20 .01 19 21
(chi-squaresignif-
icance test)

3 ncludes one sample returned but not processed (insufficient sample).

Analysis of Retention at Three Months

There was no differential retention by allocation to control or
intervention group, age, living in London, recruitment route
(Facebook vs other routes including email, known contacts,
leaflets, or posters), being in a sexua relationship, time since
last sex, safer sex (defined as condom use at last vaginal or anal
sex), last sex with aregular/non-regular partner, having talked
about sexual desires, sexual problems, regretted sex, vaginal or
anal sex at last sex, nor by range of sexua activities (see
Multimedia Appendix 3). Wefound significantly lower retention
for males compared to females (OR 0.61, 95% CI 0.49-0.75),
“non-white” participants compared to white (OR 0.58, 95% Cl
0.44-0.75), participants who had ever had sex (OR 0.47, 95%
Cl 0.27-0.81), and allocation to receive achlamydiatest kit (OR
0.65, 95% CI 0.53-0.79), and significantly higher retention
among those who were attracted only to same-gender partners
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(OR 1.84, 95% CI 1.28-2.65), those at school, college,
university, or training (OR 1.73, 95% Cl 1.37-2.20), in a
relationship with one person (OR 1.38, 95% CI 1.11-1.71), and
in relationships of more than one week (OR 2.65, 95% CI
1.15-6.11). Higher engagement with the control/intervention
websites was associated with increased probability of retention
at 3-month follow-up and, as expected from the resultsreported
above, participants who were given the higher value voucher
(E20) were more likely to submit follow-up data than
participants in the £10 voucher group (OR 1.29, 95% ClI
1.03-1.61).
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Discussion

Principal Findings

The online trial methodology used to test the Sexunzipped
website proved acceptable to young people, as evidenced by
retention at three months, which was comparable with retention
rates in a school-based longitudinal cohort study [24]. Online
recruitment to the trial was quick and easy [12,13]. A low
proportion (3.88%) of apparently fraudulent enrolment was
detected by manually checking contact details, checking for
unlikely response options or meaningless free-text responses,
and requesting date of birth at baseline and follow-up. The
internal validity of our online data was good, with 96.0%
supplying consistent responses within the sexual health
guestionnaire.

Higher value compensation increased response rates by 6-10%,
yielding a maxima retention rate at 3-month follow-up of
77.21% for the online questionnaire and 47.39% for the postal
chlamydia sample with a £20 shopping voucher. Online sexual
health outcome measurement is therefore an efficient method
of gathering self-reported outcome data of good quality. Our
findings align with other studies that report higher retention
with repeated reminders, multiple routes of contact (including
email, text message, post, and telephone), and higher value
compensation [25,26].

Recruitment and Participants

The simplest and most effective route for recruitment was an
advertisement on the social networking website Facebook,
displayed only to a specific target population. However, since
Facebook does not permit advertising with referencesto sex or
sexual health to be displayed to those under 18, there are
proportionately fewer of the younger age groups (16-17 year
olds) in our sample (Table 1). Young women were
over-represented (two-thirds of the sample), despite an even
distribution in the gender of young adult Facebook users [23].
Young men werelesslikely to participatein this study and more
likely to drop out by 3 months. We would have liked to have
conducted this research with young people under 16 because
Sexunzipped website content is particularly appropriate for
those around the age of sexual debut (whichis at amedian age
of 16 in Britain [21]), but this would require parental consent.
Recruitment via Facebook was much cheaper, quicker, and
easier than other avenues of recruitment; however, restriction
on advertising to those 18 and over resulted in recruitment of
participants with a higher mean age than intended. Since our
Facebook advertisement was displayed only to those within our
target age group and living in the UK, thiswill have helped to
limit the possibility for fraudulent enrolment by those not
meeting these criteria.

Feasibility of Online Outcome Data Collection

A particular challenge for online trials is attrition, with online
studies often recruiting large numbers of participantsbut losing
the majority by follow-up [11-13]. Our maximal retention rate
for the online questionnaire (77.21%) is comparable with rates
achieved in another onlinetria that also offered compensation
and multiple follow-up reminders (79% retention at one month
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and 53% at two-month follow-up) [25]. Thisalignswith others

findingsthat an online questionnaire (viaaWeb link in an email)
produces better response rates than the same questionnaire sent
by post and that offering increased compensation does have a
significant impact on response rates [27]. Route of recruitment
(Facebook vs other more personal routes of contact) had no
effect on retention at 3 months, which supportsthe use of online
advertising for participant recruitment.

The Sexunzipped online questionnaire was long (a maximum
of 103 sexual health questions depending upon skip patterns,
plus 8 questions for demographic information and contact
details). Young people involved in field work for this project
had previously said that they would not be willing to fill in a
long questionnaire [16], but only 7.75% (171/2207) of people
who created user accounts did not go on to submit baseline
demographic and sexua health data. In our paralel qualitative
evaluation of the trial design, young people said that they
enjoyed responding to questions that they felt were relevant to
them (companion paper, [28]) and our retention rates support
this finding. Data sets were compl ete for those who submitted
guestionnaires online and the proportion of inconsistent
responses was small (4.00%). By their nature, quantitative
survey questions cannot capture subtleties of meaning for
individual respondents[29]; however, our analysisof qualitative
comments on the questionnaire indicated that for the most part
it was judged appropriate and acceptable [28].

It is difficult to evaluate questionnaire inconsistencies since it
is impossible to know whether an inconsistency represents a
data entry error, misunderstanding of a question, or dishonest
reporting. We removed from analysis those with repeat contact
details, discrepant dates of birth, or nonsense responses, judging
theseto indicate possible dishonesty. Removing all participants
with inconsistent responses would exclude those whose
responses were dishonest but also those who made genuine
errors on a minority of questions. This would increase the
internal validity of data, but could also result in aselection bias.

Feasibility of Chlamydia Sampling

While the Sexunzipped trial was conducted principally online,
a sub-sample were asked to return chlamydia test samples by
post since biological outcomes are the most reliable indicators
of the impact of sexual health interventions [30]. We chose to
measure Genital chlamydia infection since it is the most
prevalent STI in young people [31] and a Polymerase Chain
Reaction test on a urine sample is non-invasive and has high
accuracy. To maximize return of the samples for chlamydia
testing, we implemented many of the techniques known to
increase postal response rates for questionnaires [32]: we
emailed participants before dispatching test kits, provided
stamped return envelopes, included clear, short, personalized
covering letters and chlamydia request forms, offered half of
the compensation in advance, and posted second samplekitsto
non-responders. A proportion of sample kits (1.46%, 15/1030)
were returned because of an incorrect address and 1.94%
(20/1030) were not collected from post office delivery offices;
the secure “biohazard” packaging may have meant that the
chlamydia samples did not fit through some household letter
boxes.
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Chlamydia screening is opportunistic in the United Kingdom.
Most screening is done via clinics or outreach schemes, but in
some areas young people are contacted by post for chlamydia
screening and there are al so websites through which those under
25 years of age can request a postal chlamydia testing kit. Our
overall responserate of 44.66% (460/1030) for chlamydiaurine
samples compares favorably with postal chlamydia screening
initiatives (typically about 25% return rate after two postal
invitations without compensation) [33], but requesting a postal
chlamydia sample as well as online questionnaire data almost
halved the overall response rates at 3-month follow-up. Our
qualitative eval uation suggests that those who had had a recent
chlamydiatest may have been less motivated to receive another
test result [28]. In our data, those who reported an ST1 check-up
within the last 3 months were less likely to return a sample
(41.28%, 116/281), than those who had not had a recent
check-up (46.56%, 332/713), but this difference was not
statistically significant (P=.132).

We found a similar point prevalence of chlamydia (2.38%) to
that found by the UK national chlamydia screening program,
which reported 2.1% positive diagnoses in 15 to 25 year olds
screened in 2011 [31]. One-quarter of our sample (24.32%,
293/1205) reported an STl check up in the last 3 months
(26.13%, 208/796, of female participants and 21.14%, 85/402,
of male); in comparison, the UK chlamydia screening program
reached an estimated 42.7% for young women and 22.6% of
young men over the entire year 2010-11. The cumulative
incidence of self-reported genital chlamydia (diagnosis and/or
treatment over the previous 3 months) was 6.39% (77/1205),
taking data from the 3-month follow-up online questionnaire.

Effortsto | ncrease Retention

We found that multiple reminders via two methods of contact
(by email and by post) were acceptable to young people [28]
and increased overall response rates from 36.09% (724/2006)
to 71.78% (1440/2006) for the sexual health questionnaire and
from 32.14% (331/1030) to 44.95% (463/1030) for the postal
chlamydia test sample. We could have sought mobile phone
numbers as a third avenue for contact [25]; however, contact
by post and tel ephone is more resource intensive than automated
emails. Outcome data collected via mobile phone may incur a
cost for participants and there is more of alimit on the number
of questionsthat can be asked. Young people may change email
addresses and postal addresses frequently, so mechanisms are
needed to keep these up to date, for example, requesting two
different email addresses and using an email addressto log in,
which would prompt users to keep the address up to date.

A higher level of compensation increased the response rates by
6 to 10% for the postal chlamydia test sample and the online
guestionnaire at 3-month follow-up (Table 5), but these
differences were not statistically significant for the most part.
Requesting a chlamydia sample as well as the online
guestionnaire had an adverse impact on the response rate for
the online questionnaire, but a higher level of compensation
mitigated this, increasing the response rate from 63.14%
(149/236) to 73.49% (183/249) (P=.01).
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Limitations

The sample was a convenience sample, with participants
self-selecting into this trial. This means that the sample is not
representative of UK youth nor of Facebook users, which limits
the generalizability of the overall findings. We recruited a
diverse samplein terms of geographical location and ethnicity:
10.78% of trial participantswere“non-white”, which compares
with a 14% non-white population in England and Wales [34]
and 2% in Scotland [35].

While our best retention rate compares favorably with many
other onlinetrials, any drop-out at follow-up limits the validity
of data on intervention efficacy [10]. There was no differential
retention by allocation to control or intervention group, which
isimportant in terms of assessing theimpact of theintervention.
However, bias may beintroduced by the fact that those retained
inthetrial were more engaged with the intervention/control and
were more likely to be female, white, attracted to the same
gender, at school/college/university, to have never had sex, and
to be in relationships with one person for more than a week.

We under-recruited younger participants (aged 16-17 years);
while Facebook is quick and cheap, it is probably necessary to
invest more resourcesto attract younger participants specificaly,
perhapsthrough sexual health websites. |deally, we would have
liked to recruit 13-16 year olds, but the necessity for parental
consent for participation in research makes this group hard to
reach. We decided that an online form for parental consent
would not be adequate, since this could be completed
fraudulently by participants.

Thefirst 106 participants experienced technical problemswith
the submission of the questionnaire; technical problems are a
constant threat to online research and can be minimized by
rigorous testing before systems go live. We designed the
guestionnaire with skip patterns so that irrelevant questions
would not be presented. Despite pre-trial questionnaire testing,
a small percentage of participants (0.55%, 11/2006) supplied
answers to questions that should have been skipped, which we
cannot explain.

This feasibility trial was strengthened considerably by the
change of protocol on compensation level at mid-point. We
decided to offer the higher incentive on review of the retention
data and this has alowed us to report the success of this
approach. The mid-point randomizations were generated by
computer and were conducted off-site, so we have no concerns
about the robustness of our trial procedures.

Future Directions

Recommendations for the conduct of online randomized
controlled trials and online sexual health research can be found
in Multimedia Appendix 4. These recommendations were
derived from this quantitative evaluation and from the linked
qualitative evaluation of the Sexunzipped tria procedures
reported in a companion paper [28].

Conclusions

There is increasing readlization of the potential for digital
interventionsfor sexual health promation [36] and for innovative
datacollection methodsviadigital media[37]. Online evaluation
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offers many advantages including access to hard-to-reach This paper contributes to understanding how to improve
populations and user-friendly, efficient, and cost-effective retention and ensure good quality sexual health outcome
research administration and data collection mechanisms [15]. measurement in an online research environment.
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Abstract

Background: Previous research has examined the impact of patient narratives on treatment choices, but to our knowledge, no
study has examined the effect of narratives on information search. Further, no research has considered the relative impact of their
format (text vs video) on health care decisionsin a single study.

Objective: Our goal wasto examine the impact of video and text-based narratives on information search in a Web-based patient
decision aid for early stage breast cancer.

Methods: Fifty-six women were asked to imagine that they had been diagnosed with early stage breast cancer and needed to
choose between two surgical treatments (lumpectomy with radiation or mastectomy). Participants were randomly assigned to
view one of four versions of a Web decision aid. Two versions of the decision aid included videos of interviews with patients
and physicians or videos of interviews with physicians only. To distinguish between the effect of narratives and the effect of
videos, we created two text versions of the Web decision aid by replacing the patient and physician interviews with text transcripts
of the videos. Participants could freely browse the Web decision aid until they developed a treatment preference. We recorded
participants’ eye movements using the Tobii 1750 eye-tracking system equipped with Tobii Studio software. A priori, we defined
24 areas of interest (AOIs) in the Web decision aid. These AOIs were either separate pages of the Web decision aid or sections
within a single page covering different content.

Results: We used multilevel modeling to examine the effect of narrative presence, narrative format, and their interaction on
information search. There was a significant main effect of condition, P=.02; participants viewing decision aids with patient
narratives spent more time searching for information than participants viewing the decision aids without narratives. The main
effect of format was not significant, P=.10. However, there was a significant condition by format interaction on fixation duration,
P<.001. When comparing the two video decision aids, participants viewing the narrative version spent more time searching for
information than participants viewing the control version of the decision aid. In contrast, participants viewing the narrative version
of the text decision aid spent less time searching for information than partici pants viewing the control version of the text decision
aid. Further, narratives appear to have aglobal effect on information search; these effects were not limited to specific sections of
the decision aid that contained topics discussed in the patient stories.

Conclusions: The observed increase in fixation duration with video patient testimonials is consistent with the idea that the
vividness of the video content could cause greater elaboration of the message, thereby encouraging greater information search.
Conversely, because reading requires more effortful processing than watching, reading patient narratives may have decreased
participant motivation to engage in more reading in the remaining sections of the Web decision aid. These findings suggest that
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the format of patient stories may be equally as important as their content in determining their effect on decision making. More
research is needed to understand why differences in format result in fundamental differencesin information search.

(J Med Internet Res 2013;15(12):€273) doi:10.2196/jmir.2784

KEYWORDS
personal narratives; decision aids; eye tracking; breast cancer

Introduction

Narratives (ie, personal stories about health experiences) are a
popular vehicle for patients to learn about diseases and
treatments, and they are commonly available on the Internet,
on socia mediasites, and in patient decision support tools[1,2].
The proliferation of patient stories through Web-based outlets
has provided researchers cause for concern given that there are
strong theoretical reasons to believe that narratives have
powerful effectson decision making [3,4]. Research on attitudes
and persuasion suggeststhat patient storiesare likely to be more
influential than other message formats because (1) narratives
have the ability to “transport” the reader or viewer into the story
[5,6], (2) narratives are likely to cause greater elaboration [7],
and (3) people are more likely to rely on case studies than
statistical information [8]. Further, research on dua process
models and the affect heuristic suggest that narratives may
facilitate different modes of information processing than other
message formats, which could result in greater weight given to
narrative information during the decision process [9-14].

Although several recent studies have explored the role of
narratives, thereistill little consensus about how patient stories
impact decisions about health care[3,15-22]. Onelikely reason
for the discrepant findingsisthat many of these studiesfocused
on outcomes such astreatment intentions or decisions. However,
recent work suggeststhat narratives may al so influence decision
processes such as information search. Therefore, uncovering
the true impact of narratives involves measuring decision
processes along with outcome measures [17].

In this paper, we report the results of a study examining the
effect of patient narratives on information search in aWeb-based
decision aid during a hypothetical breast cancer treatment task.
Women in this study were asked to imagine they had been
diagnosed with early stage breast cancer and needed to choose
between two surgical treatments—lumpectomy with radiation
or mastectomy. Participants were provided access to a
Web-based decision aid about surgical treatmentsfor early stage
breast cancer and were allowed to freely browse the aid until
they developed a preferred surgical treatment. Some of the
women viewed a decision aid with patient narratives; others
viewed a decision aid without narratives. To track information
search, we monitored participants eye movements while
viewing the Web decision aid.

Our primary research question waswhether including narratives
in Web decision aid would alter information search strategies.
Broadly, we hypothesized that providing patient stories would
increase the breadth and depth of information search. Without
narratives, we expected that participants would focus on
information related to survival (eg, local recurrence and survival

http://www.jmir.org/2013/12/e273/

rates). By contrast, we predicted that patient stories about their
decision process and their experiences with treatment would
draw attention to other attributes of the treatments that are
unrelated to survival but may be important for subjective
experience and post-treatment satisfaction (eg, length of
recovery time). Therefore, we predicted participants would
spend more time searching for information discussed in the
narratives.

Methods

Recruitment

Werecruited 56 women from Wichita, Kansas, viaadsin aloca
newspaper and on the Wichita State University website.
Participants were required to be 18 years of age or older, be
native English speakers, and have normal or corrected-to-normal
vision. Participants were excluded from the study if they were
pregnant, had previously been diagnosed with breast cancer,
reported wearing bifocal or trifocal corrective lenses, reported
wearing lenses with reflective coatings, or had serious eye
injuries. The age and pregnancy restrictions were chosen to
avoid recruiting members of vulnerable populations, as defined
by the Ingtitutional Review Board. Native English speakers
wererecruited to ensure adequate comprehension of the material
presented in the Web decision aid. We restricted the sample to
women without a personal history of breast cancer because we
wanted to avoid biases in information search due to prior
treatment choices. We al so avoided recruiting participantswith
major vision problems because of the difficulties associated
with eye tracking calibration.

Screening for these criteriawas conducted viaan online survey.
Invitationsto participate in the study were extended to aportion
of those who completed the survey and met the eligibility
requirements. However, preference was given to older adults
to more accurately reflect the distribution of age among new
breast cancer patients. Participants were compensated US $100
for their study participation.

Study Materials

Participants in this study were asked to imagine that they had
been diagnosed with early-stage breast cancer following the
detection of a lump during a breast self-exam. A 1-page
description of the diagnostic process was provided; see
Multimedia Appendix 1. To help with the treatment decision,
participants were given one of four versions of the Web decision
aid; assignment to condition wasrandom. They wereinstructed
to take as much time viewing the website as necessary. When
they finished viewing the Web decision aid, participants
indicated their preferred treatment using a 7-point Likert scale
(1=Extremely likely to choose lumpectomy with radiation,
7=Extremely likely to choose mastectomy).
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Web Decision Aid

The Web decision aid used in the study was constructed from
a US website produced by Health Dialog that provides
information about surgical treatments for early stage breast
cancer and includes video interviews with patients and
physicians. Thiswebsiteisthe companion to their video decision
aid, BCR001 v03. All versions of the Web decision aid included
17 pages of content that provided detailed information about
lumpectomy and mastectomy using text, images, and (in some
versions) videos. See Multimedia Appendix 2 for a screenshot
of thefirst page of the Web decision aid.

To examine the effect of patient narratives, we created two
versions of the decision aid. In the two video conditions,
participants were provided accessto video controlsthat allowed
them to play, pause, and moveto different positionsin the video
timeline. The video narrative version of the Web decision aid
was a replica of the Health Dialog website, which included
videos of patients sharing their stories about deciding between
treatments and their experiences with those treatments. The
decision aid also included videos of physicians providing
didactic information about early stage breast cancer and the
treatments. There were 18 videos of interviews with patients or
physicians included in this version of the decision aid. Videos
were embedded in 7 of the 17 webpages in the decision aid.
These pages provided information about (1) decisions to be
made after being diagnosed with breast cancer, (2) different
types of breast cancers, (3) pathology reports, (4) mastectomy,
(5) lumpectomy and radiation, (6) lymph node surgery, and (7)
working with your doctor. Many of these videos were clips of
interviews from asingle patient or physician. However, several
videos included clips from multiple patient and/or physician
interviews. The narratives were not tailored to the participants
with respect to race, ethnicity, or other individual characteristics.

To create the video control version of the decision aid, we
removed any videos containing patient interviews. However,
the four video clips of physician interviews remained in the
decision aid. These videos appeared on pages that provided
information about (1) decisionsto be made after being diagnosed
with breast cancer, (2) different types of breast cancers, (3)
pathology reports, and (4) lymph node surgery.

To distinguish between the effect of narratives and the effect
of videos, we created two additional versions of the Web
decision aid. We constructed atext narrative version of the Web
decision aid by replacing the patient and physician interviews
with text transcripts of the videos and atext control version by
removing the transcripts of the patient stories. Examples of two
video transcripts are provided in Multimedia Appendix 3.

Participants were randomly assigned to view one of the four
Web decision aids (video narrative, video control, text narrative,
or text control); however, we overweighed assignment to the
video conditions, with about two-thirds of participantsviewing
either the video narrative or video control decision aids (n=36).
We chose to oversample the video conditions because they
represented the naturalistic version of this decision aid. About
one-third of participants (n=20) were randomized to one of the
two text decision aids (text narrative or text control).

http://www.jmir.org/2013/12/e273/
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Eye Tracker

To assess information search in the Web decision aid, we used
aTobii 1750 eye-tracker integrated with a96dpi 17-inch monitor
to record participant eye movements. The Tobii 1750 samples
eye movements every 20 milliseconds and has a spatial
resolution of .25° and a spatial accuracy of .5°. The resolution
of the monitor was set to 1280 x 1024 pixels. This eye tracker
is situated nonintrusively within the monitor enclosure and
provides the ability to record eye movements without the use
of achinrest or head mount. In conjunction with the eye-tracker,
an Intel-based computer with 2GB of RAM running Microsoft
Windows Vista was used to operate the eye-tracker. All
participants were calibrated on the eye-tracker using the Tobii
Studio 9-point calibration routine to aid tracking accuracy. Eye
movements during the study were recorded with Tobii Studio
software.

Statistical Analyses

To create manageable units of analysis, we apriori divided the
Web decision aid into 24 areas of interest (AOIs). Most
webpages within the decision aid were defined asasingle AOI.
However, some webpages contai ned multiple subheadingswith
content directly related to material covered in the patient
narratives. Because we wanted to assess whether information
search differed for material explicitly discussed in the narratives,
we examined these areas separately. To do this, we defined
multiple AOIs on webpages where this occurred. For example,
the webpage describing mastectomy contains severa
subheadings including what to expect after mastectomy,
appearance after mastectomy, and local recurrence after
mastectomy. Because there were two patient stories about
appearance after mastectomy on this page, we expected
information search about appearanceto differ frominformation
search about local recurrence for the conditions with patient
stories. Therefore, we defined these three subheadings as
separate AOIs within the page.

The primary outcome in this study was total fixation duration
per AOI, measured in milliseconds. This represents the total
amount of time that a participant was looking at information in
a predefined AOI, vyielding 24 tota fixation duration
measurements per person. Our measures of fixation duration
exclude looking time associated with the physician and patient
interviews. Each of the interviews, whether they were a video
or atranscript, opened a separate webpage that was not one of
the predefined AOIs. Time spent viewing these pages was not
included in the analyses so that we could focus on differences
in information search in the remaining sections of the Web
decision aids that were common across conditions. Fixation
duration was|og transformed to reduce the positive skew in the
distribution. Our secondary outcome was treatment preference.

We used multilevel modeling to examine the impact of
narratives on information search. For these analyses, the
log-transformed fixation durations associated with the 24 AOIs
were nested within study participants (N=56) providing over
1300 measurement occasions. We tested models with both
random and fixed slopes and intercepts with AQI as the Level
1 variable and participant as the Level 2 variable. Condition
(patient stories present vs patient stories absent) and format
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(text vs video) wereincluded as Level 2 predictors. Multilevel
models were assessed using the restricted maximum likelihood
estimate with the Ime4 package in R [23]. The best model, as
judged by Akake information criterion and Bayesian
information criterion, is described below. All analyses were
two-tailed and a P value of .05 was considered significant.

In this model, there was a significant main effect of condition,
P=.02. Participants viewing decision aidswith patient narratives
spent more time searching for information (mean 39.88 min,
SD 15.62 min) than participants viewing the decision aids
without narratives (mean 35.08 min, SD 16.09 min). The main
effect of format was not significant, P=.10. However, there was
asignificant condition by format interaction on fixation duration,
P<.001; see Figure 1 for an illustration of this effect. When

Shaffer et &

comparing the two video decision aids, participants viewing
the narrative version spent more time searching for information
than participants viewing the control version of the decision
aid. The opposite pattern emerges when comparing the two text
versions of the decision aid. Participants viewing the narrative
version spent less time searching for information than
participants viewing the control version of the decision aid.

Degspite the difference in search time between conditions, the
difference in treatment preference between the control and
narrative decision aid conditions was not significant, t;,=0.98,
P=.33. However, it should be noted that with this sample size,
the study was powered to detect only a large effect (Cohen’s
d=0.8) for this outcome measure.

Figure 1. The effect of patient narratives on information search in a Web decision aid (error bars represent 1 SE).
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Results (41/56) were college graduates. Although no participants had

Participants

Participants ranged from 30-71 years of age (mean 48.7, SD
9.4). Of the sample, 96% (54/56) were Caucasian, and 74%

http://www.jmir.org/2013/12/e273/

a persona history of breast cancer (this was an exclusion
criterion), approximately 41% (23/56) of participants had a
family history of breast cancer and 64% (36/56) had a friend
who had previously been diagnosed with breast cancer. See
Table 1 for complete participant demographics.
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Table 1. Participant characteristics (N=56).
Characteristics n (%)
Age, years (mean 48.7)
30-39 10 (17.9)
40-49 20(35.7)
50-59 20(35.7)
Above 60 6 (10.7)
Race
White 54 (96.4)
Black or African American 2(3.6)
Education
High school graduate 6 (10.8)
Some college 9(16.1)
College graduate 21(37.5)
Some graduate school 2(3.6)
Graduate degree 18(32.1)
Income (in USD)
Less than $30,000 6 (10.7)
$30,001 to $50,000 11 (19.6)
$50,001 to $75,000 17 (30.4)
$75,001 to $100,00 13(23.2)
Above $100,000 9(16.1)
History with breast cancer
Family history of breast cancer 23(41.1)
Friends with breast cancer 36 (64.3)

Effect of Narratives on Fixation Duration

The best fitting multilevel model was arandom intercept, fixed
slope model. The intercept varied by webpage and individual,

and sopeswerefixed for condition (control vs narrative), format
(text vs video), and their interaction. Parameter estimates for
the model are provided in Table 2.

Table 2. Parameter estimates for the multilevel models of log-transformed fixation duration.

Parameters B SE t P
Intercept 10.92 0.20 55.25 <.001
Condition (control vs narrative) 0.36 0.15 243 .02
Format (text vs video) 0.29 0.18 164 .10
Condition x Format 0.80 0.25 3.23 .001

Use of Narratives

Although the patient narratives were availableto al participants
in the narrative conditions, not all participants chose to view
the narratives while reviewing the decision aid. Table 3
describes the content of each narrative, indicatesthe proportion
of times that narrative was viewed in both the text and video
narrative conditions, and displays the mean time spent on the

http://www.jmir.org/2013/12/e273/

webpage with that narrative. Note each narrative was located
on a separate webpage that would open when users clicked on
the content. Thisallowed usto track use of narrativeinformation
separately from information search in the rest of the decision
aid. The narratives were accessed at a similar rate in both the
text and video narrative conditions. However, participants in
the video narrative conditions spent more time with the
narratives than participants in the text narrative conditions.
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Table 3. Time spent viewing the patient and physician interviews.

Shaffer et &

Text narratives (n=10) Video narratives (n=17)

Title of content Includes patients Includes physicians % View (n) Mean time on % View (n) Meantimeon
page, seconds page, seconds

Description of Diagnosis ad ad 60 (6) 67.28 47 (8) 117.19

A Woman's PreferenceisIm- 50 (5) 18.79 35(6) 30.92

portant

Take Your Time Making a O O 60 (6) 27.96 35(6) 87.09

Decision

Types of Breast Cancer 30(3) 20.93 59 (10) 44.70

Pathology Report O 40 (4) 16.39 59 (10) 36.37

Why Two Patients Chose O 50 (5) 23.74 65 (11) 48.98

Mastectomy

Appearance After Mastecto- [ 80 (8) 21.24 53(9) 50.57

my

Breast Reconstruction d 70 (7) 7.75 53(9) 19.14

Why Patient A Chose 50 (5) 5.00 53 (9) 15.11

Lumpectomy

Why Patient B Chose O 50 (5) 11.38 59 (10) 27.86

Lumpectomy

Radiation After Lumpectomy [ ad 50 (5) 23.50 65 (11) 57.71

Side Effects of Radiation 40 (4) 15.71 47 (8) 30.15

Appearance After Mastecto- [ 50 (5) 17.60 41 (7) 29.10

my

Sentinel Node Biopsy ad 30(3) 34.32 47 (8) 51.77

Side Effects of Lymph Node O 40 (4) 16.62 41 (7) 35.16

Surgery

Being Involved in Treatment [ 70 (7) 8.13 53(9) 28.64

Decisions

Making Decisions O 60 (6) 25.29 47 (8) 73.42

Life After Breast Cancer O 50 (5) 15.71 53 (9) 47.56

L ocal Versus Global Differencesin Search Patterns

Theinclusion of random slopes did not improve thefit of either
model suggesting the pattern of information search described
above is consistent across AOIls. Although participants spent
more or lesstimein a particular AOI, the relative differencein
search time between groups remained constant. Although we
predicted that patient storieswould influence search for specific
pieces of information (eg, appearance after surgery), the
narratives instead appeared to influence information search
more globally. These search patterns are illustrated in
Multimedia Appendices 4 and 5. Both appendices display heat
maps depi cting group differencesin information search patterns
on asummary page of the Web decision aid that compares the
two treatments. Heat maps use color to illustrate fixation
duration for a specific section of atext or image. The colors of
a heat map should be interpreted like radar maps used by
meteorol ogistswhere col or represents precipitation intensity as
an increasing ordinal function from blue to purple to white.

Multimedia Appendix 4 illustrates differences in search for
information about local recurrence, and Multimedia Appendix

http://www.jmir.org/2013/12/e273/

RenderX

5 shows differencesin search for information about appearance
after surgery. In both appendices, narrativesincrease information
search in the video conditions but decrease information search
in the text conditions. We chose these two AOI s because they
differ with respect to the amount of time these topics were
discussed within the patient narratives. Specifically, appearance
was mentioned more frequently than local recurrence. Thus,
the fact that the same information search patterns exist in both
AOIs provides evidence for the impact of narratives on global
(across the entire decision aid) rather than local (within a
specific section of the decision aid) information search.

Discussion

Principal Findings

This study was designed to examine the impact of patient
narratives on information search in a Web-based decision aid.
Using an eye tracker to gather search data, we found that the
presence of patient narratives increased search time by more
than 4 minutes. Further, this increase in search time was seen
globally (acrossall pages of the Web decision aid) and was not
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specific to pages covering information addressed in the
narratives.

In addition, we assigned a subsample of our participantsto two
text-based versions of the Web decision aids, one with patient
stories and one without. This allowed us to examine the effect
of narrative format and the interaction between narrative
presence and format on information search. There was no
significant main effect of format; however, there was a
significant narrative presence by format interaction. While the
presence of video-based narrativesincreased information search,
text versions of the patient stories decreased search time. Again,
the differencesin search patterns between the versionswith and
without narratives were not limited to areas of the decision aid
that included narratives or specifically addressed issues
discussed in the narratives.

The difference in the effect of video and text-based patient
narrativesis somewhat surprising. Although we anticipated that
there might be differences in the magnitude of the effects of
video and text-based stories, we had not predicted that the
direction of the effects would also differ. However, there is a
fairly parsimonious, albeit post hoc, explanation for the observed
differences. Reading involves a significantly greater amount of
cognitive resources than simply watching. Reading requires
more active involvement with the material, while watching
typically requires only passive involvement. Because of this,
we hypothesize that the more effortful act of reading patient
narratives decreased participant motivation to engage in more
reading in the remaining sections of the Web decision aid. In
contrast, watching the patient narrative videos may have had
the opposite effect on cognitive load by giving participants a
break from reading. Thisis supported by Table 3, which shows
that participants in the video narrative conditions spent more
time viewing the narratives than participantsin the text narrative
conditions. This may have allowed one of the major messages
of the stories, “take your time in making adecision”, to have a
greater effect on information search by motivating participants
to ensure they were fully informed about the treatments.

Limitations

This study had some limitations that may affect the
generalizability of the results. First, participants in the study
were engaged in a hypothetical decision task that may differ
from the decision process associated with a “real” treatment
decision. Second, because we used a decision aid that had been
previously produced for other purposes (ie, clinical not
experimental use), wewere able to manipulate only the presence
of patient stories, not their content. Third, our sample had very
limited racial and ethnic diversity. Future research is needed to
replicate these effects in a more heterogeneous sample.
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A recent paper outlining a taxonomy of patient narrative types
[17] argues that the precise effect of a patient story is closely
tied to its purpose for inclusion in the decision aid, its specific
content, and its evaluative valence. Because we did not
systematically manipulate these dimensions in this study, we
can only specul ate about how these characteristics of the stories
used in this decision aid may have impacted our results. The
content of the stories could be best characterized as a mixture
of “process’ (ie, descriptions of the process of making a
treatment decision) and “experience” (ie, descriptions of a
treatment experience) narrative elements. Recent work has
shown that process narratives can increase information search
in an artificial lab search task [24]. Thus, some of the impact
of the video narratives may be due to the process elements
covered inthe stories. Future studies should examine the specific
impact of these three dimensions on information search.

Finally, only about one-third of our sample was used to explore
theimpact of text-based patient narratives on information search.
Although this still resulted in a very rich dataset due to the
number of observations nested within each participant, future
work should focus on replicating this finding and testing our
post hoc hypotheses about the rel ationship between the cognitive
effort associated with reading versus watching narratives and
information search.

Conclusions

InaWeb decision aid, videos of patient stories embedded within
the larger text-based decision aid increased information search
during a hypothetical breast cancer decision task. However,
transcripts of the patient videos had the opposite effect.
Participants spent about 5 fewer minutes searching for
information in the Web decision aid when text-based narratives
wereincluded. Thesefindings suggest that the format of patient
stories may be equally as important as their content in
determining their effect on decision making. Although it is
unsurprising that video narratives would be more engaging than
text-based narratives (as evidenced by the amount of time spent
with each in this study), it is instructive that this engagement
generalizes to the remainder of the Web decision aid, which
itself was text-based. This suggests that engagement may not
be specific to modality, and video narratives may be used to
increaseinvolvement with both text and video formats of health
messaging. Although video narratives are more expensive to
create than text versions, the additional funds may be
cost-effective when engagement with the materia is critical.
However, more research is needed to replicate these findings
and to test our hypotheses about why differencesin format result
in fundamental differencesin information search.
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Multimedia Appendix 1
Scenario used in the study describing the diagnostic process.

[PDF File (Adobe PDF File), 47KB - jmir_v15i12e273_appl.pdf ]

Multimedia Appendix 2
Example webpage from the decision aid.

[PNG File, 457KB - jmir_v15i12e273 app2.png ]

Multimedia Appendix 3
Transcripts of patient and physician interviews from decision aid (patient and physician names removed).

[PDE File (Adobe PDF Fil€), 34KB - jmir_v15i12e273 app3.pdf ]

Multimedia Appendix 4

Heat maps of an information search on awebpage comparing the two treatments (this section of the webpage highlights differences
in local recurrence between the two treatments).

[PNG File, IMB - jmir_v15i12e273 app4.png ]

Multimedia Appendix 5

Heat maps of an information search on awebpage comparing the two treatments (this section of the webpage highlights differences
in appearance post-surgery between the two treatments).

[PNG File, 625KB - jmir_v15i12e273 app5.png ]
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Abstract

Background: Information is lacking about the capacity of those working in community practice settings to utilize health
information technology for colorectal cancer screening.

Objective: To address this gap we asked those working in community practice settings to share their perspectives about how
the implementation of a Web-based patient-led decision aid might affect patient-clinician conversations about colorectal cancer
screening and the day-to-day clinical workflow.

Methods: Five focus groupsin five community practice settings were conducted with 8 physicians, 1 physician assistant, and
18 clinic staff. Focus groups were organized using a semistructured discussion guide designed to identify factors that mediate
and impede the use of a Web-based decision aid intended to clarify patient preferences for colorectal cancer screening and to
trigger shared decision making during the clinical encounter.

Results: All physicians, the physician assistant, and 8 of the 18 clinic staff were active participantsin the focus groups. Clinician
and staff participants from each setting reported a belief that the Web-based patient-led decision aid could be an informative and
educational tool; in all but one setting participants reported a readiness to recommend the tool to patients. The exception related
to clinicians from one clinic who described a preference for patients having fewer screening choices, noting that a colonoscopy
wasthe preferred screening modality for patientsin their clinic. Perceived barriersto utilizing the Web-based decision aid included
patients' lack of Internet access or low computer literacy, and potential impediments to the clinics' daily workflow. Expanding
patients use of an online decision aid that is both easy to access and understand and that is utilized by patients outside of the
office visit was described as a potentialy efficient means for soliciting patients’ screening preferences. Participants described
that asystem to link the online decision aid to a computerized reminder system could promote a better understanding of patients
screening preferences, though some expressed concern that such a system could be difficult to keep up and running.

Conclusions: Community practice clinicians and staff perceived the Web-based decision aid technology as promising but raised
guestions as to how the technology and resultant information would be integrated into their daily practice workflow. Additional
research investigating how to best implement online decision aids should be conducted prior to the widespread adoption of such
technology so as to maximize the benefits of the technology while minimizing workflow disruptions.
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Introduction

Colorectal cancer (CRC) screening is recommended for all
average-risk adults aged 50 years and over [1]. Severa CRC
screening options are available for average-risk adults, including
stool blood test and colonoscopy [1]. While up-to-date CRC
screening rates of asymptomatic adults aged 50-75 yearsin the
United States have increased from 54% in 2002 to 64.5% in
2010[2], millions of eligible people remain unscreened by any
method [3]. Given evidence that no single CRC screening test
is superior a reducing CRC mortality [1], current
recommendations advise CRC screening should be based on
each patient’s preference and chosen using shared decision
making [1,3-5]. Decision aids may help to facilitate shared
decison making by reducing patient decisional conflict,
improving patient knowledge, and stimulating patients to be
more activein decision making without increasing anxiety [6,7].
Studies utilizing decision aids on CRC screening have shown
variable results, with seven showing an increase [6,8-14], one
showing a decrease [6,15], and five showing no difference in
CRC screening [6,16-20].

Colorecta Web was developed as a Web-based interactive
decision aid to help adults aged 50 years and over make achoice
among several medically appropriate CRC screening options
[21,22]. In addition to helping patients understand their CRC
risk by providing information on risk factors, a key feature of
Colorectal Web is the interactive values clarification exercise
where users identify their top three areas of concern from a
menu of 10 concerns often cited about CRC screening: cost,
discomfort, embarrassment, frequency, accuracy, convenience,
additional testing, preparation, risk, and sedation. Figures 1 and
2 illustrate how Colorectal Web works. In the example
illustrated by Figure 1, the user identified their three top
concerns as frequency, accuracy, and need for additional tests.
For this user, a colonoscopy would have been recommended
because colonoscopies are recommended only every 10 years,
have the best accuracy, and require no additiona tests. In the
example illustrated by Figure 2, the user identified their three
top concerns to be cost, discomfort, and embarrassment. For
this user, a stool blood test would have been recommended
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because stool blood tests are the most cost-effective screening
tool, have the least discomfort, and are commonly perceived as
the least embarrassing.

Asreported by Ruffin, Fetters, and Jimbo (2007), patients using
Colorectal Web were more likely to follow through with CRC
screening when compared to controls [10]. As summarized in
Figure 3, we hypothesize that linking patients screening
preferences directly to the clinical encounter would enable
clinicians to more effectively engage patients in personalized
conversation about CRC screening, which in turn would help
improve patient-clinician communication, shared decision
making, and patients' CRC screening follow-through. We further
posit that the combined use of the patient-led decision aid and
clinician-directed computerized reminder system would help
to streamline care in real world settings where efficiency and
strict time management are essential. And finally, by improving
patient-clinician communication, fostering shared decision
making, and improving patient follow-through, we believe the
effective use of the Web-based decision aid can help promote
the early detection of CRC and improve patient outcomes.

Before these hypotheses can be tested, it isimportant to gain a
better understanding of how those working in community
practice settings perceive Web-based decision aids, a
corresponding computerized reminder system, and the
integration of these tools in the clinics' daily operation. Of
particular importance are the perceptions of cliniciansand other
staff regarding perceived facilitators and barriers to
implementation, as well as how the tools might impact the
clinical milieu. To this end, we conducted focus groups with
both clinicians and nonclinical office staff to elucidate their
perceptions, concerns, ideas, and opinions about the proposed
use of Colorecta Web and the linking of patients' identified
screening preference to acomputerized reminder system already
piloted in each of the practice settings. We anticipate findings
from this research will help inform policies that shape the
development and implementation of Web-based decision aids,
computerized reminder systems, and other health information
technologies that promote patient activation, shared decision
making, and amore patient centered patient-clinician encounter.
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Figure 1. Colonoscopy selected as preferred screening method.
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Figure 2. Fecal occult blood test selected as preferred screening method.
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Figure 3. Linkage of colorectal Web to clinical encounter (solid lines show a sequence where the patients may print out their summary sheets to take
to their clinicians; dotted lines show a sequence where the computerized reminder a so generates the summary sheet for clinicians use).
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Methods

Design

This qualitative study utilized data collected from five focus
groups involving both clinicians and key office staff from
community practice settings. We employed focus groups
because they are an efficient meansto gather information while
allowing participants to interact with each other as topics are
explored. Allowing for give-and-take interactions between
participants was critical for thisresearch, as changesin clinical
practice often affect the work of both clinicians and staff
members alike. To adequately capture participants concerns,
ideas, and opinions asto how the Web-based decision aid would
affect the daily operations of the community-based practice, the
perspectives of al key individualswho would likely beinvolved
with implementation were invited to participate. Approval from
the University of Michigan Institutional Review Board was
obtained prior to the study’s execution.

Setting
We conducted the focus groups in five community-based

primary care settings across Michigan from August 2006 to
May 2007.

Sampling Frame

Asthe study’s purpose was to better understand the factors that
mediate and impede the use of a Web-based CRC screening
decision aid, it was decided to recruit from only those sites
having previous experience using heath information
technologies. Such siteswere also of interest because they likely
typify early adopters of heath information technology in
community-oriented primary care. By focusing on these early
adopters, we anticipated that reported barriers and facilitators
would represent participants’ perspectives about the actual use

http://www.jmir.org/2013/12/e286/
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of the Web-based tool rather than about the use of electronic
health information technology per se. Thereported barriersand
facilitators would be based more on practical experience (ie,
actua past use of health information technology) and less on
assumptions (ie, guesses or presuppositions in the absence of
previous use). To this end, we used an intentional sampling
approach to recruit from 12 practice sites that previously had
implemented a computerized reminder system as part of a
National Cancer Institute-funded study examining the utility of
a computerized reminder system to promote CRC screening
[23]. Each site was affiliated with the Great Lakes Research
Into Practice Network, a voluntary association of
Michigan-based primary care practices that have expressed an
interest in participating in health services research. Because
clinicians and staff from these sites had previous experience
using a computerized reminder system, they were uniquely
positioned to provide an informed perspective on how the
addition of the Web-based decision aid might affect the
patient-clinician encounter and related processes of care.

Of the 12 candidate sites, one had previously indicated adesire
to not participate in future research. Using the remaining 11
sites, a purposive recruitment strategy was employed to
maximize variability in terms of practice size, location, and the
site’stechnological sophistication (eg, sitesusing and not using
an electronic health record [EHRY]). Based on their demographic
profiles, seven sites were selected for recruitment. The study’s
principa investigator (Pl) subsequently contacted the clinical
lead (either alead physician or clinic manager) at each site by
phoneto discussthe aims of the study, the approach (ie, afocus
group with clinic physicians and steff), and logistics (eg, the
study’stime frame). Clinical leads from five sites expressed an
interest in having their clinic participate.
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Discussion Guide Development

The semistructured discussion guide (available upon request)
was developed to assess the four following areas: (1) current
CRC screening approaches, (2) perceptions/opinions about
Colorectal Web, (3) feasibility of implementing and linking the
decision aid and computerized reminder system, and (4)
anticipated influences on practice workflow and logistics. The
discussion guide underwent severa iterations until the study’s
investigators reached 100% agreement.

Recruitment

After the clinical leads at each of the five sites agreed to have
their clinic participate, the focus group moderator scheduled
focus groupsfor atimeidentified by thelead as convenient. All
clinicians (physicians, and physician assistants), clinical support
staff (registered nurses, licensed practical nurses, and medical
assistants), and nonclinical support staff (clinic managers,
receptionists, and billing clerks) were invited to participate in
the focus group. Written informed consent was secured from
each participant prior to the start of the focus group. While all
clinicians and support staff from each site were invited to
participate, some clinicians or staff by choice or circumstance
may not have been present at the time of scheduled visit. Of
those onsite at the time of the scheduled visit, al joined the
focus group.

Data Collection

A single focus group was conducted at each of the five
participating sites, and the same discussion guide was used to
ensure that each session was conducted in a similar manner.
The same experienced moderator facilitated all focus groups
and was trained in the use of Colorectal Web as well as the
computerized reminder system piloted in each site. Each focus
group, lasting between 60 and 90 minutes, was audiorecorded
and then transcribed verbatim by aprofessional transcriptionist.
To protect the identity of focus group participants, the only
demographic characteristics collected were role (clinician vs
office staff) and gender.

Analysis
To test for differences between participating (n=5) and

nonparticipating (n=7) practice sites, two-tailed Student’st tests
were employed.

The focus group transcripts were analyzed using an iterative
process to identify overarching patterns and salient themes.
Using four main topics from the discussion guide as an initial
organizing framework, the authors carefully read and analyzed
the transcripts using theimmersion/crystallization method [24].
This method requires those reviewing the transcriptsto immerse
themselvesin the data by closely reading the transcript in great
detail, followed by periods of reflection and deliberation to
identify patterns and themes. Overarching patterns, themes, and
subthemes were documented by the study’s investigators and
then submitted to the principal investigator (Pl). The Pl then
integrated these themes into a cohesive framework by
identifying consistency between investigators and corroborating
these themeswith salient text. Next, each investigator reviewed
this integrated summary, and discrepancies between the PI’'s
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framework and investigators' interpretations were negotiated
until 100% agreement was achieved. The framework was then
used to systematically review each transcript to identify inter-site
variation. To illustrate recurrent themes, subthemes, and
variation between sites, representative and especially salient
guotations were selected (a complete summary of quotationsis
available upon request).

The following convention was used to indicate the frequency
inwhich aparticular theme or subtheme was expressed: asmall
number = one to two clinicians or one to two clinic staff, a
moderate number = threeto four clinicians or threeto four clinic
staff, amajority = five or more clinicians or five or more clinic
staff. Direct quotes from respondents are presented in italics.
To help minimize the length of quotations, ellipses are used
liberally (three periods indicate a break within a sentence and
four periods abreak between sentences). Somelonger quotations
are included to ensure speakers' meaning or context remains
intact.

Results

Overview

Differences between the five participating and seven
nonparticipating sites are presented in Table 1. All sites
specialized in family medicine and were distributed throughout
Michigan. With one exception—where participating sites were
lesslikely to have self-pay patients compared to nonparticipating
sites—the small sample size limited our ability to detect
satigtically significant differences. The participating sitestended
to have fewer clinicians (physicians and nonphysician
clinicians), higher clinician-to-patient ratios, larger proportion
of patientsfrom racial/ethnic minority groups, and more patients
covered through managed care.

Demographic characteristics of participating sites and of focus
group participants are outlined in Table 2. Two sites were
located in suburban communities in the state’s west central or
east central regions, one site was in a rural Upper Peninsula
community, and two were in rural communities in the state’s
east central or southern regions. As shown, one rural and one
suburban site utilized EHRs. Each site was independently
operated; that is, the sites were neither affiliated with one
another nor with alarger health system. Among clinicians, five
were male and four were female; all nonclinical office staff
were female.

During focus group sessions, clinicians more actively shared
their  perspectives when compared to nonclinica
staff—approximately 65% of comments came from clinicians
whereas about 35% came from nonclinical staff. Moreover,
while al clinicians were active participants in their respective
focus group, morethan half of nonclinical staff (n=10) remained
silent throughout the entire focus group session. As shown in
Table 2, nonparticipation was evenly distributed across sites
and did not readily correlate with practice setting, use of EHRS,
or clinicians' gender. Salient themes and subthemes are outlined
below according to the four main topics from the discussion
guide.
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Table 1. Comparison of the focus group sites and non-participating sites.

Jimbo et al

Focus group Nonparticipating
Practices (n=5) Practices (n=7)

Characteristics Range Mean Range Mean
Providers

Physicians 1-5 28 0-12 39

Non-physician clinicians 0-2 1.0 1-2 13
Mean number of patients seen per day per practice 30-80 43.6 18-150 57.1
Patient gender, %

Female 50-60 57.0 55-65 59.2
Patient race/ethnicity, %

White 50-98 782 78-99 91.9

Latino 0-20 6.4 0-7 15

Black 0-20 43 0-6 14

Other 0-10 2.7 0.8-14 53
Patient insurance, %

Medicare 14-48 284 1-40 228

Medicaid 5-30 154 5-50 22.7

Managed care 0-35 22.6 0-25 110

Traditional indemnity 12-45 28.0 1-50 219

Self-pay? 5-8 5.6 6-27 15.4

8\l ean difference significant at the .05 level; t1¢=2.76, P=.02 (2-tailed independent samplest test, unequal variance).

Table 2. Characteristics of the participating practice settings, EHR use, and focus group participants’ professional status and gender.

Practice Setting EHR Composition of participants

A Suburban; west central Michigan Yes 2 male physicians
3 female staff (1 participated)

B Rural; east central Michigan Yes 1 female physician, 1 male physician
5 female staff (2 participated)

Cc Suburban; east central Michigan No 1 male physician
1 female physician assistant
4 female staff (1 participated)

D Rural; southern Michigan No 1 female physician, 1 male physician
3 female staff (2 participated)

E Rural; Upper Peninsula Michigan No 1 female physician
3 female staff (2 participated)

Current Colorectal Cancer Screening Approaches

General Approach to Colorectal Cancer Screening

A majority of clinicians reported discussing CRC screening
with patients during preventive visits; such visitswere described
asanatural forum for sharing health information and soliciting
patient input. A majority of clinicians reported that they had
their own particular methods for remembering to address CRC
screening, such as a notation or reminder on the patient’s chart

http://www.jmir.org/2013/12/e286/

or a more general system based on patient age. However, a
moderate number reported not always remembering to bring
CRC screening up during the clinical encounter. For example,
theclinicianin Site E explained: “...it's somewhat hit or miss.”
All clinicians in the two sites with EHRs (Sites A and B)
reported their system provided a computerized reminder that
enabled them to be more aware of patients' preventive needs.
A clinicianin Site A commented: “We have alot of little chart
reminders. Thingsthat arein the chart remind us, oh this person
needs a colonoscopy.” In the remaining sites, clinicians
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described having to review the previous progress notes and/or
flow sheetsto determineif patientswere up to date on preventive
services. Clinicians and staff from Site C developed areminder
system that triggered clinicians through the use of avisual cue:
they stapled FOBT kits to posters and placed them in
examination rooms. Despitethis, one clinician noted: “It’skind
of hard to keep track of everything....[For [sjome peopleit just
didn’t work. It doesn’'t matter what you did.” Only one site (Site
A) reported using alist provided by health insurance companies
toidentify patientswho are duefor CRC screening. At thissite,
office staff contacted the identified patients using letters and
telephone calls to inform the patient that it was time for a
screening.

Shared Decision Making and Colorectal Cancer
Screening

A magjority of clinicians described that the primary resource
used to facilitate CRC screening discussions was their own
interactions with patients during the clinical encounter; a
moderate number expressed a need for additional educational
toolsthat could help facilitate more effective discussions, such
asbrochuresand pamphlets (Sites C and D) and video vignettes
(Site E).

A moderate number of clinicians reported that when discussing
CRC screening with patients, agood portion of the conversation
tended to focus on communicating the relative advantages and
disadvantages of each screening method. A magjority of
clinicians, however, revealed they commonly recommended
the patient undergo the CRC screening method that the clinicians
themselves preferred rather than presenting all options. For
example, clinicians at sites A and D primarily recommend
colonoscopies, whereas clinicians at sites B and C amost
exclusively recommended FOBTSs. Asindicated by oneclinician
from site A, “The culture has evolved over the last number of
years where colonoscopies was [sic] probably the standard of
care” As reported by a mgjority of clinicians and staff, the
principal barriers to patients’ access to CRC screening were
lack of insurance and concern about costs. A majority of
clinicians a so described time constraints as asignificant barrier.
Asreported by theclinician from site C, “1 don’t really want to
discussit. | just want to doit....l don’t feel in my office [that]
| [could] sit down and have a five or ten minute discussion of
the pros and cons of hemoccults vs colonoscopies.”

Per ceptions/Opinions About Colorectal Web

Overall Impression

Clinicians and staff at all sites agreed that Colorectal Web was
an informative and educational tool they could easily
recommend to their patients; moreover, clinicians from Sites
C, D, and E affirmed they would start using it immediately if
it were available to patients through the Internet. Clinicians
from Site A, however, indicated that a decision aid—Web-based
or otherwise—was superfluous because they subscribed to a
genera belief that colonoscopies are the most appropriate
standard for care. While clinicians from Site B described being
impressed with the tool, they reported a concern that many of
their patients did not have Internet access or the requisite
technical skill to complete a Web-based tool.
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Facilitators

A mgjority of cliniciansand amoderate number of staff asserted
that Colorectal Web is an efficient source of CRC screening
information. Because of this, the website was described as
having particular utility for those patients who have many
guestions and want to sift through alot of information. A small
number of cliniciansa so emphasized that Colorectal Web could
be used as a resource for patients to learn more about a
procedure even after a preferred screening modality had been
identified. This reaction was endorsed even by clinicians from
Site A, who believed the Web-based tool could help educate
patients about colonoscopies and ease their discomfort about
the procedure. In describing communication style with patients
about the topic of colonoscopies, one clinician from Site A
asserted: “It's usually more a persuasion. Telling them what
it's really like and it's not as bad as you think probably and
explaining the test and what they have to think about and try to
convince them to do it” A moderate number of clinicians
described that Colorectal Web could be an especially useful
tool for patients concerned about the out-of-pocket expense of
screening because it helps usersweigh the pros and cons of each
screening option through the lens of its monetary cost. A
majority of cliniciansfelt Colorectal Web could help toimprove
clinical efficiency, as patients’ questions about CRC screening
could be answered through using the tool prior to the office
visit. A typical response was expressed by the clinician in Site
E: “Big time saver, | think.”

Although a purported benefit of a decision aid is improved
shared decision making, none of the clinicians mentioned this
asapotential benefit; rather, the decision aid was seen asaway
to cut back on the need to discuss CRC screening with the
patient. A notable quote was made by the clinician in Site C:
“Well, we don't really want to...can | befrank and open?| don't
really want to discussit [ie, screening optiong]. | just want to
order it. Just like | say CBC. Thisistimeto do this.

Barriers

A recurring theme from a mgjority of clinicians and staff was
aconcern that many patients may not have regular accessto the
Internet and therefore would not be ableto utilize the Web-based
decision aid. The proportion of patients described as having
access to the Internet varied by site, with the lowest reported
rate being about 5% and the highest about 60%. Moreover, a
majority of clinicians argued that relatively few patients were
regular users of the Internet, noting that Web-based tools may
not necessarily be the preferred method for making health care
choices among those aged >50 years. Relatedly, a majority of
clinicians and staff underscored that some ol der patients do not
have the requisite skillset to use a Web-based tool. For example,
aclinician in Site B noted:

[ many patients have] no comfort with computers, and
| can't see more than perhaps 15, 20% of our total
patient popul ation even being ableto accessthat. And
of that, [we would be lucky] if we had 5 or 7% that
would actually do it to the level that you are
discussing....[F]or a certain group of patients that
would be a wonderful tool. | don't think it would be
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for our group of patients primarily because we have
a large percentage of low functioning patients.

The majority of clinicians did not have a clear idea of what
percentage of their patients were Internet users, and none had
actually assessed their patients' Internet usage formally. The
general consensusamong clinicianswasabelief that their older
patients (those over age 65) were particularly low utilizers of
the Internet. Patients’ Internet literacy or interest in using the
Internet was also a concern, particularly in regard to the utility
of Colorectal Web as an educational tool. As summarized by a
clinician in Site C: “You need akiller application. You need to
have people [to] have a reason they want to get on the Web.
They have to want it before you can get them to use it.”

Feasibility of Implementing and Linking Colorectal
Web to a Computerized Reminder System

A moderate number of clinicians and staff endorsed the belief
that integrating the Web-based decision aid with acomputerized
reminder system would be an efficient way to manage patients
CRC streening preferences. In addition, they perceived
integration to be a natural progression of existing health
information technology. However, about an equa number
reported concerns that integration might not occur seamlessly
given their existing technology and daily workflow. Expressing
both excitement about the technology and concern about its
integration, a clinician from Site E opined: “From my
perspective as a physician | really enjoyed [the clinician
reminder system] because it really reminded me at all visitsto
discuss with people...if they have had it or not had screening.
So from my aspect it was awesome, but not everybody shares
the same opinion about it as | do because we had a lot of
computer issues with it” A clinician from Site A described
doubt about the benefit of electronic decision aids, citing abelief
that their use was being driven primarily from external pressures
rather than clinical utility: “[T]o be honest, | don’'t know if these
toolswould be a benefit to us anymore. Because again, it’s just
ahigh priority on the insurance companies...| don’t know how
useful something like this would be”

Anticipated I nfluences on Practice Wor kflow and
Logistics

Clinicians and staff from each site reported a preference for
patients to use Colorectal Web prior to their scheduled office
visit. A mgjority of them believed that it was neither practical
nor efficient to have acomputer in the waiting areafor patients
to complete the tool. In addition to expressed concerns about
patient confidentiality, concerns about an onsite computer
included worry that children might use the computer or that
patients would require assistance and thereby distract staff from
other duties and responsibilities. One clinician from Site B
expressed concern about patients damaging the computer or
trying to steal it: “It would be destroyed. Correct. It would be
destroyed or it would be stolen....[like] the flowers and all the
pictures on the wall.” A staff member from Site C was
concerned that computers with Web access might be used for
inappropriate purposes, thereby requiring constant supervision
from staff: “Yeah, it would definitely have to be limited
on...accessand everything. We wouldn’t want people accessing
porn sites or anything out in the waiting room.”
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There was also an expressed concern that patients’ use of the
tool while in the waiting area may interrupt the clinics
workflow; for example, if patients arrived late or if the clinic
was running ahead then patients could be stuck using the tool
when it came time to meet with the clinician. One possible
solution to thistiming problem, as suggested by asmall number
of participants, would be for patients to access the tool on a
tablet computer that could be carried around by the patients
throughout the clinic. Asan alternative to using Col orectal Web
within the clinic, amajority of clinicians and staff endorsed the
idea of using mail-based postcard remindersto prompt patients
use of the tool a home and in advance of their schedule
appointment. A moderate number of clinicians and staff
described already having asystem in place for sending patients
reminders for appointments for physicals, however, there was
no standard for thetiming of reminders or for sending reminders
that specifically addressed CRC screening.

With the exception of Site A, where no comments on the topic
were made, clinicians from each site believed that written
materials (eg, information sheets, brochures, informational
cards) would be beneficial to help educate patients about CRC
and the range of screening options. In fact, a moderate number
of focus group participants expressed a desire to have more
written materials that could help facilitate discussions about
CRC screening, both to savetime during thevisit and toimprove
patient’s knowledge. While Colorectal Web was lauded for its
interactive format and its ability to help patients weigh their
own values against the various screening options, written
materials were generally regarded as the gold standard for
conveying information to patients outside of the context of the
clinical encounter. A tri-fold brochure that included a table
comparing and contrasting the range of CRC screening options
was endorsed by a majority of clinicians and staff as having
utility both in and outside of the clinical setting. Brochureswere
also cited by a small number of clinicians and staff as having
benefit due to their perceived cost and ease of use—as stated
by one clinician from Site D: “[Pamphlets are] more cost
effective and easier, plus the pamphlet...they can still ook at
when they go home”

When asked about a paper/pencil alternative to Colorectal Web
(eg, a CRC preference workbook), both clinicians and staff
rejected it as overly cumbersome. They reported a belief that
patients would not like to fill out additional paperwork asthere
are already many forms being completed by patientsinside and
outside of their appointments. The one exception was for
patientswho livein rural communitieswhere high-speed Internet
access may be limited. For these patients, a workbook-style
corollary to the Web-based tool could be given to patients for
completion before their next appointment. A small number of
clinicians suggested that patients using the workbook should
be encouraged to discussit with their clinician either at the next
appointment or through another agreed upon method (eg, phone
call).
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Discussion

Principal Findings

Our study leveraged a unique opportunity to enroll clinicians
and staff from a diverse set of community settings to ascertain
how a Web-based and interactive decision aid might impact
CRC screening practices and the clinics' daily workflow. With
few exceptions, focus group participants generally agreed that
promoting patients' use of the decision aid prior to the clinical
visit would be an effective way to educate and activate patients
so they can make informed screening decisionsin light of their
most salient concerns. While the mgjority of cliniciansendorsed
Colorecta Web as a promising tool, enthusiasm was neither
universal nor without restrictions. Two commonly cited concerns
were patients’ limited computer literacy and lack of access to
theInternet. Thisworry was especially salient for those serving
apredominantly low-income population. In addition to I nternet
access, some focus group participants noted concern that the
tool might not be sufficiently interesting to motivate patients
to useit. While access and interest could be countered, in part,
by directing patients to the tool while waiting for their
appointment in the clinic, making the tool available to patients
during their office visit was largely perceived as unwieldy and
time-prohibitive. One of the more salient concerns—especially
from office staff—was that patients’ use of the Internet would
need to be closely monitored (eg, restricting access to
inappropriate sites). From this perspective, onsite access to the
Web-based tool was perceived as increasing the clinics
workload rather than facilitating shared decision making and
optimizing CRC screening. Though there are anumber of tools
designed to limit users' access to certain Internet content, their
use as a possi bl e solution was not rai sed during the focus group
sessions.

While findings from previous research suggest patients' access
to high-quality decision aids is accelerating, decision aids
continue to be underutilized in community-based primary care
settings [6,7]. Commonly cited barriers to decision aid use
include time constraints, lack of fit between the aid and patient
need, and a poor match between the aid and the demands of the
clinical setting [6,7,25,26]. Findings from our study add to the
literature by providing a nuanced view of perceived barriers
and facilitators, and how an interactive Web-based tool could
beintegrated into community-based settings. Results show that
not all focus group participants believed an electronic,
interactive decision aid linked to a computerized reminder
system would have enough advantages over traditional paper
resourcesto justify their useintheclinical setting. Interestingly,
the sites utilizing EHRs were just as likely to have expressed
these concerns as those not using such technology. While
potentialy reducing concerns related to timing and mobility
(eg, patient stuck at adesktop completing the decision aid when
it wastimefor them to seetheclinician in the exam room), there
was disagreement among focus group participants asto whether
tablet devices would be an effective solution. Tablets were
described to have their own set of limitations, including cost,
maintenance, patients' literacy with the technology, and keeping
track of the devices while patients are coming and going
throughout the day.
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Despite a growing literature suggesting Web-based decision
aids may be superior to other decision aid modalities in
improving patient knowledge and behavioral outcomes[27-32],
the focus group participants in this research were concerned
their use could negatively impact their site's day-to-day
workflow. This finding complements Schroy et al, who found
amajority of surveyed primary care providerswereeither neutral
to or disagreed with the statement that a Web-based decision
aid would be easy to implement in their practice [33]. Findings
from focus groups aso correspond to conclusions reached by
Légareé et al, who after reviewing the literature on strategies to
improve the use of decision aids by health care professionals
could not draw firm recommendations for the most effective
dissemination strategy [26]. Rather than a continued focus on
the creation of new decision aids per se, future research should
focus on improving our understanding of how existing decision
aids can be integrated into daily practice.

As suggested by others, current policiesthat shape the nation’s
health care system will likely need to change before clinicians
fully embrace shared decision making and the tools (eg,
interactive decision aids, computerized reminder systems) that
promote it [6,34-36]. Several candidate policies to be changed
include redefining medical necessity so that it better includes
the principle of an informed patient; creating economic
incentives (and reducing disincentives) for shared decision
making; establishing aclear legal standard that facilitates shared
decison making and informed patient choice; developing
effective systems-based processes that promote decision aid
uptake and utilization; and modifying health care accreditation
standards to account for the use of toolsthat promote a patients
ability to make educated, values-based decisions about care
when more than one medically reasonable treatment option
exists [7,35-40].

Consistent with previous research, a moderate number of
cliniciansin our study preferred one CRC screening modality
over al others [7,38-41]. This finding is troubling given
evidencethat providing patientswith optionsincreases screening
follow-through, while a more autocratic
recommendation—where one screening modality is strongly
favored over another—may act to limit screening follow-through
[6,42]. Future studies should seek to elucidate the relationship
between clinicians' practice style and patients screening
follow-through by examining patient-clinician encounters
directly and assessing how decision aids affect communication,
treatment decisions, follow-through, and health outcomes.

Focus group participants from the five community practice sites
inthis study reported challenges similar to previously published
findings about providing opportunistic preventive services: lack
of time due to acute or chronic care needs, administrative
obstacles, patients' psychosocial limitations (eg, literacy), and
clinicians treatment preferences [42-46]. Findings revealed
that clinicians at each site were prone to perceive the provision
of opportunistic care as daunting rather than an opening to
improve the overall quality of care. The clinicians in sites
utilizing EHRs were more open to providing opportunistic
preventive care, and although this must be interpreted with
caution due to the small sample size, it may suggest that the
successful integration of electronic health information
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technology such as computerized reminder systems may mediate
clinician behavior when the flow of information is relatively
seamless. For those sites not actively using EHRs, implementing
anew layer of health information technology to communicate
patients’ screening preferences must be carefully integrated into
the sites existing clinical processes so as to minimize
disruptions to productivity and workflow.

Limitations

There are anumber of limitations to this study. First, each site
was dffiliated with the Great Lakes Research Into Practice
Network, and all sites had previoudy participated in a study
investigating the implementation of a computerized reminder
system. Clinicians and staff at these sites may therefore not
represent those less engaged in health servicesresearch or those
more opposed to the adoption of electronic health information
technology. This said, by being early adopters of technology,
our samplewaslikely primed to describe barriersand facilitators
to the technology’s implementation rather than to the use of
Web-based technology itself. Second, the study focused on a
limited number of small community practice settings; therefore,
findings may not be generalizable to larger practice settings or
settings that have a close affiliation with a specific health
system. Third, our sample of fivesites, 9 clinicians, and 18 staff
(of which only 8 staff actively participated) wasrelatively small.
Because the intent of this qualitative study was to solicit rich
descriptionsinformed by the give-and-take dynamic of the focus
group, increasing the number of sites was both impractical and
cost prohibitive given the study’slimited resources. Importantly,
because no novel findings were identified by the fifth focus
group, thematic saturation was likely achieved. Informed by
findings from this research, follow-up studies might consider
employing a survey-based methodology to reach alarger and
nationally representative sample. Fourth, because of the small
sample and to ensure respondents’ confidentiality, we did not
attempt a more nuanced stratification of responses based on
participant demographics. It may bethat apersons’ background
or demographic profile primes or limitsones readinessto accept
new technology or change clinical behavior; for example, it is
possible that older physicians, like older patients, may be less
comfortablewith using new technol ogy when compared to their
younger counterparts. Investigating the possible role of
background or demographics on ones' readiness/willingnessto
use new forms of health information technology should be the
focus of future research. Fifth, over half of the nonclinical staff
failed to actively participate in the focus groups. It may be that
some staff were uncomfortable sharing their thoughts in front
of clinicians, who in some cases were the staff members
employer. Itisalso possible that some staff (eg, an office biller)
may have been so far removed from the day-to-day clinical
milieu that they simply had nothing substantive to add. Focus
groups separating clinicians and staff may yield different
findings and could be explored in future research. Sixth, the
issue of tailoring screening according to the patient’s CRC risk
(eg, recommending colonoscopy only to those with increased
risk vs offering options to those with average risk) was not
discussed. Incorporating patients’ CRC risk in CRC screening
discussion isimportant, and our current website (now renamed
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as ColoDATES and tested in the field in a federally funded
study), includes an interactive risk assessment tool [47]. Seventh,
thefocus groupswere conducted in 2006 and 2007 and therefore
do not necessarily reflect the increased use of EHRS observed
over the past few years. Findings from the 2011 National
Ambulatory Medical Care Survey reveal, however, that nearly
40% of United States primary care physicians practice in sites
without an EHR, and only 22% practice in sites with fully
functional systems [48]. Moreover, the use of Web-based
interactive decisions aids linked to a computerized reminder
system remains on the cutting edge of electronic health
information technology. And last, the five focus group sessions
documented clinician and staff member perceptions and not
their actual behavior within the clinical setting. It is possible
that participants may have under- or overestimated barriersand
facilitators based on their personal biases toward electronic
health information technology. Likewise, because patients
themselveswere not included in thisresearch, it is possible that
participants may have under- or overestimated patients’ barriers
to accessing or utilizing Web-based tools. Given previous
findings that clinicians may sometimes overestimate their own
performance[49,50] and underestimate patients' literacy [51-53]
andfinancial status[54-56], findings should beinterpreted with
caution.

Conclusions

The clinician and staff participants in this research perceived
the interactive and Web-based decision aid as a promising tool
for informing patients about the range of CRC screening options.
One benefit ascribed to the tool wasthat it could be utilized by
patients outside of the face-to-face clinical encounter. After
reviewing the online decision aid, participants agreed that
patientswould be well informed about the pros and cons of each
CRC screening modality, which could help to increase the
sophistication of dialogue between patients and clinicians.
Moreover, linking the tool to a computerized reminder system
was described as apotentialy effective way to inform clinicians
of patient’s screening preference, and the reminder could be
used to trigger conversation and promote shared decision
making. However, focus group partici pants al so voiced concerns
regarding patients computer and Internet literacy and
disruptions to the clinics daily workflow. These concerns—as
well as solutions to overcome them—should be the focus of
future research.

Web-based CRC screening decision aids and linked
computerized reminder systems hold promise for improving
patient-clinician communication and subsequent follow-through
with screening, but only if the linking fits seamlessly into the
clinical setting. Our findings suggest the trend toward adopting
€l ectronic health information technol ogy—including the growing
mandate to implement and achieve meaningful use of
EHRs—must not only focus on improvementsto the technology
itself, but also integration of the system-related processes that
enable the technologies' successful adoption. Close attention
to systems and processes has particular importance in small
community-based practice settings where resources in time,
staff, and money are likely to be limited.
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Abstract

Background: Onlineinterventionsareaimingincreasingly at cognitive outcome measures but so far no easy and fast self-monitors
for cognition have been validated or proven reliable and feasible.

Objective: Thisstudy examines a new instrument called the Brain Aging Monitor—Cognitive Assessment Battery (BAM-COG)
for its alternate forms reliability, face and content validity, and convergent and divergent validity. Also, reference values are
provided.

Methods: The BAM-COG consists of four easily accessible, short, yet challenging puzzle games that have been devel oped to
measure working memory (“Conveyer Belt”), visuospatial short-term memory (“Sunshing”’), episodic recognition memory
(“Viewpoint™), and planning (“ Papyrinth”). A total of 641 participants were recruited for this study. Of these, 397 adults, 40 years
and older (mean 54.9, SD 9.6), wereeligiblefor analysis. Study participants played all gamesthree timeswith 14 daysin between
sets. Face and content validity were based on expert opinion. Alternate forms reliability (AFR) was measured by comparing
scores on different versions of the BAM-COG and expressed with an intraclass correlation (ICC: two-way mixed; consistency
at 95%). Convergent validity (CV) was provided by comparing BAM-COG scores to gold-standard paper-and-pencil and
computer-assisted cognitive assessment. Divergent validity (DV) was measured by comparing BAM-COG scores to the National
Adult Reading Test IQ (NART-I1Q) estimate. Both CV and DV are expressed as Spearman rho correlation coefficients.

Results: Three out of four games showed adequate results on AFR, CV, and DV measures. The games Conveyer Belt, Sunshine,
and Papyrinth have AFR ICCs of .420, .426, and .645 respectively. Also, these games had good to very good CV correlations:
rho=.577 (P=.001), rho=.669 (P<.001), and rho=.400 (P=.04), respectively. L ast, asexpected, DV correlationswerelow: rho=—.029
(P=.44), rho=-.029 (P=.45), and rho=-.134 (P=.28) respectively. The game Viewpoint provided less desirable results with an
AFRICC of .167, CV rho=.202 (P=.15), and DV rho=-.162 (P=.21).

Conclusions: This study provides evidence for the use of the BAM-COG test battery as afeasible, reliable, and valid tool to
monitor cognitive performancein healthy adultsin an online setting. Three out of four games have good psychometric characteristics
to measure working memory, visuospatia short-term memory, and planning capacity.

(J Med Internet Res 2013;15(12):€270) doi:10.2196/jmir.2860
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Introduction

With the rise of the Internet and the introduction of eHealth,
the new research area of online health care has evolved rapidly
over thelast decade[1]. Thefield of research focusing on public
health promotion is no exception [2]. Also, and aready for a
dightly longer period of time, the gaming industry has
established itself as a major global industry [3]. Nowadays,
eHealth and “ serious gaming” are increasingly intertwined and
more researchers are venturing into the realm of (online) game
research. In turn, game devel opers show heightened interest in
supporting and helping solve scientific research and societal
issues [4]. For example, games are used to assist in stroke
rehabilitation [5], in programs aimed at the prevention of youth
obesity [6], and in enhancing gait balance in nursing home
residents[7].

From a health-behavior change perspective, both eHealth and
gaming are of highinterest. Widespread | nternet access provides
the behavior-change researcher with the platform necessary to
reach large populations. In Europe and North America, Internet
penetration ranges between 63.2-78.6% of the total population
[8]. Withits massive reach, online gaming haslong since shifted
from being atypical pastimefor younger generationsto serving
millions of gamers of every age, race, sex, and cultural
background [9].

An important drawback of the Internet isthat its content has to
be fast and entertaining [10,11]. When researchers consider
using the Internet as their medium and want to profit from its
enormous reach, their interventions and evaluation methods
should comply with these characteristics. Therefore, thereisa
need for quick, easily accessible, and attractive applicationsand
instruments that provide the user with direct feedback [12]. If
an intervention fails to do so, it will be difficult to recruit a
sufficient number of participants. Also, dropout rates may be
high, which will subsequently heavily affect the power of a
study [13] .

The effects of aging on cognitive functions have been studied
increasingly [14,15]. Typically, this has been done by both
paper-and-pencil and offline computer-assisted
neuropsychological testing [16]. One of the domainswithin the
area of eHealth involves online assessment and monitoring of
cognitive (dys)function [17]. Quantifying cognitive performance
in tangible measures that are readily interpretable for
neuropsychologists and patients alike has gained increasing
interest and cognitive training programs like Lumosity have
experienced asteep risein popularity [18]. Now that intervention
studies are scaling up in the number of recruited participants,
a demand exists for short and easy-to-use validated
neuropsychological tests [19]. Traditional person-to-person
neuropsychological testing may in this respect often be
inefficient from atime and cost perspective[20,21] and certainly
does not meet the criteria for successful use in an online
environment.

Online cognitive testing has already been proven valid and
reliablein children aged 10-12 years[20], as well as adult and
older populations ranging from 18-80 years of age[17,22]. We
set out to develop an online self-monitor for cognitive
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functioning in people aged 40 yearsand ol der—the BAM-COG
(Brain Aging Monitor-Cognitive Assessment Battery). The
BAM-COG consists of four easily accessible, short yet
challenging puzzle games that can be completed online, aimed
to assess key aspects of cognitive function that are susceptible
to aging-related changes, that is, working memory, executive
function, and episodic memory. Thisempirical validation study
consisted of two parts. First, we examined the aternate forms
reliability and, second, we studied convergent and divergent
validity of the BAM-COG. Also, referencevalues are presented
from a sample of 397 adults aged 40-85 years.

To our knowledge, this is the first study to describe, validate,
and examine an online self-monitor for cognitive functioning
that makes use of visually attractive, easy-to-instruct puzzle
games. The BAM-COG was not devel oped as a diagnostic tool
(eg, for the assessment of pathological cognitive aging such as
dementia), nor wasit designed to predict cognitive decline over
time. Theaim of the BAM-COG wasto enable usersto establish
their cognitive performance and to monitor their persona
cognitive development over time. Thisis of major importance
because it greatly increases the possibilities of online research
on cognitive functioning, it increases reach, and it decreases
costs both monetary and in time.

The hypotheses for this study are that the BAM-COG games
have good aternate forms reliability and that the face and
content validity of the four newly developed puzzle games of
the BAM-COG transfer into good convergent and divergent
validity, compared with standard paper-and-pencil and
computer-assisted cognitive assessment.

Methods

Population

We set out to validate the BAM-COG in a cohort of
community-dwelling individuals aged 40 years and older.
Rationale for the 40-year cut-off point is that from
approximately thisage onwardsnormal cognitive agingisfirmly
evidenced [23]. The only inclusion criterion, apart from age,
was that participants had adequate Internet access. Within the
given age restrictions, the target population was unrestricted
since we searched for a study population representative of the
general population. No regional, ethnic background, sex, or
language restrictions were applied, athough the website
description was only available in Dutch. Participants for Part 1
of the study were recruited online through several websites,
social media, and blogs. A convenience sample was recruited
for Part 2 of the study using flyers in community centers,
shopping areas, mid-sized regional organizations, and senior
centers. Furthermore, the study received national radio and
newspaper attention, which resulted in the recruitment of
participants as well.

Study Design

The research website was available to participants for four
months. Upon enrollment, we registered sex, age, and education
level—the latter ranging from 1-8, where 1 is the lowest value
(elementary school) and 8 is the highest value (university level
education; see[22] for the Dutch system whichissimilar to the
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ISCED [International Standard Classification of Education]
standards from the United Nations [24]). The online games
could be completed in the uncontrolled setting of the
participants' day-to-day lives [21]. Once participants were
logged in, they played the BAM-COG gamesfor the first time.
An automated reminder system prompted the participant to visit
the website again after 14 and 28 days to perform the second
and third round of BAM-COG games.

On their first two visits, participants performed the same
BAM-COG games (see Table 1 for more information on the
BAM-COG games). In the third round, they performed a
different batch of BAM-COG games, thus playing different
trialswith approximately the same difficulty. To check whether
the different batches did not differ with respect to difficulty, we
performed alternate forms reliability (AFR) analyses (see
Statistical Analyses). Intotal, there werethree different batches
of trials. A participant was randomly assigned to any of the six
possible sequence groups (1-1-2, 1-1-3, 2-2-1, 2-2-3, 3-3-1, or
3-3-2) by an online random placement script. After completing
all three rounds, a participant was awarded a promotional code
with a value of €4.99 (US$6.75) that could be used for a
one-month subscription to a puzzle website.

There were two parts in this study. Part 1 involved the data
collection for AFR analyses and reference values, which was
done exclusively via the Internet. Participants in Part 1 were
estimated to need approximately 45 minutes per session to
complete the BAM-COG. In total, after three rounds of
BAM-COG puzzleswithin 28 days, participantswere estimated
to have spent approximately 135 minutes on the BAM-COG.
This group will be abbreviated as “Online group” from this
point on. Part 2 involved the data collection necessary to
caculate the BAM-COG'’s convergent (CV) and divergent
validity (DV). For this procedure, in addition to playing the
BAM-COG games online, participants visited the Radboud
University Medical Center (RUMC) once (this group will be
abbreviated asthe “RUMC group”). This group of participants
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performed both computerized cognitive tests (subtestsfrom the
Cambridge Automated Neuropsychological Test Battery or
CANTAB) and paper-and-pencil neuropsychologica tests (PnP)
(see Table 2 for an overview of the tests and Multimedia
Appendix 1 for amore detailed description of the BAM-COG).
Specific subtests were related to the individual BAM-COG's
cognitive constructs by consultation with experienced
neuropsychologists (MAEB, RPCK; see Table 2 for overview
of used measures of comparison). Order of the offline testing
(CANTAB first vs PnP tasks first) was randomized by flipping
a coin. BAM-COG results from participants in Part 2 are also
included in the results of Part 1. Duration of the test session
was approximately 90 minutes per participant. In addition to
the 135 minutes spent on the BAM-COG measurements,
participants in Part 2 were estimated to have spent about 225
minutes on the BAM-COG validation study.

For the group of participantsvisiting the RUMC, two additional
inclusion and exclusion criteria were applied. Potential
participants were excluded if they had a score <24 on the
Mini-Mental State Examination (MMSE [25]) to make sure
none of the participants had any symptoms of neurodegenerative
disease[16]. To ensurethat participants were capable of working
with the CANTAB touch screen and test environment, the
session started with performing the CANTAB Motor Screening
Task where participants need to touch a flashing “x” stimulus
on the screen as quickly and accurately as possible. If
participants failed to either comprehend or execute this task,
they were excluded from further participation. Since this study
design was, in part, focused on gathering reference values,
current participantsdid not receive feedback on their individual
scores in comparison to their peers. After completing the three
measurements, participants did not have continued access to
the games, because the BAM-COG was not designed to be a
training instrument, but an assessment instrument. This
resembles the manner in which it primarily should be used in
further practice.
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Table 1. BAM-COG (Brain Aging Monitor—Cognitive Assessment Battery) game details.

BAM-COG game Cogpnitive domain Total levels?

Range of scores

Short description

Conveyer Belt Working memory 7

Sunshine Visuospatial short-term 8

memory

Viewpoint Episodic recognition 8

memory

Executive function - 5
planning

Papyrinth

410

3-10

37

This game shows a participant a grocery list on
screen. After 1 second, the conveyer belt turns on.
Groceries run down the belt and participants need to
select only those products that are on their list.

In this game, a sun creates visual patternsin a5x5
cloud matrix. Thisvisual pattern dissolvesand, after
it has compl etely disappeared, participants are asked
to reproduce this pattern in the exact same order as
itinitially appeared on screen.

This game presents a 5x5 matrix filled with stimuli

(asterisks) to the participant. The participant gets 3

seconds to memorize this presented pattern before it
disappearsfrom the screen. After 3 seconds, 3 answer
possibilities appear on screen from which the partic-
ipant is to pick the answer that is an exact match to

the previously shown matrix.

This game startswith presenting the participant with
ascrambled path. The participantstask isto unscram-
ble the path so their pawn can move from start to
finish unobstructed. Clearing the route is done by
sliding columns and rows in the correct order so that
all pieces of road end up connected to each other.

3Excluding the practice level.

Table 2. BAM-COG? domains and proposed matching computerized and paper-and-pencil cognitive tests.

Paper and pencil

BAM-COG game (domain) CANTABP

Conveyer Belt

(working memory) Spatial Working Memory [26]
Sunshine

(visuospatia short-term memory) Spatial Span [26]

Viewpoint Pattern Recognition [26]
(episodic recognition memory)

Papyrinth

(planning) Stockings of Cambridge [26]

Letter-Number Sequencing Task from WAIS-111€[27]

Spatial Span subtest from WMS-1119 [28]
Continuous Visual Memory Task [16,29-31]

Z00 Map Task, part of the BADS® [16,32]

38BAM-COG: Brain Aging Monitor-Cognitive Assessment Battery. For a short description of the BAM-COG games, see Multimedia Appendix 1.

BCANTAB: Cambridge Automated Neuropsychological Test Battery.
SWAIS-111: Wechdler Adult Intelligence Scale, third edition.
MWMSH11: Wechsler Memory Scale, third edition.

®BADS: Behavioral Assessment of the Dysexecutive Syndrome.

Sample Size Calculation

According to our sample size calculations for CV and DV, we
needed 37 participants for Part 2 (alpha error probability <.05,
power (1-beta error probability =.8) of our study. Sample size
calculation was performed using GPower 3.1 [33].

Instruments

The BAM-COG consists of four puzzle games developed to
measure working memory, visuospatial short-term memory,
episodic recognition memory, and executive function-planning
(see Table 1 for game details). Every game started with brief
and clear instructions as to what the participant should expect.
In an attempt to maximize comprehension of the instructions,

http://www.jmir.org/2013/12/e270/

RenderX

the written instructions were accompanied by actual game
screenshots. After the mandatory instructions, participants
performed one practice trial to further familiarize themselves
with the game. Following thisfirst practice trial, the actual test
commenced. Each level of each game consisted of three trials.
To advance to the next level, at least two out of threetrials had
to be completed successfully. If a participant failed to
successfully complete two or threetrials, a“ game over” screen
appeared and the parti cipant waslinked back to the main screen
where the next game could be selected. For an overview of the
games and their instructions, see Multimedia Appendix 1.
Multimedia Appendices 2-5 include short videos of the
BAM-COG game play. Scoresfor the Conveyer Belt, Sunshine,
and Papyrinth games were the total number of stimuli or moves
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that needed to be processed. For the Viewpoint game, the score
was the number of levels successfully completed.

M easures of Comparison

Subjectsin the RUMC group al so participated in tasksfrom the
CANTAB and PnPtasks matched for the BAM-COGs cognitive
domains (see Table 2). All these games were carefully selected
to mimic the cognitive domains primarily relied on in the
BAM-COG games as closely as possible.

Instrument Development

Based on expert opinion from two neuropsychologists, a
geriatrician, a public health researcher, and a professional
game-design team, the four puzzle games were considered to
cover the chosen cognitive constructs of working memory,
visuospatial short-term memory, episodic recognition memory,
and planning. After thisinitial assessment, theinstrument outline
was discussed with abroader group of health care professionals
consisting of neuropsychologists, epidemiologists, public health
care researchers, and general psychologists. It was agreed that
from a content point of view, it would be impossible to cover
every cognitive domain that decreases in functionality across
the lifespan, when fast and easy access are key criteria. It was
decided that choosing three executive functions and one specific
memory function, all of which have been established to decline
in normal aging and neurodegenerative syndromes [23,34-37],
would provide good insight into overall aging patterns.

Statistical Analysis

Alternate forms reliability (AFR) was determined to compare
thethree batches of BAM-COG games, administered at different
time points. Every batch resembles a paralel version of the
BAM-COG containing an equal humber of levels and trials.
Theoretically, these batches do not differ from one another in
difficulty. The AFR was determined with an intraclass
correlation (ICC: two-way mixed; consistency at 95%) on the
results of the second and third round performances of the
participants. With respect to interpretation of the ICCs, we
needed to take into consideration that the study was executed
outside of a clinical laboratory setting where people could be
easily distracted, which may affect the test's reliability.
Therefore, ICC values between .4 and .6 were considered
sufficient to support AFR for the BAM-COG. Thisisin line
with another online validation study [17]. Also, note that no
specific cut-off scoresfor ICCs exist [38].

To further analyze possible systematic differences between
measurements, Bland-Altman plots were calculated. In these
plots, the differences between two sessions were plotted against
their mean. Furthermore, the scores means and limits of
agreement were cal cul ated as the mean of the difference between
thetwo measurements+2 SD of these differences. The standard
error of measurement and the 95% confidence intervals for the
mean difference between the two measurements were also
calculated. If the 95% confidenceinterval does not include zero,
thisindicates a systematic and undesirable change in the mean
[39].

The CV determines whether the cognitive domain supposedly
measured by the BAM-COG game is actually assessed, using
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validated cognitive tasks as gold standards. In contrast, the DV
examines to what extent the BAM-COG correlates with
cognitive domains it should not correlate with. By comparing
the BAM-COG game scoresto anon-related cognitive construct
(in this study, 1Q scores derived from the Dutch version of the
National Adult Reading Test, NART), the distinctive capacities
of the BAM-COG are established. Due to non-normal data
distribution on BAM-COG outcome measures and small
samples, both CV and DV of the BAM-COG are calculated
using a one-tailed Spearman’s rho correlation coefficient.

For interpretation purposes, the datafrom the three batcheswere
aggregated into one measure for the calculation of CV and DV.
This enables us to judge the task as one entity instead of three
separate batches. Single test statistics were generated based on
participants' average game scores (for more information on
scoring, see Instruments). Reference values are provided for
the gamesto provide someinsight into the expected distribution
of scoresin anormal aging population of people aged 40 years
and older. For every analysis, participants with araw test score
of 0 were excluded. This was done as these participants had
either viewed the instructions but not started playing or played
only one or two trials out of the necessary three to advance to
the next level.

This study was deemed exempt from formal ethical evaluation
by the loca medica ethics committee (region
Arnhem-Nijmegen, registration number: 2011/490). All
statistical analyses were performed using IBM SPSS Statistics
for Windows, Version 20.0. The Bland-Altman plots were
performed with GraphPad Prism version 5.03 for Windows.

Feasibility

BAM-COG'sfeasibility was assessed based on the total number
of registrations and dropoults, the percentage of participantswho
played and completed the first, second, and third rounds, and

examination of the score distributions for floor and ceiling
effects.

Results

Participants

Through our research website, 641 participants were enrolled
in this study of whom 124 (19.3%) were excluded as they did
not fulfill the age criterion. Immediately after registering, each
participant was asked to perform the BAM-COG test battery
for thefirst time. A total of 76.8% (397/517) participantsin this
group played at least one game and were therefore eligible for
analyses; 78.6% (312/397) of these were women. The mean age
was 54.9 (SD 9.6) years and the modus of education level was
6 (range 1-8).

We recruited 56 participantsto participatein Part 2 of the study.
Of these 56 participants, 41 werewilling to register online, with
a mean age of 60.8 (SD 8.2) years, of whom 58.5% (24/41)
werefemale with amodus of educational level of 7 (range 1-8).
All participants were native Dutch speakers. All were able to
successfully complete the CANTAB Motor Screening Task. In
total, 21 (51.2%) of the 41 participants compl eted the CANTAB
tasks first as compared to 20 (48.8%) of the 41 participants
completing the PnP tasks first.
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In Table 3, scores for the MMSE, NART-IQ, and mean
BAM-COG scores are presented. Data from the three batches
were pooled to get an overall average score on all four games.
The RUMC group was significantly older (t395=3.78, P<.001)
and had a higher education level (x?,=33.8, P<.001). This
resulted in higher overall test scores (except for Viewpoint)

Aalberset a

even though these differences only reached statistical
significancein Sunshine. Sincetherewas such alargeinequality
in gender distribution in our sample, we controlled for
systematic differences between men and women on the raw
BAM-COG scores. Using a Fisher Exact test, we found no
significant differences (ranging from F3=18.68, P=.07 to
F15=21.82, P=.19).

Table 3. Mean (SD) for age, MMSE?, NART-IQ b and BAM-COG® scores and mode (range) for education for RUM cY and online group.

Online group RUMC group
Age, years, mean (SD) 54.9 (9.6) 60.8 (8.2)
Education, mode (range) 6 (1-8) 7(1-8)
MM SE, mean (SD) . 29.4 (1.07)
NART-1Q, mean (SD) - 123.2 (12.83)
Conveyer Belt score 5.95 (n=217) 6.33 (n=26)
Sunshine score 4.60 (n=236) 5.10 (n=24)
Viewpoint score 3.97 (n=306) 3.90 (n=28)
Papyrinth score 4.64 (n=152) 5.30 (n=21)

3VIMSE: Mini Mental State Examination.

PNART-I Q: National Adult Reading Test—! ntelligence Quotient.
°BAM-COG: Brain Aging Monitor-Cogpnitive Assessment Battery.
dRUMC: Radboud University Medical Center.

Alternate Forms Reliability

Table 4 shows the AFR with their respective 95% confidence
intervals for all four BAM-COG games. With the exception of
Viewpoint, all games have good (>.4) to very good (>.6) AFR.
To further clarify this relationship, Multimedia Appendix 6

showsthe generated Bland-Altman plots. These also show that,
with the exception of the Viewpoint game, the error bias does
not deviate far from zero. This ascertains the absence of
systematic error between the second and third round
measurements.

Table 4. Alternate forms reliability (AFR) of BAM-COG? games in intraclass correlations (ICCb).

BAM-COG game AFR 95% ClI
Conveyer Belt (n=55) 420 0.17-0.62
Sunshine (n=78) 426 0.23-0.59
Viewpoint (n=101) 167 -0.04t00.36
Papyrinth (n=37) 645 0.41-0.80

3BAM-COG: Brain Aging Monitor-Cogpnitive Assessment Battery.
BAIl ICC values >.4 are considered to support sufficient AFR.

Convergent and Divergent Validity

With the exception of Viewpoint, the BAM-COG games have
good (>.4) to very good (>.6) CV in comparison to both the
CANTAB and PnP tasks (see Table 5). Conversely, as
hypothesized, all games aso show good (<.2) DV with an
unrelated overall measure of 1Q. Please note that a poor AFR
for Viewpoint also trandlates into poor CV and DV values.

http://www.jmir.org/2013/12/e270/

To control whether the individual games did not heavily load
on the same cognitive domain, we performed Spearman
correlation analysis using aggregated game scores. As was
expected with alarge sample, most correlations are significant.
However, the size of the correlations range from very small
(rho=.143, P=.056), between Conveyer Belt and Viewpoint, up
to medium small (rho=.406, P<.001), between Sunshine and

Papyrinth.
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Table 5. Convergent and divergent validity of BAM-COG? games (Spearman rho's correlation coefficient).
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BAM-COG game

Convergent validi tyb

Divergent validity®

Cognitive test rho (P value) Cogpnitive test rho (P value)
Conveyer Belt (n=26)
WAIS-119 L etter Number Sequenc-
ing .577 (.001) National Adult Reading Test  -.029 (.44)
Spatial Working Memory -.577(.001)
Sunshine (n=24)
WMSH11® Spatial Span Task .669 (<.001) National Adult Reading Test ~ -.029 (.45)
Spatial Span .620 (.001)

Viewpoint (n=28)

Papyrinth (n=21)

Continuous Visual Memory Test .202 (.152)

Pattern Recognition

BADS' Zoo Map

Stockings of Cambridge

-.157 (:212)

1400 (.036)
424.(.028)

National Adult Reading Test  -.162 (.21)

National Adult Reading Test ~ —.134(.28)

3BAM-COG: Brain Aging Monitor—Cogpnitive Assessment Battery.
bAl convergent validity values of rho=.4 are considered to support good CV; values of rho>.6 are considered very good.
CAll divergent validity values of rho<.2 are considered to support good DV.

WAIS-111: Wechsler Adult Intelligence Scale, third edition.

SWMS-11: Wechsler Memory Scale, third edition.
'BADS: Behavioral Assessment of the Dysexecutive Syndrome.

Reference Values

We present reference values for all games (Table 6) displaying
the total number of times any given score was reached in all

three batches.

Table 6. BAM-COG? reference values.

Conveyer Belt (n=217)

Sunshine (n=236)

Viewpoint (n=306)

Papyrinth (n=152)

Score  Frequency Percentage Frequency Percentage Frequency Percentage Frequency Percentage
1 NAP NA NA NA 145 275 NA NA
2 NA NA NA NA 57 10.8 NA NA
3 NA NA 75 19.7 32 6.1 57 253
4 78 244 148 38.9 90 17.1 82 36.4
5 100 313 79 20.8 70 133 27 12.0
6 26 81 55 145 41 7.8 15 6.7
7 43 135 15 3.9 13 24 44 19.6
8 58 18.2 6 17 79 15 NA NA
9 12 38 2 0.5 NA NA NA NA
10 2 0.7 0 0 NA NA NA NA

3BAM-COG: Brain Aging Monitor-Cogpnitive Assessment Battery.
BNA: Not Applicable, asthis scoreis not a possible outcome for this game.
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Feasibility

The number of registrations totaled 641 participants. The
BAM-COG received nationwide attention on two nationa radio
shows and in severa regional and national newspapers and
magazines. Of the 517 digible participants, only 397 participants
played at least one game out of any of the three batches (76.8%).

The Conveyer Belt game was played most at al three
assessments (314, 143, and 107 times respectively) and
Papyrinth was played the least frequently (189, 123, and 87
times respectively). On average, 75.7% of participants played
all four games and, from the participants that finished the last
game on a previous round, on average 80.7% returned to play
the next round.

Only 8 participants quit whilein the middle of playing agame.
All the other participants continued until the “game over”
message appeared and either continued with the next game or
decided to quit playing after this message. The 8 participants
who dropped out al stopped while playing Papyrinth, whichis
the only game that does not have an integrated time limit.

No real floor or ceiling effects were present in the data. The
only possible exception to this may be aslight ceiling effect on
Papyrinth and Viewpoint (with 19.6%, 44/225 and 15.0%,
791527 respectively, completing the highest level). Otherwise,
the percentages of participants compl eting the tasks were very
low (0.5%, 2/380 and 0.7%, 2/319 respectively).

Discussion

Principal Findings

This article provides substantial support for the use of the
BAM-COG game battery as an online self-monitor for cognitive
performance. Three out of four games appear to be adequate
measures of the related cognitive concepts (working memory,
visuospatial short-term memory, and planning). Conveyer Belt,
Sunshine, and Papyrinth all have good alternate formsreliability
and turned out to be feasible for use in aging adults.
Furthermore, they all have good to very good convergent and
divergent validity and reference values for the games are now
available. Since all gameswere designed to measure someform
of cognitive domains, it stands to reason that their correlations
are dtatistically significant. Their size, however, is either
considerably smaller or equal to the task correlations with
outside gold-standard measurement tools. The game Viewpoint,
designed to assess episodic recognition memory, did not have
an adequate validity and reliability and is not suitable for
inclusion in an online assessment battery. In addition, astrength
of our setup are the correlations of the BAM-COG scores with
the gold-standard CANTAB and PnP tasks. The fact that the
BAM-COG games proved to be solid measures of the intended
cognitive domains provides good hope that replication of these
resultsis possible in other samples and the BAM-COG can be
put to use for itsintended purpose.

Limitations

Even though the current findings are promising with respect to
the BAM-COG's applicability, some adjustments can be
recommended on the basi s of these results. First, we occasionaly
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received feedback of technical difficulties, in particular with
the performance of the Conveyer Belt game. Small-sized stimuli
(in this case, groceries such as apples and pears) appeared
difficult to click resulting in unintentional missed responses.
However, although we cannot fully rule out technical issueson
some remote systems, this may have also been dueto suboptimal
mouse handling by individua participants. This explanation is
likely since neither the software devel opers nor the researchers
have been able to replicate this problem on different systems
with different operating systems and Internet browsers.
Moreover, the problem did not emerge so frequently (n=19 out
of n=314) that it would have severely influenced the outcomes
of our analyses. Second, feedback was given that thereisaneed
for additional practice levels. Apparently just one trial to get
acquainted with the task was not aways enough for all
participants to fully comprehend what was requested of them.
Thismay have resulted in adlight underachievement in average
scores. In a future release of the BAM-COG battery, this can
easily be taken into account. Third, regardless of our follow-up
efforts (one additional phone call and one personal reminder
email), 15 participants in the RUMC group failed to register
online even after they had visited the memory clinic. Reasons
for this dropout could have been a sole interest in the
neuropsychological screening at the research center, time
restrictions, loss of motivation, or the relative ease with which
reminder emails and online interventions can be ignored and
forgotten. Additionally, the limited amount of personal contact
with the researchers and the ease of the registration process may
increase attrition [40,41], aswell astechnical or computer-access
problems, physical illness, burden of the program, the static
structure, and low adaptation to user preferences [42,43]. This
again stresses that high dropout rates are an important issue to
consider when setting up I nternet-based studies. However, since
the characteristics of the group of dropouts did not differ in any
way from the other registered participants, we do not feel this
has significantly affected the current results.

In the interpretation of these results, we need to take the
naturalistic setting in which the games were performed into
account. That is, laboratory studiesin which resultsare produced
under highly controlled conditions typically result in higher
|CCsand correlations. The BAM-COG assessmentsin this study
have all been performed in the participants home environment
without any supervision by the research team. Because the
BAM-COG is not designed to be used in a laboratory setting,
we feel the present design is a valid approach to examine its
feasibility, validity, and reliability. If biased, the performance
presented in this study may be an underestimation of the real
reliability and validity of the BAM-COGstasks[38]. Therefore,
we feel we can validly conclude that the BAM-COG is an
adequate online self-monitor for cognitive performance.

Thefact that our population consisted mainly of women (78.6%,
312/397 and 58.5%, 24/41 for Part 1 and Part 2 respectively)
somewhat decreasesthe external validity of thisstudy. However,
this type of research and these types of puzzle games have
previously been shown to attract more femal e participants than
males[9,17,22]. Also, the notion that not all partici pants finished
(all) the games has consequences for the way ceiling and floor
effect results should be interpreted. It remains possible that the
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participants not starting or dropping out in level 1 are, in fact,
experiencing afloor effect. Finally, it should be mentioned that
the RUMC group differed from the online group, asthe RUMC
group was both older and better educated. This resulted in
dightly higher average test scores. Further research in a more
balanced sample could strengthen the conclusions drawn and
external validity for the BAM-COG battery and validation
studies with other cognitive measures should be performed to
replicate the present results.
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Conclusions

In sum, this study provides evidence for the use of the
BAM-COG test battery as afeasible, reliable, and valid tool to
monitor cognitive performance in healthy adults in an online
setting. Three out of four games were found to have good to
very good psychometric characteristics to measure working
memory, visuospatial short-term memory, and planning capacity.
It should be stressed that the results can by no means be used
to either diagnose neurodegenerative disorders or predict
cognitive performance. The BAM-COG is suitable for use in
practice for online monitoring cognition and stimulating eHealth
interventions for healthy brain aging.
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Overview of the BAM-COG games.
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Multimedia Appendix 2
Short video of BAM-COG's game play - Conveyer Belt.
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Multimedia Appendix 3
Short video of BAM-COG’s game play - Sunshine.
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Multimedia Appendix 4
Short video of BAM-COG's game play - Viewpoint.
[MP4 File (MP4 Video), 2MB - jmir_v15i12e270 _app4.mp4 |

Multimedia Appendix 5
Short video of BAM-COG'’s game play - Papyrinth.
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Multimedia Appendix 6

Overview of the Bland-Altman plots for alternate forms reliability.
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Abstract

Background: Medical dataare gold mines for deriving the knowledge that could change the course of asingle patient’s life or
even the health of the entire population. A data analyst needs to have full access to relevant data, but full access may be denied
by privacy and confidentiality of medical data legal regulations, especialy when the data analyst is not affiliated with the data
owner.

Objective: Our first objective wasto analyze the privacy and confidentiality issues and the associated regulations pertaining to
medical data, and to identify technologies to properly address these issues. Our second objective was to develop a procedure to
protect medical data in such a way that the outsourced analyst would be capable of doing analyses on protected data and the
resultswould be comparable, if not the same, asif they had been done on the original data. Specifically, our hypothesiswas there
would not be a difference between the outsourced decision trees built on encrypted data and the ones built on original data.

Methods: Using formal definitions, we developed an algorithm to protect medical data for outsourced analyses. The algorithm
was applied to publicly available datasets (N=30) from the medical and life sciences fields. The analyses were performed on the
origina and the protected datasets and the results of the analyses were compared. Bootstrapped paired t tests for 2 dependent
sampleswere used to test whether the mean differencesin size, number of leaves, and the accuracy of the original and the encrypted
decision trees were significantly different.

Results: The decision trees built on encrypted data were virtually the same as those built on original data. Out of 30 datasets,
100% of the trees had identical accuracy. The size of atree and the number of leaves was different only once (1/30, 3%, P=.19).

Conclusions: The proposed algorithm encrypts afile with plain text medical datainto an encrypted file with the data protected
in such away that external dataanaysesare still possible. The results show that the results of analyses on original and on protected
data are identical or comparably similar. The approach addresses the privacy and confidentiality issues that arise with medical
data and is adherent to strict legal rulesin the United States and Europe regarding the processing of the medical data.

(J Med Internet Res 2013;15(12):€283) doi:10.2196/jmir.2471
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Introduction

Background

Medical data are gold mines for deriving knowledge. Hiding
within those mounds of data is knowledge that could change
the life of a single patient, or sometimes change the health of
an entire population [1]. Medical doctors—field experts—use
the data collected from various sources on a daily basis for
treating patients. Many data from examinations and |aboratory
testsrequire further analyses, which can be very time consuming
and require expertsto conduct them. In fact, the amount of data
produced by medical electronic equipment is enormous and
continuesto grow at avery fast rate—the amount of datadoubles
in approximately 15 months [1-3]. The large volumes of data
make human-driven analysesimpossible. Machine support and
intelligent data analyses are definitely required. Medical experts
and other employees of ahealth care service provider generally
do not possess in-house expertise for doing automatic data
analyses. Thereisalso adistinction between deriving knowledge
from Web pages, blogs, social mediasystems, etc, and from the
closed systems typically present in medical environments. The
former is mostly used for branding purposes (advertising,
marketing, and content delivery) [4] and the latter to support
doctor’s decision making. Sometimes information technology
(IT)-related resources in a health care system, including
hardware and software, may not be adequate or even available
for the dataanaysesaimed at knowledge discovery. The obvious
choiceisto have athird party conduct the analyses.

Here, privacy and confidentiality issues arise together with legal
obligations. Respect for privacy has been a part of the medical
profession since ancient times. “Whatever | see or hear in the
lives of my patients, whether in connection with my professional
practice or not, which ought not to be spoken of outside, | will
keep secret, as considering all such things to be private...” is
the text from an oath attributed to Hippocrates referring to
confidentiality [5]. Privacy and confidentiality are very
important contemporary issues, especially in the Western world,
and are not limited to the medical field.

Privacy has (re)emerged as an important issue since the
emergence of social media, as noted by Mark Zukerberg, the
founder of the most-used socia network, Facebook [6], and
Facebook’s chief operation officer, Sheryl Sandberg. They
observed that privacy controlswere centered at Facebook’s core
at al times [7,8]. Indeed, privacy needs to be considered
seriously from a technological point of view when designing
applications and solutions. In Canada, the Ontario Privacy
Commissioner, Ann Cavoukian, has developed a Privacy by
Design (PbD) framework [9-11] which emphasizes the need to
adopt a proactive rather than a reactive compliance approach
to the protection of privacy.

The laws of most developed countries impose obligations to
respect informational privacy (eg, confidentiality, anonymity,
secrecy, and data security), physical privacy (eg, modesty and
bodily integrity), associational privacy (eg, intimate sharing of
death, illness, and recovery), proprietary privacy (eg,
self-ownership and control over persona identifiers, genetic
data, and body tissues), and decisional privacy (eg, autonomy

http://www.jmir.org/2013/12/e283/

Brumen et d

and choice in medical decision making) [12,13]. In this paper,
however, we address the first type of privacy: informational

privacy.
Informational privacy isusually violated by adatabreach, which
can result from theft, intentional or accidental unauthorized

access to data, acts of revenge by unsatisfied employees, or by
the accidental loss of media or devices that bear data.

Degspite the regulations in place, the stories of privacy and
confidentiality breaches are till frequent. Major hospitals and
health-related ingtitutions, most notably in the United States but
also elsewherein theworld, have experienced highly publicized
data breaches—more than 770 breaches have occurred since
2005 inthe United Statesalone[14]. Anciaux et a [15] observed
that traditional electronic health records (EHR) have no security
guarantee outside the health care service domain and pervasive
health, a new concept based on latest developments, requires
implementabl e principles for privacy and trustworthiness [16].
Vander Linden et a [17] noticed that beforethevirtual lifelong
patient record can become reality, more clarity has to be
provided on thelegal and computational frameworksthat protect
confidentiality.

Can technology help and how can it help? Firdt, let us take a
closer look at definitions of privacy and confidentiality and how
they arereflected in laws and rules.

Privacy and Confidentiality

Daniel Solove[18] has stated: “ Privacy isaconcept in disarray.
Nobody can articulate what it means.” But one must note that
privacy and confidentiality do share at least some common
grounds among the philosophers and jurists, and many
technologies exist that address privacy and confidentiality.

In Ancient Greek civilization, there existed 2 interdependent
and sometimes conflicting areas:. the public area of politicsand
political activity, the polis, and the private area of the family,
the oikos [19,20]. These areas were reflected in classic dramas
(eg, in Sophocles’ Antigone and Oedipus Rex), and the new
order of the polis, despite its weaknesses, reigned supreme at
the end of the dramas[21].

More systematic discussion of the concept of privacy began
with an article by Samuel Warren and Louis Brandeis titled
“The Right to Privacy” [22]. Citing “political, social, and
economic changes’ and a recognition of “the right to be let
alone,” they argued that existing laws afforded away to protect
the privacy of the individual, and they sought to explain the
nature and extent of that protection. Focusing in large part on
the press and publicity allowed by recent inventions, such as
photography and newspapers, but referring to violationsin other
contexts as well, they emphasized the invasion of privacy
brought about by public dissemination of details relating to a
person’'s private life. Warren and Brandeis felt a variety of
existing cases could be protected under amore general right to
privacy which would protect the extent to which one’sthoughts,
sentiments, and emotions could be shared with others. They
were not attempting to protect the items produced or intellectual
property, but rather the peace of mind attained with such
protection; they said theright to privacy was based on aprinciple
of “inviolate personality” which was part of a general right of

JMed Internet Res 2013 | vol. 15 | iss. 12 [e283 | p.152
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

immunity of the person: “the right to one’s personality” [22].
Thus, Warren and Brandeis laid the legal foundation for a
concept of privacy that has come to be known as control over
information about oneself [23].

In an attempt to systematize and more clearly describe and
define the new right of privacy upheld in tort law, William
Prosser [24] wrotein 1960 about 4 different interestsin privacy,
or privacy rights:

1. Intrusion upon a person’s seclusion or solitude, or into his
private affairs;

2. Public disclosure of embarrassing private facts about an
individual;

3. Publicity placing one in afalselight in the public eye; and

4. Appropriation of one’slikenessfor the advantage of another
[23].

Prosser noted that the intrusion in the first privacy right had
expanded beyond physical intrusion, and pointed out that Warren
and Brandeis had been concerned primarily with the second
privacy right. Nevertheless, Prosser felt that both real abuses
and public demand had led to general acceptance of these 4
types of privacy invasions. Thomas Nagel, one of the America's
top contemporary philosophers, gives a more contemporary
(philosophical) discussion of privacy, concealment, publicity,
and exposure [25].

More recently, Adam Moore[26], building on the views of Ruth
Gavison [27], Anita Allen [28], Sissela Bok [29], and others
offered a control-over-access account of privacy. According to
Moore, privacy isacultural- and species-relativeright to alevel
of control over accessto bodies or places of information. While
defending the view that privacy isrelativeto speciesand culture,
Moore arguesthat privacy isobjectively valuable: human beings
that do not obtain a certain level of control over access will
suffer in various ways. Moore claims that privacy, like
education, health, and maintaining social relationships, is an
essential part of human flourishing or well-being [23].

In a medical context, as viewed by Allen [13], the privacy at
issue is very often confidentiality [30], specifically the
confidentiality of patient-provider encounters (including the
fact that an encounter has taken place), along with the secrecy
and security of information memorialized in physical, electronic,
and graphic records created as a consequence of these encounters
[30]. Confidentiality is defined as restricting information to
persons belonging to a set of specifically authorized recipients
[13,28,31,32]. Confidentiality can be achieved through either
professional silence, leaning on the moral aspect, or through
secure data management [33], leaning on technologies and
techniques.

The moral significance attached to medical privacy is reflected
in data protection and security laws adopted by local and
national authorities around the world. The point of these laws
is to regulate the collection, quality, storing, sharing, and
retention of health data, including the EHR [13].
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Medical Data L egal Regulationsin the United States
and Europe

United States

In the United States, several prominent cases in the 1990s
aroused public and legal interest in privacy and confidentiality
of medical data. There was no federal law regulating privacy
and confidentiality before 1996. One of the key turning points
was a breach of Nydia Velasquez's medical records during her
campaign for a House seat. At hearings before the US Senate
Subcommittee on Technology and the Law of the Committee
on the Judiciary on January 27, 1994, she said:

...| woke up one morning with a phone call from my
friend Pete Hamill, a columnist at the New York Post.
Hetold methat the night before, the Post had received
an anonymous fax of my records from &. Claire
Hospital. The records showed that | had been
admitted to the hospital a year ago seeking medical
assistancefor a suicide attempt. Hetold methat other
newspapers across the city had received the same
information, and the New York Post was going to run
a front page story the next day. For the press, it was
a big story. For me, it was a humiliating experience
over which | had no control...When | found out that
thisinformation was being published in the newspaper
and that | had no power to stop it, | felt violated. |
trusted the system and it failed me. What is most
distressing is that once medical records leave the
doctor’s office, there are no Federal protections to
guard against the rel ease of that information. In some
States, itiseasier to access a person’smedical history
than it is to obtain the records of a person’s video
rentals... [34]

Many similar stories have urged US legislatorsto adopt federal
regul ationsimplemented under the Health I nsurance Portability
and Accountability Act (HIPAA) of 1996 [35]. Before the
HIPAA, no generally accepted set of security standards or
genera requirements for protecting health information existed
in the health care industry. Under HIPPA, the US Department
of Health and Human Services (HHS) has adopted 5
administrative rules, among them the HIPAA Privacy Rule[36]
and the HIPAA Security Rule [37], the latter complementing
the former. The Privacy Rule deals with all protected health
information (PHI) regardless of the form (ie, including paper
and electronic formats), and the Security Rule deals specifically
with electronic PHI (ePHI).

The HIPAA Privacy Rule, or the Sandards for Privacy of
Individually Identifiable Health Information, is a set of federal
standards to establish protection of certain health information.
The Security Standards for the Protection of Electronic
Protected Health Information (the Security Rule) established
anational set of security standards for protecting certain health
information that is held or transferred in electronic form. The
Security Rule operationalizes the protections contained in the
Privacy Rule by addressing the technical and nontechnical
safeguards that organizations, called covered entities, must put
in place to secure individuals' ePHI. [38]. The Security Rule
specifies administrative, technical, and physical measures that
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must be adopted by covered entities to adequately protect the
privacy and confidentiality of ePHI.

Additionally, the HHS issued a set of rules [39] requiring the
covered entities to notify individuas when their health
information is breached. Furthermore, the covered entity must
inform the HHS Secretary and the mediawhen abreach involves
more than 500 persons; thus, implementing provisions of the
Health Information Technology for Economic and Clinical
Health (HITECH) Act. The rules also apply to the business
associates of the covered entities to notify the covered entity of
events that affect privacy and confidentiality of ePHI at or by
the business associate.

In the Breach Notification Rule [39], the HHS has specified the
encryption and destruction as the technologies and
methodologies that render PHI unusable, unreadable, or
indecipherable to unauthorized individuals. Entities subject to
the HHS and Federal Trade Commission regulations that secure
health information as specified by the guidance through
encryption or destruction are relieved from having to notify in
the event of a breach of such information [39,40].

Europe

In 1995, the European Parliament passed Directive 95/46/EC
on the protection of individuals in regard to the processing of
personal dataand the free movement of such data[41]. Member
States in the European Union can, within the limits of the
provisions of the Directive, determine more precisely the
conditions under which the processing of persond dataislawful.
Based on the Directive, the European Parliament and the Council
on December 18, 2000, adopted the Regulation (EC) No 45/2001
on the protection of individuals in regard to the processing of
personal databy the Community institutions and bodies and the
free movement of such data [42].

Interestingly, Article 8 of the Directive 95/46/EC explicitly
prohibits the processing of special categories of data, including
the processing of data concerning heath. However, the
prohibition does not apply where processing of the data is
required for the purposes of preventive medicine, medical
diagnosis, the provision of care or treatment, or the management
of health care services, and where those data are processed by
a health professional subject under national law or rules
established by national competent bodies to the obligation of
professional secrecy or by another person also subject to an
equivalent obligation of secrecy [41].

Furthermore, Article 17 of the directive prescribes security of
processing. The controller of data must implement appropriate
technical and organizational measures to protect personal data
against accidental or unlawful destruction or accidental loss,
alteration, or unauthorized disclosure or access, in particular
where the processing involves the transmission of data over a
network, and against all other unlawful forms of processing.
Having regard to the state of the art and the cost of their
implementation, such measures shall ensure alevel of security
appropriate to the risks represented by the processing and the
nature of the data to be protected. The controller must, when
processing is carried out on his behalf, choose a processor
providing sufficient guarantees in respect of the technical
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security measures and organizational measures governing the
processing to be carried out, and must ensure compliance with
those measures. Processing by way of a processor must be
governed by a contract or legal act binding the processor to the
controller, stipulating that (1) the processor shall act only on
instructionsfrom the controller, and (2) the obligationsregarding
the appropriate technical and organizational measuresto protect
personal data, as defined by the law of the Member State in
which the processor is established, shall also be incumbent on
the processor. The contract or the legal act between the
controller and the processor relating to data protection and the
appropriate technical and organizationa measures to protect
personal data must be in written form [41].

When personal data are processed by automated means,
measures shall be taken as appropriatein view of therisks. The
measures should ensure that during communication of personal
data and during transport of storage media, the data cannot be
read, copied, or erased without authorization [42].

Directive 95/46/EC has been unchanged in principle since 1995.
At the beginning of 2012, the European Commission proposed
a comprehensive reform of the 1995 data protection rules to
strengthen online privacy rights and boost Europe’s digital
economy. Technological progress and globalization have
profoundly changed the way the data are collected, accessed,
and used. In addition, the 27 EU Member States have
implemented the 1995 rules differently, resulting in divergences
in enforcement. The proposed law would restrict the way
Internet companies can gather, use, and retain the volumes of
personal data that their users post online [43]. Among other
measures, the use of encryption standards may be required in
certain situations (Article 27), and a 24-hour notification rule
is proposed: in a case of a personal data breach, the controller
must notify, without undue delay and, when feasible, not later
than 24 hours after having become aware of it, the personal data
breach to the supervisory authority (Article 28). The European
regulation, once passed, could serve as a template for other
countries as they draft or revise their data protection policies
[44], and it is threatening the current business practices of the
Internet giants, such as Facebook [45].

Technological Similaritiesin Protecting Medical Data
in the United States and Europe

The main difference between the American and European
legislation pertaining to medical dataisin thelevel of detail of
how the data should be protected. The HIPAA and the
accompanying rules, especially the Privacy and Security Rules,
give great detail in how to protect data. In Europe, the detail of
the protection is left to the EU Member States who must apply
national provisions pursuant to Directive 95/46/EC within 3
years from the adoption of the directive.

However, there is one common point: both systems suggest the
use of encryption to protect sensitive data. Although the HIPAA
Security Rule does not dictate the use of encryption, it becomes
an evident choice when considering the HITECH Breach
Notification Rule. Entities covered by therule arerelieved from
having to notify the media and others in the event of a breach
of encrypted information. The EU Regulation (EC) No 45/2001,
based on the Directive 95/46/EC, suggeststhe use of encryption
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when processing data for historical, statistical, or scientific
purposes (Article 4) [42]. On the other hand, local laws of EU
Member States usually do not dictate the use of encryption, as
in case of the Data Protection Act of 1998 in the United
Kingdom [46]. The same, for example, is true for the German
Federal Act on Protection of Data [47]. It seems that
recommendations to use encryption are lowered to the level of
various guidance and recommendations [48,49].

Regardless of the legal system and local rules, the use of
encryption seemsan obvious choicefor protecting medical data.

Technology to I ncrease Confidentiality and Privacy
With Outsourced Data Analyses

The fact that the outsourced data analyses poses a potential
security threat to data has been well known for decades [50].
To protect sensitive data, several techniques have been
developed.

Firstly, the techniques devel oped for the protection of statistical
databases can be used. The goal of thesetechniquesisto disclose
the statistical data (eg, sums, counts, averages, minimums,
maximums) without exposing sensitiveindividual records[51].
In these cases, the sensitive individual data values are either
generalized or not disclosed. In the data analysis world, we
cannot have datathat have been generalized or are not available
at all.

A typical result of anintelligent dataanalysisisaset of decision
rules. A decision ruleis afunction which maps an observation
to an appropriate action. Such rules are typicaly found in a
medical diagnosis process in which several measurements are
observed and an action is taken (eg, adrug is prescribed). For
example, a computer-generated decision rule on generalized
and not disclosed datawould read: if apatient’s 2-hour postload
plasmaglucoselevel is<199 mg/dL and the patient’s body mass
index (BMI) and age are unknown, then diagnosis of diabetes
mellitus is negative. However, the American Diabetes
Association recommends a postload glucose level <155 mg/dL
with a75 g glucoseload [52]. High values may indicate diabetes
and the doctors will not use just a single test result
(measurement) to diagnose diabetes mellitus. If adoctor receives
nondisclosed data (or arule created on nondisclosed data) from
the computer-assisted decision system, she has no use of it
because additional data are needed for the final decision.

Secondly, one can modify the real value of an attribute using a
value-class membership technique or value distortion [53] and
try to reconstruct the original distribution as close as possible
[54]. In the first case, the values are partitioned into a set of
digointed, mutually exclusive classes; for example, the numeric
value of 2-hour postload glucose can be divided into 3 separate
digointed classes (c), 0-139 mg/dL, 140-199 mg/dL, and
200-299 mg/L, written as ¢; = (0..139), ¢, = (140..199), and ¢
= (200..999), respectively. The selection of classes needs to be
done carefully based on the domain knowledge; otherwise, the
approach is useless. In the second case, the values are slightly
changed, namely arandom value drawn from some distribution
is added to the original value. This approach can be used for
numeric attributes (only) and for constructing a classifier [53].
Previous research focused on cases in which the data were
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distorted, expecting that the data were (deliberately) changed
at the entry point into a system. In many cases, the models built
were very sensitive to distorted values. For example, a
computer-generated decision rule on distorted data may read:
if the 2-hour postload plasma glucose level is <150 mg/dL and

the BMI is >35 kg/m? and age is <35 years, then diabetes
mellitus diagnosis is negative, instead of the origina if the
2-hour postload plasma glucose level is <127 mg/dL and BMI

>26.4 kg/m? and age is <28 years, then diabetes mellitus
diagnosisis negative. An action based on awrong decisionrule
can have serious conseguences, especially in casesin which the
values are very sensitive to small changes. However, the
mentioned works are orthogonal to the work presented in this
paper and can be used complementarily, if needed.

Thirdly, the encryption techniques can be implemented so that
the data are encrypted on-site before they are sent for analysis.
An analyst decrypts the data based on a password that was
previously agreed upon and works with the original vaues.
Typically, adata owner storesthe datain an Excel or Word file
and protects it by using the internal protection methods;
dternatively, the data are stored in another format and
compressed using WinZip tools, again protecting it with an
internal protection method. The files are then transported to the
outside world. Such a procedure has many drawbacks. Firstly,
the data are not protected once the outsourced external analyst
receives the files and deactivates the files' internal protection
to accessthedata. The dataare vulnerableto any and all attacks
possible once residing on the analyst’s computer. Secondly, the
password with which thefilesare protected can easily be broken.
A recent study showed that 93% of test files containing sensitive
medical data could be recovered within a 24-hour period by
using commercially available tools [55]. Interestingly, nothing
has changed in the terms of using strong passwords for decades
[56,57]. It can be concluded that passwords will continue to be
the weakness of computing security.

The Contribution

Theaim of the present work isto devel op aprocedure to protect
medical datain such away that the outsourced analyst is capable
of doing analyses on protected data and the results will be
comparable, if not the same, as if they had been done on the
origina data by following the PbD principle. We tested this
hypothesis by determining whether there were differences
between outsourced decision trees built on encrypted data and
the ones built on original data.

Methods

Formal Setting for Encrypting Data for Outsour ced
Analyses

In our proposed method, we avoided the weaknesses of the
previously mentioned approaches. The data values were
encrypted in such away that outsourced dataanalyseswere still
possible, but the dataremain encrypted and protected. Thiscan
be done by using a strong encryption agorithm, such as those
approved by National Institute of Standards and Technology
(NIST): Triple Data Encryption Algorithm (TDEA) [58],
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Advanced Encryption Standard (AES) [59], or Skipjack [60],
so that the security should rely only on secrecy of thekeys[61].

The formalization of the approach is presented in Multimedia
Appendix 1 and is based on the flat file format (in principle, a
textual filewith dataitems separated by acomma), whichisthe
usua format for data analytic tools [62].

The Algorithm for Protection of Data for

Decision-M aking Analyses

We designed an algorithm that encrypts a flat file with plain
text data into an encrypted flat file in such away that external
data analyses are still possible. The algorithm is presented in
Multimedia Appendix 2.

For clarity of the proposed approach, let us take a closer ook
at an experiment with real-world examples from the medical
and life sciencesfields.

Data Collection

For the purpose of demonstrating the usability of the proposed
approach, we used all publicly available datasets from the
University of California at Irvine (UCI) Machine Learning
Repository [63], with the following restriction: the problem task
was classification, data type was multivariate, from the life
sciences area, and the data were in matrix (table) format. The
UCI Machine Learning Repository lists 41 such datasets [64].
We further removed the following 11 datasets. Arcene,
Dorothea, and p53 Mutants (the number of attributes >1000,
the primary task isfeature selection, not classification), both of
the Kyoto Encyclopedia of Genes and Genomes (KEGG)
datasets and the PubChem Bioassay Database (textual data),
Parkinson’s (time series data), and the Thyroid Disease family
of datasets (thetask isfrom domain theory). Next, we used only
original or larger datasets in which several sub-datasets were
available (removed Breast Cancer Wisconsin Diagnostic and
Prognostic, Soybean-small, SPECT Heart). We ended up
experimenting with 30 datasets.

Most of the datasetsin Attribute-Relation File Format (ARFF)
were taken from the Software Environment for the Advancement
of Scholarly Research (SEASR) repository [65], the rest were
converted to ARFF from the UCI repository files by the authors.
The original ARFF files are included in Multimedia Appendix
3.
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Data Processing

For the analytics tool in this experiment, we chose the J48
decision tree builder with standard built-in settings and initial
values, whichisfreely available from the Waikato Environment
for Knowledge Analysis (Weka) project toolkit [62] version
3.6.8. M8 is javarbased decision tree builder based on a
Quinlan’s C4.5 tree induction [66].

First, each original dataset was used to build a decision tree
using the J48 decision tree (see Figure 1). We used 66% of all
dataset items for training and the remaining data were used for
testing the model; therefore, we ignored any separate training
or test set, or any associated cost model.

For each decision tree model, we measured the number of
leaves, size of thetree, and the percentage of correctly classified
instances (see Multimedia Appendix 4). The number of leaves
defines the total number of decision rules included in a tree.
The size of a tree gives the number of nodes (measurements)
in atree: the higher the number of nodes, the more complicated
the rules are. The percentage of correctly classified instances
(ie, accuracy) measures how many mistakes the
computer-generated decision trees make when they are tested
on real-world data. Measuring only the accuracy is not enough
because many different trees based on different data can have
identical accuracy.

Secondly, each data file was protected with the proposed
algorithm (see Multimedia Appendix 5). We implemented a
prototype with limited features in JavaScript language (see
Multimedia Appendix 6). The advantage of using JavaScriptis
that the data are not sent to a server residing elsewhere, but are
processed in a browser locally. We used the AES algorithm
with 256-bit key on all string-, categorical-, or nominal-type
attribute values. For numeric values, we simply multiplied the
original valuesby 2 and added 1, thus hiding the original values.
In red life situations, any numeric transformation preserving
the desired statistical properties of datacan be used [51]. Then,
decision trees were built for each protected dataset with the
same settings as the origina datasets. Finally, the number of
leaves, the size of the tree, and the percentage of correctly
classified instances were measured again (see Multimedia
Appendix 7).
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Figure 1. Weka Explorer user interface showing settings used.
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Hypotheses

For the approach to be useful there should be no statistically
significant difference between the original and encrypted trees
interms of tree size, number of leavesin atree, and the accuracy
of the tree. Our hypotheses were (1) the mean tree size after
encryption would be the same as before encryption, (2) the mean
number of leaves after encryption would be the same as before
encryption, and (3) the mean accuracy after encryption would
be the same before encryption.

Statistical Analysis

The same subject (a decision tree built with a specific dataset)
was observed under 2 different conditions. The*before” samples
were made of decision trees built on origina data, and the
“after” sampleswere made of decision trees built on encrypted
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data. Bootstrapped paired t tests for 2 dependent samples were
used to identify whether significant differences occurred because
of encryption of data on 3 independent variables: tree size,
number of leaves, and accuracy. We considered differences to
be significant at the <.05 level. SPSS version 21 (IBM Corp,
Armonk, NY, USA) was used for analysis.

Results

Differences Between Decision TreesBased on Original
and Protected Data

First, we tested if the decision trees built on origina and
protected datawere different. Table 1 liststhe size of atree, the
number of leaves in a tree, and the percentage of correctly
classified items for each dataset when the tree was built on
original data and when it was built on the protected data.
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Table 1. Results of analyses on original and encrypted datafiles for tree size, number of leaves, and accuracy.

Database name Original dataset Encrypted dataset

Treesize®, n Leaves’, n Accuracy®, % Treesize® n Leaves’, n Accuracy?, %
Abalone 2312 1183 21.97 2312 1183 21.97
Acute inflammations 5 3 100.00 5 3 100.00
Arrhythmia 99 50 71.43 99 50 71.43
Audiology (standardized) 54 32 83.12 54 32 83.12
Breast cancer 6 4 68.04 6 4 68.04
Breast cancer Wisconsin =~ 27 14 95.38 27 14 95.38
(original)
Breast tissue 29 15 47.22 29 15 47.22
Cardiotocography 19 14 98.34 33 25 98.34
Contraceptive method 263 157 55.29 263 157 55.29
choice
Covertype 29,793 14,897 93.59 29,793 14,897 93.59
Dermatol ogy 41 31 92.74 41 31 92.74
Echocardiogram 9 5 70.37 9 5 70.37
Ecoli 43 22 78.95 43 22 78.95
Haberman's survival 5 3 75.96 5 3 75.96
Hepatitis 21 11 79.25 21 11 79.25
Horse colic 29 18 68.55 29 18 68.55
Iris 9 5 96.08 9 5 96.08
Lung cancer 16 10 63.64 16 10 63.64
Lymphography 34 21 78.00 34 21 78.00
Mammographic mass 15 12 82.26 15 12 82.26
Mushroom 30 25 100.00 30 25 100.00
Pima Indians diabetes 39 20 76.25 39 20 76.25
Post-operative patient 1 1 70.97 1 1 70.97
Primary tumor 88 47 39.13 88 47 39.13
Seeds 15 8 97.18 15 8 97.18
Soybean (large) 93 61 90.52 93 61 90.52
Spectf heart 17 9 66.67 17 9 66.67
Statlog (heart) 45 27 76.09 45 27 76.09
Yesst 369 185 58.81 369 185 58.81
Zoo 17 9 94.12 17 9 94.12

@\umber of nodes (measurements) in atree.
PNumber of decision rulesin atree,

CPercentage of correctly classified original items with respect to all items (ie, the number of times the tree's rules lead to the right decision).
dPer(:entage of correctly classified encrypted items with respect to all items (ie, the number of timesthe tree's rules lead to the right decision).

Theanalysis of the results showed that all but 1 of the encrypted
decision trees were identical to the original ones on all 3
attributes: tree size, number of leaves, and accuracy. The only
difference was with the tree built on the Cardiotocography
dataset, in which the size of the tree and the number of leaves
were different (tree size: 19 vs 33; leaves: 14 vs 25 for original
and encrypted datasets, respectively). The difference is due to
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internals of the algorithm building adecision tree; the algorithm
decides how to build the decision tree based on the measurement
values, when they are the same, the decision how to build is
based on the measurement names, which are not preserved with
encryption. Because the values are the same, the induced
decision trees are different only in the structure and not in the
accuracy or the meaning of the rules.
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Wetested our hypotheses by using bootstrapped paired samples
t tests, (see Multimedia A ppendix 8). The paired samplesresults
are shown in Table 2.

The unusually high standard deviation indicates the presence
of outliers in the data. The outliers are in the Abalone and
Covtype data. Outliers tend to increase the estimate of sample
variance; thus, decreasing the cal culated t statistic and lowering
the chance of rejecting the null hypothesis. Therefore, we used
bootstrapping for the paired samples test, which makes no

Table 2. Paired samples statistics.
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assumption about underlying population distributions[67]. The
results of the bootstrapped paired samples tests are presented
in Table 3.

With a significance of P=.19, we cannot reject the hypotheses
that the mean difference in tree size and in number of leaves
would be the same as before encryption. The before and after
samples are the same, so weretain the hypothesis that the mean
accuracy after encryption would be the same as before
encryption.

Pairs Mean SD SEM
Pair 1, n=30
Original size 11181 5432.1 991.8
Encrypted size 1118.6 5432.0 991.8
Pair 2, n=30
Origina leaves 563.5 2715.7 495.8
Encrypted leaves 563.7 2715.7 495.8
Pair 3, n=30
Original accuracy 0.763% 0.189 0.034
Encrypted accuracy 0.763% 0.189 0.034

#The correlation and t test cannot be computed because the standard error of the difference is zero.

Table 3. Bootstrapped paired samples test results.

Pairs Mean Bias SEM 95% Cl P
Pair 1: Original size-encrypted size -05 -0.3 04 -2.1,-05 19
Pair 2: Original leaves—encrypted leaves -0.2 0.1 0.2 -0.9,-0.2 19

Usability of Encrypted Decision Trees

Secondly, we tested whether a decision tree built on encrypted
data could be of any useto the data owner and how to make use
of it. We will demonstrate the approach with the Pima Indian
Diabetes Dataset [68,69]. This dataset has 768 instances and 8
attributes (columns or measurements that describe each
instance): number of times pregnant (preg); plasma glucose
concentration after 2 hours in an oral glucose tolerance test in
mg/dL (plas); diastolic blood pressurein mm Hg (pres); triceps
skin fold thicknessin mm (skin); 2-hour serum insulinin pU/mL
(insu); BMI in kg/m? (mass); diabetes pedigree function (pedi);
and ageinyears (age). Thefinal prediction class, actually arule
based on measurements, was tested negative for diabetes
(tested negative) or tested positivefor diabetes (tested positive).

Based on the data, an external analyst (amedical expert) should
be able to construct a decision tree that would be able to assist
in diagnosing diabetes mellitus for each individual represented

http://www.jmir.org/2013/12/e283/

by datavaluesin arecord (tupl€e). The decision tree constructed
from the original plain text dataset is depicted in Figure 2. The
same tree built on encrypted datais depicted in Figure 3.

Thetreesareidentical, except for the attribute names and val ues,
which are encrypted. For example, if the data owner would like
to decrypt the encrypted decision rule (see Multimedia A ppendix
2), which would read “if [encrypted data]<255 and [encrypted
data]>53.8 and [encrypted data]<57 then [encrypted answer]”,
asseeninlines 1, 3, and 4 from the pruned decision tree, he or
shewould simply query thelookup table using Structured Query
Language (SQL) or any SQL-based graphical tool [70]. Thelist
of queries and the results are shown in Table 4.

Thus, the final decision rule, which was previously encrypted,
now reads. IF 2 _hr_postload plasma glucose <= 127 [
body mass idx > 26.4 [ age <= 28 THEN tested negative (if
2-hour postload plasma glucose level is <127 mg/dL and BMI
>26.4 kg/m? and age <28 years then predict negative diabetes
diagnosis).

JMed Internet Res 2013 | vol. 15 | iss. 12 |€283 | p.159
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH Brumen et &

Figure 2. Decision tree model to assist diagnosing diabetes mellitus built with plain text data from the Pima Indians Diabetes Dataset.

Scheme: weka.classifiers.trees.J48 -C 0.25 -M 2
Relaticn: pima_diaketes
Instances: 7ai
Attributes: 9
prag
plas
pres
=kin
insu
mase
pedi
age
class
Test mode:split 66.0% train, remainder test

=== Classifier model (full training set) ===

J48 pruned tree

plas <= 127
mass <= 26.4: tested_negative (132.0/3.0)
mass > 26.4
| age <= 28: tested_negative {(180.0/22.0)

age > 28
plas <= 99: tested_negative (55.0/10. M
plazs > 99

| pedi <= 0.56l: tested negative (84.0/34.0)
paedi > 0.561

| preg <= 6
| age <= 30: tested positive (4.0)
| age > 30
| | age <= 34: tested negative (7.0/1.0)
| age > 34
|
|

|
| | masgs <= 33.1: tested positive (6.0)
| | masgs > 33, 1: tested_negative (4.0/1.0)

|
|
|
|
|
|
|
|
| preg » G tested positive (13.0)

mass <= 29.9
plas <= 145: tested negative (41.0/6.0)

plas > 145

| age <= Z25: tested_negative (4. 0)
age » 25
| age <= 61

mass <= Z7.1: tested positive (1Z.0/1.0)

mass > 27.1

| pres <= 82

| | pedl <= 0.3%6: tested positive (8.0/1.0)
| | pedi » 0.3%96: tested negative (3.0)

| pres > 82: tested_negative (4.0)

| age » 6l: tested negative (4.0)

|

|

|

|

|

|

|

|

|

|

|

|

|

|

|

|
plas > 1
|

|

|

|

|

|

|

|

|

|

|

|

|

|

| plas <= 187

| | pres <= 6l: tested_positive (15.0/1.0)
| | pres > B1

| | | age <= 30: tested negative [40.0/13.0)
| | | age > 30: tested positive (60.0/17.0
| plas > 157: tested pozitive (8Z.0/1Z.0

Number of Leaves : 20

Size of the tree : 39

Time taken to build model: 0.01 seconds

=== Evaluation on test split ===

=== Jummary ===
Correctly Classified Instances 199 76.2452 %
Incorrectly Classified Instances 62 23.7548 %
KEappa statistic 0.4342
Mean aksolute error 03185
Root mean squared error 0.4059
Relative absclute error 69.2946 %
Root relative squared error 86.7189 %
Total Numbkber of Instances 261
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Figure 3. Decision tree model to assist in diagnosing diabetes mellitus built with encrypted data.

Scheme:weka. classifiers. trees. J46 -C 0.25 -M 2

Relation: U2F=dGVkX 1/ GushGrsbGrrggtMLefGvhy EmUHQe GMIg=
Instances: 768
Attributes: 9

UZFsdGVvkX 1/ GusbGrsbGrvt rhfwabZ 3/ zMrMCeledco=
U2F=dGVkx 1/ GxsbGxsbGrqIGWHYRVL1/ Ghr/VuGPcjE=
UZ2FsdGVkX 1/ GusbCxusbGroX ZvLWdQ43d0spjoXWint U=
U2FsdGvkxX 1/ GrsbGxsbGiPQINvLyNnZ2q+B49Kr0Z2EF 8=
UZ2F=sdGVkX 1/ GrsbGrsbGxkrhAq+ vRRBRIThgB7 83X Dw=
U2F=dGVkx 1/ GxsbGxrsbGrnCugiMELY 1K+ ndRE E KNwEw=
UZFsdGVkX 1/ GushbGrsbGusIlyZav/D2Z21 ri o 9 7xWM=
UZFsdGVkX 1/ GushbGrsbGxht 0/ 44ac] je2 SKEM11dOz 4=

class

Test mode:split 66.0% train,

remainder test

=== Claszzifier model (full training set) ===

J48 pruned tree

UZFsdGVEX 1/ GushbeushGrgIGHWHYEV11/Ghr/VuGPcjE= <= 255

U2FsdGVkX 1/ GusbGusbexnCugqiMBt Y 1K+ ndRFEFNwEw= <= 53.8: UZFsdcvkX1/GrsbGusbGukb606I1Z7BOpRE5reBgd0i0=

UZFsdGVkH L/ GrsbGrsbGxnCuqWMEt Y 1K+ ndRFEENwEw= > 53.8

| UZF=dGVkil/ GrsbGrsbGxzht 0/ 44ac]je25KEW11d024= <= §57:
UZ2FsdGvkxl/ GusbGrsbGrht 0/ 44acije28K5W1ldoz4= > 57
UZF=deVkX1/ GeebGrsbGxgIGWHYKV11/ Ghr/ VuGPcjE= <= 189:
UZFsdGVkX1/ GusbGrsbExqIGWHYKV11/ Ghr/ VuGPcjE= > 199
U2F5dGVEXL/ GresbGrsbGrs Jly2av/D2Z21iri 8o 7= <= 2.12:
U2FsdGVEX1/ GrsbGrebGrs Jly2av/D2EZ21iriSo37xWM= > 2.12
U2FedGVkil/ GesbGrebGrvtrbfwab23/ zMrMCelclBeo= <= 13
UZ2FsdGvkx 1/ GrsbGrebGxrht 0/ 44ac]je28K5M11do24= <= &1:
UZFsdGVkE 1/ GushbGresbGxht 0/ 44ac]je28KOW11do24= > A1

| | | | UZF=dGvkx 1/ GusbGrsbGuvtrbfwab23/ zMrMCeleboo= > 13:

UZF=devkxl/ GrsbGrabGxkb606I1 Z7BQpRS rsBg40i0=

UZFedGVk® 1/ GusbGzsbGrkb QAL Z7BOpREreBg40i 0=

Brumen et d

(132.0/3.0)

(180.0/22.0)

(55.0/10.0)

U2F=dGVkX1l/ GesbGrsbGrkbEQ6I127BOpRorsBgd0i0= (84.0/34.0)

UZFsdGVkX ]/ GrebGrebGxmPR/ 632n/ 4QY76/ 274X Inc= (4. 0)

UZFsdGVki1l/GxesbGrsbGxht 0/ 44ac]]e28K5W11d24= <= £9: UZFsdsVk¥1/GxsbGxzsbGxrkbAQAI1Z7BQPRESrsBg40i0= (7.0/1.0)

UZFsdGVKN 1/ GusbGusbGrht 0/ 44acije28K5W11dQ24= > 69

| U2FsdGVkx 1/ GxsbGxsbGrnCugWMBt Y 1K+ndRFEKNwEw= <= £7.2:
| U2FsdGVkX 1/ GushGrsbGenCugiM Bt Y1K+ndRFEKNwEw= > 67.2:

UZF5dGVkH L/ GrsbGrsbexnCuqWMEt Y 1K+ ndRFEENwEw= <= 60.8

| UZF=dGvkil/ GrsbGxsbGeqIGWHYKV11/ Ghr/ VuGPcjE= <= 291:

UZ2FsdGvkxl/ GusbersbGrqIGWHYKV1 1/ Ghr/ VUGPCc]E= > 291

UZF=deVkX1/ GeebGrsbGxht 0/ 44ac] je25KEW11d024= <= 51:

UZFsdGVkX1/ GusbGrsbGxht 0/ 44ac] Je28KEW11d024= > 51
| U2FsdGVkxl/ GrshGasbGzht0/ 44ac]je2SKEW11d4024= <= 123

U2FsdGvkil/GrsbGrsbGrkb6QAI1 Z7BQRpRE reBg40i 0=

U2Fsdevikxl/ GeebGrsbGrkbAQAI1 Z7BORpRErsBgd0i 0=

| UZF=
| UZF=
| |

|

|

|

|

|

|

|

|

|

|

| | |
i)

|

|

|

|

| | |
|

UZF=dGvk¥1/ GrsbGrsbCuqICWEYKV1 1/ Ghr/ VuGPcjE= > 315:

Number of Leaves

Size of the tree

Time taken to bu

Evaluation o

|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
UZ2FsdCvk¥ 1/ CusbCrsbSuqICWHYEV] 1/ Ghr/VuGPejE= > 255
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|

|
| UZFsdevkxl/ GeebGeebGenCugqiM Bt Y1K+ ndREEKNwEw= > 55.2

| | UZFsdGVkX 1/ GrsbGrshGroX ZvIMdQ43d0spiQXWinf U= <= 165
| | | UZ2F=dGVk¥1l/GusbGrsbGrsIly2av/D2Z22iri 8o 74WM= <= 1.79:
| | | UZFsdGVki1l/GrebGrebGreIly2av/D2Z2iriSe37=WM= > 1.79:
| | U2FsdeVkX 1/ CusbGusbCuod ZvINdQ43d0spj ¥Minf U= > 165:

AGVEX1/ GxsbCusbGuoX ZrLidQ43d0spjMinfU= <= 123: UZFsdcvkX1/GCusbGusbSumPb/ 632Zm/ 4QY7G/ 27ANIme=

devkx1/ GrsbGrsbGxoXZvLWdQ43dQap i QxWinfu= > 123

UZF=deVkx 1/ GusbexrsbGxm PR/ 632m/ 40776/ 27AKInc= (6.0)
U2FzdGVk¥l/ GesbGrsbGrkbeQ6I1 Z7BQpRorsBg40i0= (4.0/1.0)
UZF=sdevkXl/ GresbeushbGum PP/ 632m/ 4QY 76/ 27AXIne= (13.0)

(41.0/6.0)

(4.0)

UZFsdGvkX 1/ GesbGrebGenCuqiMEtY1K+ ndRFEKNwEw= <= 55.2: UZ2F=dcvk¥l/GxsbGxsbGxmPE/ 63IZm/ 40Y76/ 274X Inc= (12.0/1.0)

UZFsdevk¥l/ GushGusbeum PR/ 632m/ 40Y 76/ 27AXIme= (6.0/1.0)
UZFsdGVkE 1/ GxsbGrsbGrkbEQATI1Z7BQpRSreBgd40i0= (3. 0)

UZ2FsdGVkH 1/ GushbGrsbGxrkb606I 1 Z7BQpRS reBgd0i0= (4.0)

U2FsdGvkH1/ GusbGxebGzht0/ 44ac]je28K5W11d024= > 123: UZ2FsdGVkx1l/GxsbGrsbGxrkbEQAT1Z7BOpRErsBg40il= (4.0)

ZFsdGVkH L/ GrsbGrsbGrnCugqWMEt Y 1K+ ndRFEENwEw= > 60.8
UZ2FsdGvkxl/ GusbersbGrqIGWHYKV11/ Ghr/ vuGPciE= <= 315

(15.0/1.0)

U2FsdGVkH1/ GusbGxebGzht0/ 44ac]je28K5W11d024= <= 61: UZ2FsdGVkxl/GxsbGxzsbGzkbAQAI1Z7EQpRSreBg40il= (40.0/13.0)
UZFsdevkxl/ GusbGrsbexht 0/ 44acjje28sKoWlldo24= > 6l: UZFsdGVEXLl/GusbGushbGHMPE/ 632m/ 40Y 76/ 27AXInc= (60.0/17.0)

20

38

ild medel: 0.01 seconds

n test split ===

Summary
Correctly Classified Instances 199 76.2452 %
Incorresctly Classified Instances 62 23.7548 &
Kappa statistic 0.4342
Mean absolute error 0.31z25
Root mean squared error 0.405%9
Relative absolute error 69,2046 %
Root relative squared error 86.7189 %
Total Number of Instances zel

http://www.jmir.org/2013/12/e283/

U2FsdeVkX1l/ CusbCusbhoun DD/ 632w/ 40Y 76/ 2 7TAXN Ine=

(92.0/12.0)
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Table4. List of queriesfor transforming encrypted datato original.

Brumen et d

Query

Result

SELECT origina_atribute FROM lookup_table WHERE renamed_attribute=" U2FsdGV kX 1/Gxs-

bGxsbGXqIGWHY K VI1/Ghr/VuGPG E="

SELECT origina_value FROM lookup_table WHERE encrypted_value=255 AND at-

tribute_name="2_hr_postload plasma_glucose”

SELECT origina_atribute FROM lookup_table WHERE renamed_attribute=" U2FsdGV kX 1/Gxs-

bGxshGxnCugqWM8tY 1K+ndRFEK Nw6ew="

2_hr_postload_plasma_glucose

127

Body mass index

SELECT origina_value FROM lookup_table WHERE encrypted_value=53.8 AND at- 26.4
tribute_name="Body mass index”

SELECT origina_atribute FROM |ookup_table WHERE renamed_attribute=" U2FsdGVkX1/Gxs- Age
bGxsbGxht0/44acjje2SK5W11dQ24="

SELECT origina_value FROM lookup_table WHERE encrypted_value=57 AND at- 28
tribute_name="Age"

SELECT origina_vaue FROM lookup_table WHERE encrypted_value=" U2FsdGVkX1/GxshGxs- Tested negative

bGxkb6Q611Z7BQpR5rsBg40i0=" AND attribute_name="Class’

Discussion

Principal Findings

This study evaluated the use of a proposed agorithm on 30
publicly available datasets from the UCI repository. The aim
of the study was to assess whether analyses on properly
protected and encrypted data are possible without a data anal yst
having access to the original plain text data, which may not
alwaysbe available because of internal and external restrictions
of health care provider institutions.

The analysis showed that the results of building decision trees
on original and protected (encrypted) data using the proposed
algorithm arevirtually identical. Thetreeswere not significantly
different based on the bootstrapped t tests (P=.19).

A decision tree, built on protected data (and the data
themselves), isuselessfor an adversary because al the dataare
encrypted. The data owner can query the original source data
to transform the encrypted data back to readable plain text.

Use Cases and Limitations

There are 3 scenarios or reasons why one might consider using
our solution. First, a lack of knowledge and expertise within
the hedlth care ingtitution may prevent data processing for
decision-making analyses. Secondly, the available resources
may not be adequate to perform the analyses. Thirdly, the
adherence to an organization’s security policy (eg, based on a
need-to-know basis) may not allow for the analyses to be
performed on unprotected data. L et us discuss the scenariosin
more detail.

The first scenario is when there is a lack of knowledge to do
the actual data processing for decision-making purposes and
knowledge discovery. In the future, in-house data scientists may
be trained so that this becomes less of a practical issue in the
business context, but it may reman in the health care
environment where the core business is providing health
care—related services, not data analyses.

The second scenario is about the lack of computing-related
resourcesthat may be availablewithin the health careinstitution.

http://www.jmir.org/2013/12/e283/

Although the proposed solution is demonstrated using
open-source tools and datasets, customized third-party tools
may be needed, which would involve third-party specialistsin
decision making. When the reason to outsource is because of
insufficient computing resources (eg, computing power or
storage capacity), one may consider using cloud computing
services. These services still need to address the privacy issues
(eg, [71,72]), dthough it is feasible to scale the proposed
approach to use multiprocessor power available in the cloud
computing environment [73-75].

The third scenario addresses the restrictions imposed on data
processing that might exist within the organization because of
internal or external rules and regulations. A restriction about
data processing could have been set by an internal security
policy [76], such as when a security policy based on a
need-to-know ruleisenforced (eg, [77-79]). The need-to-know
rule specifies that the access to sensitive (medical) data is
allowed only to those who need to know these data to perform
their jobs. Typically, only medical personnel (doctors, nurses)
need to have access to specific records to perform their job.
Data analysts do not need the access to the undisclosed and
unprotected datato perform their job. Rather, they can perform
their duties on encrypted data, as suggested by our approach.

All 3 scenarios indicate that the data owner wants to outsource
the ability to process the data without actually giving the
processor access to it. This may seem contradictory, but we
have shown that our approach is feasible if the data are
encrypted. In this case, the data processor does not have (nor
does she need) the key to decrypt the data, so she does not have
the access to the plain text data. The data are safe even when
being processed by athird party, or internally when the security
policy requiresit to be.

Nevertheless, an important limitation should be highlighted.
Namely, the plain text data need to be either in numeric or
textual (categorical or strings) form. The approach does not
support the data mining or decision making on purely textual
data. For theseto be supported, further work is needed, including
the incorporation of a homomorphic encryption scheme [80].
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Nonetheless, most of the existing decision-making tools use
numeric or categorical data.

Comparison With Prior Work

The approach developed within our study can be used in
conjunction with approaches presented by Adam and Wortman
[51], Agrawal and Aggarwal [54], or by Agrawa and Srikant
[53]. The approaches developed or presented by these authors
aim toward blurring or not disclosing the original data. Their
approach would produce dightly different analysisresultsif the
origina data were used. Our approach can, nevertheless, be
applied after one of the previously developed approaches to
fully prevent reconstructing the origina data by means of
statistical disclosure mechanisms.

The proposed solution follows the 7 principles[81] of the PbD
[9-11] framework:

1. Proactive not reactive, preventive not remedial: Data are
preventively encrypted so any disclosure has no
intermediate consequences.

2. Privacy as the default setting: The maximum degree of
privacy is delivered by ensuring that personal data are
automatically protected in any given IT system or business
practice.

3. Privacy embedded into design: Privacy is embedded into
the design and architecture of health care IT systems and
business practices.

4. Full functionality-positive-sum, not  zero-sum:
Accommodate all legitimate interests and objectives in a
positive-sum win-win manner, not through a dated,
zero-sum approach, where unnecessary trade-offsare made.
The pretense of false dichotomies, such as privacy vs
security, isavoided demonstrating that it is possibleto have
both.

5. End-to-end security-full lifecycle protection: By having the
encryption embedded into the system before the first
element of information is stored, the protection is extended
throughout the entire lifecycle of the data involved,
including during processing.

6. Vishility and transparency (keep it open): The component
parts and operations, as proposed by our approach, remain
visible and transparent to users and providers alike.

7. Respect for user privacy (keep it user-centric): By using
the approach, the architects and operators are required to
keep the interests of the individual uppermost by offering
such measures as strong privacy defaults.

Conclusions

Medical data stored in online systems are true goldmines.
However, if they are not analyzed, they are useless. The problem
of data analyses within health care organizations is that these
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organizations' primary focus is providing health care services
and they rarely have enough computing and employee resources
to do the analyses. The obvious choice is to use externa
third-party analysis services. However, exporting sensitive
medical datato the outside world can be exposed to significant
risks and keeping the medical data safe within health care
organizations is also an organizational and technological
challenge. Being responsible for someone else’s potential
mistakes can easily tip the decision toward not using external
analyses. Because of time constraints, many health care goals,
and the tasks or decisions needed to pursue those goals, these
are intentionally deferred until a future opportunity [82], if it
ever comes.

It was observed that traditional EHRS have no security guarantee
outside the health care service domain [15,16]. The technology
that can help is available: the proposed algorithm can be
considered as an interface between adata owner from the health
care service domain on one side and an outside data analyst on
the other side. The design of the algorithm is such that the data
are protected in a manner that data analyses are still possible,
yet not decipherable by athird party at the sametime. Thus, the
algorithm conforms to the strict regulations regarding the use
and processing of medical data, such as the HIPAA rules and
the EU’s Directive 95/46/EC. Any potential breach that would
involve the data protected with the proposed a gorithmis exempt
from the HITECH Breach Notification Rule.

In our study, we investigated the feasibility of using encryption
within the decision-making process. We tested our approach
on 30 databases only. As a part of our future work, further
studieswith different databases and different types of decisions
will be performed to confirm this study’s results.

Theresults of our research confirm that data analyses conducted
on protected data can be equivalent to those on original
unprotected data. Thisstudy’sresultsare promising and provide
evidence that the method works. However, more study is needed
to show that the method worksin all cases.

The procedure can be fully automated. The data owner and the
data analyst can seamlessly exchange the data and the results.
Importantly, the data and the results are safe while in transit
and during processing with the data analyst. The data analyst
is not required to implement any additional security measures
because these were already implemented at the data owner’s
side. The proposed approach is compatible with al 7
foundational principles of the PbD framework. By following
the PbD framework, we can harness large amounts of data to
gain valuable insights into the health system and the health of
populations to improve clinical outcomes and achieve cost
efficiencies without intruding on privacy [83].
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Multimedia Appendix 2
The algorithm for protection of data for decision-making analyses.

[PDE File (Adobe PDF File), 120K B - jmir_v15i12e283 app2.pdf ]

Multimedia Appendix 3
Datasets from UCI Repository in original UCI format and/or ARFF format.

[ZIP File (Zip Archive), OMB - jmir_v15i12e283 app3.zip ]

Multimedia Appendix 4
Decision trees built on original data.

[ZIP File (Zip Archive), 230KB - jmir_v15i12e283 app4.zip ]

Multimedia Appendix 5
Datasets from UCI Repository in ARFF format, protected with the proposed algorithm.

[ZIP File (Zip Archive), 11MB - jmir_v15i12e283 app5.zip ]

Multimedia Appendix 6
The proposed al gorithm prototype with limited functionality implemented in JavaScript.

[ZIP File (Zip Archive), 13KB - jmir_v15i12e283 app6.zip ]

Multimedia Appendix 7
Decision trees built on protected data.

[ZIP File (Zip Archive), 280K B - jmir_v15i12e283 app7.zip ]

Multimedia Appendix 8
SPSS files with result of bootstrapped two dependent samples paired t test.

[ZIP File (Zip Archive), 14KB - jmir_v15i12e283_app8.zip ]
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Abstract

Background: Thereisagrowing number of Internet-based approachesthat offer young people screening for sexually transmitted
infections.

Objective: This paper explores young men's views towards the barriers and facilitators of implementing an Internet-based
screening approach. The study sought to consider ways in which the proposed intervention would reach and engage men across
ages and socioeconomic backgrounds.

Methods: This qualitative study included 15 focus groups with 60 heterosexual young men (aged 16-24 years) across central
Scotland, drawn across age and soci oeconomic backgrounds. Focus groups began by obtaining postcode datato all ocate participants
to a high/low deprivation category. Focus group discussions involved exploration of men’'s knowledge of chlamydia, use of
technology, and viewstoward Internet-based screening. Men were shown sampl e screening invitation letters, test kits, and existing
screening websites to facilitate discussions. Transcripts from audio recordings were analyzed with "Framework Analysis'.

Results:. Men's Internet and technology use was heterogeneous in terms of individual practices, with greater use among older
men (aged 20-24 years) than teenagers and some deprivation-related differencesin use. We detail three themesrelated to barriers
to successful implementation: acceptability, confidentiality and privacy concerns, and language, style, and content. These themes
identify ways I nternet-based screening approaches may fail to engage some men, such as by raising anxiety and failing to convey
confidentiality. Men wanted screening websites to frame screening as a serious issue, rather than using humorous images and
text. Participants were encouraged to reach a consensus within their groups on their broad design and style preferences for a
screening website; thisled to aset of common preferencesthat they believed werelikely to engage men across age and deprivation
groups and lead to greater screening uptake.

Conclusions: The Internet provides opportunities for re-evaluating how we deliver sexual health promotion and engage young
men in screening. Interventions using such technology should focus on uptake by age and socioeconomic background. Young
people should be engaged as coproducers of intervention materials and websites to ensure messages and content are framed
appropriately within a fast-changing environment. Doing so may go some way to addressing the overall lower levels of testing
and screening among men compared with women.

(J Med Internet Res 2013;15(12):€265) doi:10.2196/jmir.2628
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Introduction

Chlamydia trachomatis is a common bacterial sexualy
transmitted infection (ST1) inthe United States, United Kingdom
(UK), and other European countries[1-3] and disproportionately
affectsyoung people under 25 years of age. Chlamydiahasbeen
referredto asa“silent epidemic” or “silent infection” dueto its
largely asymptomatic course [4,5], which providesyoung people
with no or few visible cues with which to seek health care.
Chlamydia can be identified via screening (“members of a
defined population, who may not know they are at risk of a
disease or its complications, are asked a question or offered a
test to identify those who are more likely to be helped than
harmed by further tests or treatment”) [6]. Screening can be
opportunistic (“a health professional offers a screening test to
patients attending health care or other defined settings for
unrel ated reasons; the onusison the health professional to repest
thetest offer at appropriateintervals’) or proactive (* population
registers are used to invite members of the population at risk
for screening at appropriateintervals’) [6]. A screening program
isone in which there is systematic and organized provision of
regular chlamydia testing to reach a defined
population—whether by opportunistic or proactive approach
[2]. A survey by the European Centre for Disease Prevention
Control (ECDC) in 2008 reported no organized chlamydia
screening activity across almost half of the countries surveyed
[7]; however, nine countries, including France, Ireland, and the
Netherlands, had plans to introduce screening programsin the
future. More recently, Low et a (2012) conducted a
cross-sectional survey of 33 European countriesto assess current
and planned chlamydiacontrol activities[8]; they also identified
nine countries with plans to introduce a screening program
(Bulgaria, Finland, Greece, Luxembourg, Slovenia, Turkey,
Norway, France, Netherlands), with Norway being the only
country exploring and planning a proactive screening approach.
An opportunistic screening program has been operating in
England since 2007, but as health is devol ved within the United
Kingdom this does not extend to Scotland, Wales, or Northern
Ireland, which have no program.

A number of studies have explored the feasibility and
acceptability of home-based sampling, based on uptake, since
the introduction of urine-based testing around 2000 [9].
Collectively, these studies indicate that such screening
approaches are acceptable and feasible, across a range of
populations, settings, and methods (for example, direct mailing
of test kits or requests made online) [10]. Studies of home
collection of urogenital specimens for direct mailing to a
laboratory for testing have been facilitated viawebsites such as
“l1 Want The Kit” [11] and have found such a method to be
acceptableto men. While many early studiesfocused on women,
more recent work has provided evidence on men'’s responses
to screening invitations and moved the evidence-base toward a
more nuanced understanding of acceptability beyond simple
uptake rates. For example, an ongoing tria in the Netherlands
examining Internet-based screening assessed acceptability via
guestionnaires [12] and found nonresponse to the screening
offer was not due to a lack of Internet access, but was largely
based on perceptions of individual risk.
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Technology, such as websites, mobile (cell) phones, and short
messaging services (SMS or “texts’), offers exciting
opportunities for non-clinical approaches to offer convenient,
easy, and confidential services, which fit with what young
peopl e report they prefer [13]. Smartphone ownership—phones
based on an operating system such as Android, Blackberry, or
i0S, with Web access, “apps’, and ability to synchronize
email—isincreasing, particularly over recent years and among
younger people [14]. This increases opportunities to deliver a
service straight into young people’'s pockets and for
interventionsto be available when young people demand them.
Thefeasibility and acceptability of different forms of technology
in sexual health promotion are being explored, with emerging
evidence of increased acceptability and effectiveness [15-19].
Recent service-focused findings demonstrate technology
facilitates improvements in partner notification, access to
diagnostic tests such as chlamydia screening, appointment
keeping, and notification of medical investigations [18,20-25].
The neighboring literature on HIV prevention suggests
information and communication technology (ICT) has the
capacity for broad diffusion of prevention activities as well as
targeting and tailoring of services and messages [21,26]. A
particular strength isthe ability of ICT to enable a shift toward
routine testing, with reduced time burdens and costs [21].

Continued exploration and evaluation of these screening
approaches should take account of not just the reach of
screening—in terms of overall numbers of people screened as
a proportion of those eligible for screening—but also the
variation in testing by, for example, age, gender, and class, or
combinations in terms of intersectionality. This kind of
monitoring will contribute to a greater understanding of
inequalities in screening uptake [27]. Currently, men are most
often included at the periphery of chlamydia screening
approaches and programs, mostly viapartner notification. Even
efforts to target men alongside women have resulted in more
women being screened than men, which results in missed
opportunities for men and al so missed opportunitiesfor primary
prevention for women—as screening men reduces the preval ent
reservoir of infection from which women acquire chlamydia
[28]. Economic modelling, which explored the options of men
being included as primary screening cases or via partner
notification, found the former would lead to afaster and greater
reduction in overall prevalence [29]. Sheringham et al (2011)
explored social variations in the delivery of the National
Chlamydia Screening Programme (NCSP) in England to assess
whether screening was reaching those in deprived areas of
England [30]. They found screening coverage was highest in
more socioeconomically deprived areas where chlamydia
positivity was aso highest. However, Woodhall et a (2012),
who also analyzed data from the NCSP in England to describe
who was using an Internet-based screening approach, found
Internet-based testing was more evenly distributed across areas
of high deprivation than either clinic or community-based
approaches within the NCSP [31]. It may be that the Internet
has driven, or at least in some way facilitated, a greater uptake
among young people in deprived aress.

Although somewhat limited, there is growing evidence of what
encourages young people to engage with a screening offer in
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thefirst place. Internet-based interventions, such asthat by Kang
and colleagues [32], suggest the method of contacting young
people (eg, email) may have animpact on engaging them. Other
work, such as “Sexunzipped”, provides a window into what
young people want from a general sexual health website [33].
In the Sexunzipped study, the focus group data with 67 young
people aged 16-22 years found a desire for straightforward
information, a degree of interactivity with peers online, and to
seethemselvesinimages or video material online[33,34]. This
study is a good example of involving young people in shaping
the design of online sexual health interventions; nevertheless,
we have apaucity of datathat involves young people themselves
as co-producers of interventions and assesses whether this
affects the effectiveness of chlamydia screening efforts. It may
be challenging to take the time to seek young people’s views
and integrate them into intervention designswithin afast-paced
environment of shifting technology, but such challenges should
be faced if it leads to a highly acceptable sexua health
intervention for young people.

The intent of this study was to gather evidence to inform the
subsequent design of an Internet-based approach to chlamydia
screening targeting young men (aged 16-24 years). To aid the
development of our intervention, we aimed to explore the
barriers and facilitators to implementing an Internet-based
chlamydia screening approach, including the acceptability of
such an approach. We sought to explore differencesin the views
of young men, by sample characteristics including age group
(16-19 years and 20-24 years) and deprivation.

Methods

Design and Setting

Participants were selected purposely to include a range of
characteristics, including age, level of deprivation in their area
of residence, ethnicity, residing in an urban or semi-rural area,
and current employment status (unemployed, in school, or
employed). We aimed to recruit an even number of groups by
age group (split into two groups: 16-19 years and 20-24 years).
We also made a deliberate effort to recruit men from areas of
high deprivation, using the Scottish Index of Multiple
Deprivation (SIMD) to identify areas of high and low
deprivation across central Scotland. The SIMD is ameasure of
relative deprivation, derived from the ranking of small areas
(using postcode [zip code] data) as most deprived (1) through
to least deprived (5). The Scottish Government website provides
an interactive map to identify the SIMD rank of small areas
[35]. The2012 SIMD combines 38 indicators across 7 domains,
namely: income, employment, health, education, skills and
training, housing, geographic access, and crime; the overall
index is aweighted sum of the 7 domain scores. Our purposive
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strategy to select young men allowed us to explore within our
datawhether there were differencesin the views of men by their
characteristics, in particular by age and deprivation. We sought
the postcode (zip code) of each participant at the interview to
check they werefrom the SIMD areawe were recruiting within
and to enable us to categorize groups as being from areas of
high or low deprivation.

Recruitment

Men were recruited via a range of non-clinical settings,
including workplaces, health and fitness settings, community
groups, and further education settings (post-high school age but
lower than university level). A mixture of purposive and
snowball sampling was used to ensure a heterogeneous sample
for arange of characteristics: age, socioeconomic background,
and ethnicity. Focus groups were homogenous by age group,
ethnicity, and deprivation.

Data Collection

Focus groupslasted between 1-2 hours and took placein private
spaces made available by our community partners or at the
university, with the same facilitator. At the start of each focus
group, after consent forms were completed, participants were
asked to verbally confirm their postcode. The ensuing focus
group discussions focused on knowledge of chlamydia,
technology use and attitudes towards smartphones and the
Internet, and views on sample screening letters and websites.
Focus groups began with participants being asked to describe
their knowledge of chlamydia and then technology use,
including use of a mobile (cell) phone and the Internet.
Participantswereinvited to reflect on the amount of accessthey
had to, and their use of, such technologies, how private their
use was, and their desire for more or less technology use.
Insights were then gained from men about their willingness to
participate in a proactive screening approach, which made use
of the Internet and posta testing kits. To facilitate these
discussions, we described the proposed proactive approach to
screening as shown in Figure 1.

Young men were first shown three sample screening invitation
letters (each were different in order to €licit their style and
content preferences) to be sent from GPs (general practitioner),
or viaacentral register, and then asample postal test kit, before
being shown on a laptop existing UK-based websites offering
chlamydia screening. Five sites were shown, with each chosen
to present arange of stylesand content for the men to comment
on their preferences (see Multimedia Appendix 1). A
semi-structured topic guide was designed to guide participants
through these topic areasin order to build a picture of potential
barriers and facilitators to a proactive, I nternet-based approach
to chlamydia screening.
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Figure 1. Process of Internet-based proactive screening provided to the young men.

Use of a registry to identify men.
Men receive a letter in which screening is offered.

Men log on to a website to order a postal test kit.

Men complete and return the postal testing kit, then await result, by choice

of text, email, or letter.

Positive results managed by usual care (treatment at a clinic or in general

practice).

Data Analysis

Group discussionswere audio-recorded and transcribed verbatim
and checked. QSR NVivo 10 was used to facilitate analysis.
Transcripts were read repeatedly by the researcher and a
thematic coding framework was developed as a collaborative
effort within theresearch team (including KL and LM); wethen
used the“ Framework” approach, where data are coded, indexed,
and charted systematically, then organized using a matrix or
framework [36]. The five key stages of Framework are:
familiarization, identifying a thematic framework, indexing,
charting, mapping, and interpretation. Framework analysis
begins deductively from the study aims and objectives
(generating prepositions), but is also inductive (using patterns
and associations derived from observations) [37]. Constant
comparison was carried out to check for deviant cases as well
as similarities, in an iterative process. During analysis, we
explored participants' attributes (eg, age, deprivation), inwhich
we had an a priori interest, against the various themes to
rigorously explore emergent patterns in response, particularly
by age and deprivation.
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Ethics

Ethical approval was obtained from Glasgow Caledonian
University School of Hedth and Life Sciences Ethics
Committee. Participants provided written informed consent and
permission for the discussion to be audio-recorded and received
a£10 (US$16) payment for their time, in the form of avoucher,
which they could spend in a variety of shops.

Illustrative quotes are used throughout indicating the focus
group, age, and deprivation category of the respondents.

Results

Participant Characteristics

Fifteen focus groupswere conducted with men aged 16-24 years
(n=60 individuals), with a minimum of 3 and maximum of 5
participants in the groups. The young men were
sociodemographically diverse and most groups consisted of
pre-existing friendship or work networks. In only one group
did the participants not know each other. Table 1 shows
demographic information about the groups. Of the 15 groups,
8 were of men aged 16-19 years and 7 with men aged 20-24
years. Nine groupswere of men from deprived areasand 6 from
non-deprived areas. Most (11/15) were from urban areas.
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Table 1. Focus group participants (groups n=15; individuals n=60).
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Aged16-  Aged 20- Deprived Non-deprived

Focusgroup  19years 24 years White British BME? (SIM D1 or 2) (SIMD 4 or 5) Urban Semi-rura
1 | g ad ad
2 g ad O ad
3 | g ad ad
4 g ad O ad
5 | g O g

6 g ad O g

7 a g O g

8 ad ad O g

9 g O g

10 ad O g

11 a g g

12 ad ad O g

13 a O g

14 ad ad O g

15 a g

Total 8 7 13 2 9 6 11 4

3BME: Black and Minority Ethnic
bSIMD: Scottish Index of M ultiple Deprivation

Men’s Technology Use

Young men were invited to describe their use of technology,
particularly their phone and Internet usage. While most men
used the Internet every day, their use was heterogeneous in
terms of individual practices using new technologies. All
participants used a mobile phone and most phones were
Internet-enabled (eg, Blackberry device or iPhone), with only
two men having a phone with no Internet function, but with
Internet access elsewhere. Most men described “being online”
for afew hours each day, including frequent Internet browsing
on their phone (checking Facebook, email, sports, and news
websites), as well as computer-based game play and browsing
to socialize. Some described infrequent I nternet usage, whether
on a phone or computer, for activities such as checking email
and browsing websites. Neverthel ess, almost every man reported
using Facebook on adaily basis.

While there were some differences in Internet use between
groupsfrom areas of high and low deprivation, our comparative
analysis revealed the strongest difference in technol ogy-based
practices was between the younger and ol der age groups (16-19
and 20-24 years). Almost every 20-24 year old reported having
Internet access on his mobile phone and often used a more
technical language during their discussions, mentioning IP
addresses, firewalls, torrents (a computer file that contains
metadata about files and folders to be distributed), which was
something the younger respondents did not mention. This
perhaps suggests greater use and familiarity with these
technologies, and thereforeintegration in their lives, among the
older men.

http://www.jmir.org/2013/12/e265/

I’mdoing alright. I’ ve now got ten thingsin my house
connected to the Internet. 1’ve got one more thing,
I've got a tablet now..two computers, X-Box,
PlaySation, two phones, tablet, PSP [PlaySation
Portable], Kindle... [Focus Group 8, 20-24,
non-deprived]
We identified three themes related to barriers and facilitators
to successful implementation of an Internet-based screening
program from the young men'’s discussions: acceptability of
proactive screening, confidentiality and privacy concerns, and
language, style, and content.

Acceptability of Proactive Screening

Overdl, amost all of the young men considered an
Internet-based screening approach to be acceptable and
suggested they would use it, if it were offered to them.
Participants described feeling inclined to be screened using this
approach due to their perceptions of the ease and convenience
with which they could be tested. In particular, they could avoid
visiting a clinic and/or taking time off from work or education
to do so.

The anonymous part of thisisjust brilliant compared
to having to sit [at a clinic]. [Male 1, Focus Group
7, 20-24, non-deprived]

If I hadtodoit, if | wasgoing to be, see myself round
and | needed to get tested, | would choose this option
[Internet screening] over going to the GP or the
clinic. [Mae 3, Focus Group 7, 20-24, non-deprived]
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However, these aspects were not valued by all, asafew teenage
men in agroup drawn from a deprived, semi-rural areathought
clinic attendance would provide them with quicker accessto a
test.

| probably wouldn’'t even useit [test kit]. I’ d probably
just get the bus up to [sexual health clinic] and let
them give me a check-up. [Male 4, Focus Group 2,
16-19, deprived]

No, | would just go to the clinic. I'd just rather do it
than go online and need to wait. Just get it donethere.
[Male 5, Focus Group 2, 16-19, deprived]

These men spoke of a nearby clinic offering convenience due
to its location and their experience of attending gave them
familiarity with the service, which they did not have for an
online service. Nevertheless, these men spoke favorably of an
Internet-based approach for “ others’, which means that overall
most men found the proposed approach to be acceptable.

Privacy and Confidentiality Concerns

Participants, across amost all groups, described privacy and
confidentiality concerns in relation to most aspects of the
proposed Internet-based screening approach. Across these
discussions, some men merely sought clarification on the
confidentiaity that would be offered and had no strong concerns
about it. For example, some asked for clarification on the
process of receiving their result, expressing a desire to choose
the method they felt offered the greatest degree of
confidentiality. However, others described possible scenarios
of anxiety or conflict arising from being sent a screening
invitation letter. One young man, who lived with his parents,
envisaged conflict arising between him and hisparentsif aletter
were to arrive for him:

If my mafindsit [letter] man, I'll kill her before she
killsme. [Male 4]

Right, so is that an issue then, if your parents find
out? [Facilitator 1]

If my mum and dad found out, man, they’d kick me

out again. [Male 4, Focus Group 1, 16-19, deprived]
Another young man was concerned about hisgirlfriend assuming
the invitation suggested unfaithfulness.

Language, Style, and Content

Participants wanted screening invitation letters and a screening
website to have content that is salient, credible, and
straightforward. A degree of personalization was favored,
particularly for thelettersto be clearly addressed to individuals,
so that letters would not be misinterpreted as “junk mail” and
discarded without reading. The idea of screening “speaking to
them” (of being personally relevant) emerged strongly across
discussions. Indeed, some of the most excitable, animated, and
enthusiastic discussions across the groups occurred when men
were shown and allowed to browse five sample chlamydia
screening websites on a laptop placed in front of them. Most
discussions centered upon men’sdesign and content preferences;
the level of detail amost every man provided about font size,
color, images, and text was extremely rich. Participants were
encouraged to reach a consensus within their groups on their
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broad design and style preferences, which aggregated across
the groupsincluded: careful use of imagery to appeal to abroad
spectrum of men; no use of “text speak” (eg, RU clear, test 4U);
use of an officia health organization logo and colors (eg, NHS);
minimal use of informal, chatty, humorous language; ssimple,
straightforward text, presented using minimal length paragraphs;
and the use of a “hide” button for privacy (enables the Web
pageto instantly changeto the Google search page or minimizes
the window).

Some men voiced uncertainty asto whether websites should be
“cool” or serious. Thefollowing extract from agroup discussion
illustratesthis, with two men attempting to convince athird that
chlamydia screening websites should look “serious’:

See, the first one [website], | would not type my
details. [Mae 2]

It's a graffiti font there. | can't take that seriously.
[Mae1]

Isthat how bad websites |ook like, then? [Male 3]

It's not about being bad websites, but serving a
purpose. In this case, it's about health, it’'s not about
being cool, which that website aims... [Male 1]

What's wrong with being cool? [Male 3]
| think it doesn't tiein... [Mae 1]
So that people have actually...? [Male 3]

Because | think it hasto be straight to the point and
professional, instead of being cool. [Male 1]

I think if you're actually thinking about saying what
it says, that you're concerned and you're worried
about it, so you're not...you're more about getting
straight to business, not like funky websites [Male 2]

Exactly. If you are worried about this, | think a funky
website would be the last thing | would enjoy. So,
what you have is chlamydia and they show you
pictures of rabbits. [Male 1, Focus Group 12, 20-24,
deprived]
It was clear that images and use of color invoked more reaction
than the text-based content, except for key headings or “tag
lines” suchas“RU Clear?’. It appeared that men felt patronized
by the use of certain images and “text speak”. Men were keen
to feel that there was an “authentic” voice in order to avoid
discouraging them from engaging in screening—that authentic
voice should be from youths rather than adults clearly
masquerading asyouth. Some men, particularly older and those
from non-deprived areas, described ST testing asan adult issue,
which led them to believe that the letters and websites should
treat men in an adult fashion. Most thought the whole look and
feel should be aimed at men around age 25 yearsto avoid being
patronizing.
Why do they keep putting, like, “R U” and stuff? |
actually don't know anyone who texts like that
anymore. [Male 2]

Just overly, excessively cheesy [corny, lacking in
taste]. [Male 1, Focus Group 5, 16-19, non-deprived]
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I would feel quite patronized by that [website 2].
[Mae 2]

Yeah, absolutely. [Male 5]

You know, | don't think, like, chlamydia testing should
try to make itself cool, really, it'snot... [Mae 4]

I'd say the “R U clear” thing's a hit unnecessary.
It's like, it's different if you're seven years old or
something, but | think people our age can pick up so
quickly or easily, if people are trying to look or an
organizationistrying totap into ayouth[sic]. [Mae
3, Focus Group 6, 16-19, non-deprived)]
However, most participants acknowledged the difficulty in
designing awebsite that would appeal to all men aged 16-24.

Discussion

Principal Findings

In this paper, we analyzed datafrom 15 focus groups with young
men aged 16-24 years (n=60) and drew over half the groups
from areas of high deprivation. We identified a number of
potential barriers and facilitators to Internet-based chlamydia
screening, including: the acceptability of Internet-based
screening to the target group, men’s confidentiality and privacy
concerns, and language, style, and content across screening
materials, including an invitation letter and awebsite. Our data
illustrate the importance of not only taking time to develop
messagesthat are framed appropriately for thetarget population,
but to engage the target population in the design stage. Wefound
levels of disconnect from technology, such as the Internet,
among the younger men and men from deprived areas, which
suggests that an Internet-based approach to STI screening
(whether chlamydia-focused or broadened to include other STIs)
may have the potential to widen inequalities in the absence of
available, aternative screening opportunities.

Strengthsand Limitations

We presented sample letters and websites to men with a
“real-world” screening context, which means they stated
preferences and intentions, rather than actual behaviors.
Intentions do not always predict behavior, as shown in a study
of acceptance of herpestesting in adol escents and young adults
[38], where many young people with high intentions of
participating did not have a test. Thus, the high level of
acceptability among the men in this study would not necessarily
trandateinto high uptake of Internet-based screening. Thefocus
group, by definition and design, allowed participants to be
influenced by the group interaction [39]. Nevertheless, itisalso
astrength of the method for thiswork because sexual behaviors
and attitudes are often rel ated to peer influence and focus groups
can thereforeilluminate these shared meanings. Other limitations
include the use of a female researcher, which may have
influenced the performative aspects of the men’s participation
and thereby influenced the data. What men chose to report and
to whom has been discussed by others, who report differences
in men’s stories according to the gender, ethnicity, or class of
the interviewer [40]. Furthermore, our findings are based on a
small number of men from a limited range of localities in
Scotland and caution should be taken in any attempt to
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generalize from the results. Qualitative research provides rich
descriptions of the particular, thus caution is always warranted
for any attempt to generalize. We recommend further mixed
methods research is carried out in order to enhance this work.

Our study focused on men, which necessarily means we offer
no comparative analysis with women's views. Previous work
has described men as a hard-to-reach group and found many
more women than men providing their views toward the
development of ageneral sexual health website [33]. Our study
prioritized men’sviews and fillsan important gap in the current
literature. Our deliberate recruitment of men from areas of high
deprivation is also a strength of this work, as it has enabled
comparison of views by deprivation as well as age group,
thereby not treating young men as a homogenous group.

Comparison With Prior Work

Our findings point to the importance of message framing for
how men may respond to the provision of a sexua health
service, which aligns with recent work in different cultural and
policy contexts[33,41-43]. Focus groups with American youth,
which included young people in the development of
technology-based interventions for sexual health promotion or
serviceddivery, found issues such asthe “ authenticity of voice’
were key to ensuring effective communication with youth [44].
Young people interviewed in a Canadian study by Davis et a
(2012) “ perceived the youthful messaging style asfeigned” and
that the level of seriousness absent from the reviewed websites
rendered messages as being without value [41]; participants
valued websites that had a professional and relatively serious
tone. The young people who assisted in the development of the
UK-based Sexunzipped website also sought websites they
considered trustworthy and mature[33]. In our study, most men
dismissed informal, casual styles and content as inappropriate
for the seriousness of the issue of chlamydia infection.

Men in our study queried the extent of privacy and
confidentiality offered by the screening approach we described,
in relation to almost every aspect of the process. Clearly, these
issues were of great importance and would be either barriers or
facilitatorsto screening uptake, depending on how they are dealt
with by intervention developers and then perceived by men.
Apprehensiveness about who will know they sought screening
(eg, from letters arriving at their parental home or a test kit
arriving in the mail), how people may react to the knowledge
they sought screening (eg, girlfriends believing atest suggests
unfaithfulness), and how private their resultswould remain were
of great concern to the men in our study. Clearly, their decision
to participatein the screening we proposed would be dependent
on them feeling confident that they were being offered the most
private and confidential approach possible. Theissue of privacy
is one that has emerged across various contexts, such as with
other Scottish youth [13], aswell asin England [45], the United
States [46,47], and Canada [48].

There are few qualitative studies that seek to obtain the views
of youth toward the offer of chlamydia screening and even fewer
that focus on the views of young men with which to compare.
I'n our study, men from more deprived areas expressed different
views toward technology use and Internet-based chlamydia
screening than men from more affluent areas, reporting a lack
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of interest in engaging with particular technologies. Younger
men and those from lower socioeconomic demographics who
participated in Internet-based screening in the Netherlandswere
better reached with reminders by text message than email [49],
although, overall, men participated less than women [25]. In
contrast, arandomized controlled trial in Australiaof the effects
of text and email on young people’s sexual health had limited
impact on men [50]. However, a text-based approach to sexual
health promotion with San Francisco youth reached youth from
low income backgrounds[44] and others have found low income
minority groups can be reached in large proportions using the
Internet [51]. Thus, there is emerging evidence, albeit variable,
that these technol ogies could serve men better than “traditional”
settings-based approaches, perhaps due to the way technology
can deliver information and services. Our work alignswith the
view that young people use technologies “that are dominant in
their lives[and are g] fit with their own habitus, which, in turn,
links to their social background” [52].

M eaning of the Study

Our findings point to opportunities to refine the design and
content of Internet-based sexua health interventions. For
example, it is important that young men perceive a screening
approach as offering privacy and confidentiality. This means
intervention developers should seek the active involvement of
men in the design stages, particularly younger men and those
from areas of high deprivation—subgroups of men who have
to date largely not been reached to the same level as other
groups.
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Abstract

Background: Virtual (non-face-to-face) medication reconciliation strategies may reduce adverse drug events (ADEs) among
vulnerable ambulatory patients. Understanding provider perspectives on the use of technology for medication reconciliation can
inform the design of patient-centered solutions to improve ambulatory medication safety.

Objective: The aim of the study was to describe primary care providers experiences of ambulatory medication reconciliation
and secure messaging (secure email between patientsand providers), and to elicit perceptions of avirtual medication reconciliation
system using secure messaging (SM).

Methods: This was a qualitative study using semi-structured interviews. From January 2012 to May 2012, we conducted
structured observations of primary care clinical activities and interviewed 15 primary care providers within a Veterans Affairs
Healthcare System in Boston, Massachusetts (USA). We carried out content analysis informed by the grounded theory.

Results: Of the 15 participating providers, 12 were female and 11 saw 10 or fewer patientsin a typical workday. Experiences
and perceptions elicited from providers during in-depth interviews were organized into 12 overarching themes: 4 themes for
experiences with medication reconciliation, 3 themes for perceptions on how to improve ambulatory medication reconciliation,
and 5 themes for experiences with SM. Providers generally recognized medication reconciliation as a valuable component of
primary care delivery and all agreed that medication reconciliation following hospital dischargeisakey priority. Most providers
favored del egating the responsibility for medication reconciliation to another member of the staff, such asanurse or apharmacist.
The 4 themes related to ambulatory medication reconciliation were (1) the approach to complex patients, (2) the effectiveness of
medication reconciliation in preventing ADES, (3) challenges to completing medication reconciliation, and (4) medication
reconciliation during transitions of care. Specifically, providers emphasized the importance of medication reconciliation at the
post-hospital visit. Providersindicated that assistance from a caregiver (eg, afamily member) for medication reconciliation was
helpful for complex or elderly patients and that patients' social or cognitive factors often made medication reconciliation
challenging. Regarding providers' use of SM, about half reported using SM frequently, but al felt that it improved their clinical
workflow and nearly all providers were enthusiastic about a virtual medication reconciliation system, such asone using SM. All
providers thought that such a system could reduce ADEs.

Conclusions: Although providers recognize the importance and value of ambulatory medication reconciliation, various factors
make it difficult to execute this task effectively, particularly among complex or elderly patients and patients with complicated
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socia circumstances. Many providers favor enlisting the support of pharmacists or nurses to perform medication reconciliation
in the outpatient setting. In general, providers are enthusiastic about the prospect of using secure messaging for medication
reconciliation, particularly during transitions of care, and believe a system of virtual medication reconciliation could reduce

ADEs.

(J Med Internet Res 2013;15(12):€264) doi:10.2196/jmir.2793

KEYWORDS

medication reconciliation; secure messaging; secure email, primary care; provider experiences; health information technology

(HIT)

Introduction

Adverse drug events (ADE) are common, costly, and
preventable [1-3]. Medication discrepancies, defined as
unintentional differences between medication listed in the
patient’s medical record compared with medication the patient
reports taking, are atype of medication error and an important
contributor to adverse outcomes [4]. Serious, preventable
medication discrepancies are associated with 7000 deaths
annually [2]. In 2006, The Joint Commission, an independent
organization responsible for accrediting many health care
organizations and programs in the United States, designated
medication reconciliation asaNational Patient Safety Goal [5].
Concurrent with this emphasis on medication safety, there has
been a marked increase in the use of patient Web portals and
secure messaging (also known as secure email) for patient
communication [6]. Innovative organizations are beginning to
leverage these tools to improve medication safety and health
outcomes [7-10].

Efforts to reduce medication discrepancies using health
information technology (HIT) have recently emerged [11,12].
Prior studiesusing HIT to target medication reconciliation have
largely focused on computerized tools for provider-facilitated
medication reconciliation during hospitalization [9,13] or
in-person medication reconciliation at outpatient clinics [14].
Incorporating HIT in medication reconciliation can reduce
potential ADEs and medication discrepancies at the point of
hospital discharge [9,15]. ADEs occur at least as frequently in
ambulatory care [16], where medically complex patients or
those with limited mobility may be at high risk for ADEs
because of difficulty accessing primary care services[17].

Strategies for virtual  (non-face-to-face) medication
reconciliation have the potentia to reach patients during
vulnerable periods, such asfollowing hospital discharge, when
therisk of ADEsishigh [5]. Though research has been limited,
some studies have found that patients and providers are
enthusiastic about exchanging health information viaelectronic
communication [18-21]. In contrast, other studies have suggested
less enthusiasm, particularly among providers[22]. The concept
of integrating medication reconciliation with secure messaging
(ie, secure email between patient and clinical team within a
patient Web portal) is appealing, though little literature exists
on the topic. One study found that ambulatory patients were
satisfied following the use of a Web portal tool for medication
management [23]. However, provider perspectives on
technology designed to improve medication reconciliation in
ambulatory care have received little attention.

http://www.jmir.org/2013/12/e264/

In the United States, the Ingtitute of Medicine and the Agency
for Healthcare Research and Quality, among others, advocate
for restructuring processes of care to emphasize
patient-centeredness to improve quality [24,25]. Eliciting
primary careproviders experiences of medication reconciliation
can help to inform organizations designing patient-centered
solutions for improving ambulatory medication safety.
Therefore, in preparation for a pilot study of secure messaging
(SM) for medication reconciliation [26], we conducted
structured observations of current practices of secure messaging
and medication reconciliation in the primary care setting and
in-depth interviews among primary care providers. Our aimwas
to characterize providers experiences with medication
reconciliation and SM and to characterize providers
perspectives on avirtual medication reconciliation system, such
asone using SM, on ambulatory medication safety.

Methods

Setting, Study Design, and the Study Team

This study was conducted at a single Veterans Affairs (VA)
medical center with seven associated outpatient clinic facilities.
Approximately 39 providers practice in these facilities. To
understand the current status and best practices of outpatient
medication reconciliation and the potential role for secure
messaging in medication reconciliation, the study was designed
in two parts: direct observations of medication reconciliation
and secure messaging workflow in the primary care clinics,
followed by in-depth interviews with providers.

Providers were recruited for this study from January 18, 2012
toMay 30, 2012. To beeligible, providers practiced ambulatory
primary care and had at least one year of clinical experience at
the VA. A nurse informaticist (TM) assisted the study team in
identifying the two clinic sites most active in the use of secure
messaging. A list of eligible providers at these sites was
generated and randomly scrambled in their order; several
additional providers were randomly added to this list so that
providers from the largest clinic site (and third most active in
secure messaging) were represented. Providers were then
contacted sequentially via email regarding their willingness to
participate in an interview. In this process, only one provider
declined. Interviewswere conducted until theoretical saturation
was reached; atotal of 15 providers participated.

Theinter-professiona study team included two physicians(LH
and SRS), two research assistants (JC and TM), a pharmacist
(AP), a project coordinator (MS), and a systems engineer
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(CA).The VA Boston Institutional Review Board approved this
study.

Direct Observations of Secure Messaging Use

To confirm that providers were already engaging in medication
management via SM and to better understand the team-based
approach to SM triage in primary care, we conducted
observations of how primary care staff and providers managed
SM at the two largest clinics within the VA Boston Healthcare
System. Four individuals on the study team (TM, AP, MS, and
CA) led the observations of staff members (providers, nurses,
and pharmacists) within two primary care clinics. To minimize
observers' bias, LH and CA created an observation protocol to
guide each observer to report on the role and purpose of the
staff member replying to the SM, as well as detailing SM
workflow and actionstaken to process each SM (see Multimedia
Appendix 1). On the day prior to the observation, we contacted
clinic staff members via telephone or email to explain the
intended process of observation. We obtained in-person verbal
consent from staff members on the day of observation. Each
clinic site was observed once for 2-3 hours by two members of
the study team, during which time each observer took field notes
while staff members viewed and handled the SM in their inbox
at the time. Specifically, we observed how staff members
managed secure messages in their inbox, noting how the staff
members routed messagesto other membersof the clinica team,
how they referenced other information to respond to patients
inquiries (eg, medication list or schedule of upcoming visits,
both of which are found electronically in a location separate
from the secure messaging portal), and how they responded by
reply message or by telephone to the patients’ requests.

In-Depth I nterviews With Primary Care Providers

To characterize medication reconciliation practices, we
conducted in-depth interviews with 15 eligible primary care
providers. Aninterviewer (LH) obtained informed consent and
conducted the interviews using a semi-structured interview
guide that we developed (see Multimedia Appendix 2). The
interview questions consisted of both closed-ended and
open-ended questions (eg, “Are adverse drug events asignificant
cause of morbidity/mortality for your patients?” and “What
does medication reconciliation mean to you?’). Probing
guestions were added to the script and improvised during the
interview to enrich providers responses. Each interview lasted
approximately 40 minutes. Interviews were structured around
three main domains of interest: (1) clinician perspectives on
medication reconciliation and adverse drug events, (2) practice
of medication reconciliation in the ambulatory setting, and (3)
use of, and potential for, secure messaging in medication
reconciliation.

Providers were encouraged to make additional open-ended
comments about their experiences. A total of 14 interviewswere
audio recorded; for oneinterview, the clinician’sresponseswere
transcribed verbatim by hand per request. All recorded
interviews were transcribed (JC, TM, and MS) for subsegquent
coding and analysis.
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Data Coding and Analysis

A co-investigator (CA) compiled handwritten notes from
roughly 3 hours of direct observations based on the protocol
(Multimedia Appendix 3). We incorporated findings from the
structured observations of primary care practicesin our analyses
of theinterview content.

Over ten hours of formal interviews produced 254 pages
(double-spaced) of transcription. All transcripts were
de-identified prior to coding. We conducted a content analysis
informed by grounded theory, with the goal of developing a
theoretica framework for using secure messaging for medication
reconciliation [27,28]. Theinitial coding scheme was devel oped
by ateam (LH, JC, and SRS) from a sample of three of the
interview transcripts: LH and JC independently reviewed these
transcripts, annotating important themes, and then met with
SRS to review the themes and generate a coding scheme. The
newly defined coding scheme wasthen applied to theremaining
transcripts (JC and TM) with regular team meetings to discuss
discrepancies and to refine the coding scheme. Discrepancies
wereresolved by consensus. All coded transcriptswere reviewed
to ensure that the quotes selected were relevant and accurate to
the established coding scheme (LH and TM). We used NVivo
8 for coding and analysis of the interview data[29].

Results

Observations of Secure Messagingin Primary Care

Our objectives were to ascertain which members of the clinical
team were viewing secure messages from patients, how
messages were forwarded among staff members, and the
workflow for resolving the requests or issues raised in the
patient’s message. We also wanted to confirm that SM was
being used to address issues related to medication
management—a topic we hoped providers could address in
detail during the in-depth interview. In observations of SM use
within primary care, we observed that the first member of the
clinical team to view each of the 42 observed patient-initiated
SM were divided between 5 primary care providers (physicians
or nurse practitioners), 4 licensed practicing nurses, 3 registered
nurses, and 2 pharmacists. Among 42 SM managed by staff
members during our structured observations, the most common
subjects of patients secure messages related to medication
management (20 messages) and general medical issues (7
messages). Among the 42 messages observed, the individual
initially retrieving the message most commonly responded or
completed the message immediately (27 messages) and less
commonly reassigned the message to amore appropriate person
(9 messages). In aminority of cases, there was a delay of more
than two business days before responding to the patient’s
message (6 messages). The observed workflow, illustrated in
Figure 1, provided a foundation for creating relevant in-depth
interview questions. Appreciating the team-based structure of
SM triage and confirming that medication management was
already being conducted were common experiences upon which
providers could further elaborate during the interview.
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Figure 1. Observations of secure messaging workflow in primary care. This diagram depicts the observed sequence of events by the clinical teamin

response to retrieving an SM (42 SM were observed in totdl).
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In-Depth Interviews With Primary Care Providers:
Baseline Characteristics

We interviewed 15 dligible primary care providers about their
medication reconciliation practices and perspectives on the use
of secure messaging. Twelve of the providersinterviewed were
female and 10 worked at the largest primary care clinic within
thelocal VA system. Eleven providers saw 10 or fewer patients
in a typical workday. All providers reported having staff to
assist with patient-care responsibilitiesand all providersdeferred
to a hospitalist for inpatient care of their patients. Providers
consistently reported that medication reconciliation, based on
their own definition, was performed less than 25% of the time

http://www.jmir.org/2013/12/e264/

prior to a patient encounter. Only one provider noted that her
practice tracked adverse events. All but one provider recognized
that the Computerized Patient Record System (CPRS), the VA's
electronic health record, included computerized decision support
toimprove medication safety. Comparing providersinterviewed
for our study with the demographics of other providersworking
at these samethree clinic sites, providersin our study were more
likely to be a physician, female, and practice at the two clinic
sitesclosest to VA Boston's hospital; study participantsreflected
the larger population of providers in this setting in terms of
deferring to an inpatient physician for care of inpatients (Table
1).
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Table 1. Characteristics of providers participating in an interview, compared to providers within the VA Boston Healthcare System.

Characteristics

Study Participants, n (%)

All VA Boston Primary Care, n (%) P value?

Providers
MD 13(87)
Nurse Practitioner or Physician Assistant 2 (13)
Gender
Female 12 (80)
Male 3(20)
Clinic Site”
Jamaica Plain 9 (60)
West Roxbury 6 (40)
Brockton 1(7)
Has staff to assist with patient-care
Yes 15 (100)
No 0

Attending physician of record when patients are admitted d
Yes 0

No 14 (93)

31 (79) 45

8(21)

25 (64)
14 (36)

A7

15 (38.5)
9(23)
15 (38.5)

.002

O -
31 (100)

% of patientswho had medication reconciliation performed prior to office visit

0-24%° 15 (100)
25+% 0
Uses decision making or support toolsto prevent adver se drug events
14 (93)
1()

Yes

No

3P values calculated via Fisher's Exact Test.

PDoes not sum to 15 dueto 2 physicianswith clinics at 2 sites.
C«_« denotes an absence of a system-wide standard practice.
dNumbers may not sum to 15 due to non-response.

€physicians who reported “few”, “rare”, “not usually”, “very few”.

Provider-Reported Experiences and Per spectivesin
Outpatient M edication Reconciliation

Four overarching themes characterized providers' experiences
and perspectives with medication reconciliation in the primary
care clinic (summarized in Table 2). First, providers shared the
belief that good quality medication reconciliation could improve
outcomes. Second, providers felt that achieving quality

http://www.jmir.org/2013/12/e264/

medication reconciliation among medically complex patients
was often challenging. Third, providersidentified systems-level
obstaclesthat prevented high-quality medication reconciliation.
Last, providers described opportunities they believed could
improve medication reconciliation after hospital discharge. Each
theme is examined further, using providers' quotesto illustrate
subthemes.
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Table 2. Summary of themes on provider-reported experiences and perspectives in outpatient medication reconciliation.
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Theme 1. When done right, medication reconciliation can be effective

Medication reconciliation has the potential to improve medication safety

No standard approach to quality medication reconciliation

Theme 2: Perceived patient-level challengesto effective medication reconciliation

Patients often lack understanding of their medications

Home environment of patients often chaotic

Informed caregivers are valuable in assisting with medication reconciliation in complex patients

Theme 3: Perceived system-level obstacles preventing high-quality medication reconciliation

Limited time and staff support for medication reconciliation

Lack of subspecialist involvement in managing medications they prescribe

EHR? often complicates medication reconciliation

Theme 4: Perceived opportunity for improving medication reconciliation after hospital discharge

Medication reconciliation is already akey priority during the post-hospital follow-up visit

Leveraging EHR capabilities for medication management

Team-based collaborative care for improving medication reconciliation

3EHR: electronic health record

When Done Right, M edication Reconciliation Can Be
Effective

Overview

Most providers believed that performing in-depth, quality
medication reconciliation could have the potential to decrease
ADEs and improve medication safety in general, though many
providers acknowledged the lack of a standard approach to
medication reconciliation.

Medication Reconciliation hasthe Potential to | mprove
Medication Safety

Providers emphasi zed the importance of performing medication
reconciliation in order to recognize side effects of medications
and their interactions, even when medications are taken as
prescribed:

| think [ the effectiveness of medi cation reconciliation]
is huge...because the side effects of various medsin
poly-pharmacy are frequently...more deleterious for
the patients than the illnesses the medications were
prescribed for. [Provider 3]

I think what people do for medication reconciliation
is so variable...if you really do it as a process, it
would be highly effective. Some adverse drug events
[are] just therisk of [taking] medicines, [it] is never
going to be zero, but when done right, [ medication
reconciliation can be] highly effective. [Provider 5]

No Standard Approach to Quality Medication
Reconciliation

Limited formal training in conducting medication reconciliation
was commonly cited and many providers had not adopted a
standard approach for in-person medication reconciliation:

http://www.jmir.org/2013/12/e264/

Honestly, I, once in a while, might read an article
about it, in a journal, but most of my education just
comesthrough the discussion we havein our primary
care meetings. [Provider 9]

Perceived Patient-L evel Challengesto Effective
Medication Reconciliation

Overview

Providers shared concernsregarding experienceswhere patients
lacked skills in medication management. This issue was
magnified by disorganized home environmentsand particularly
challenging for medically complex patients, where providers
reinforced the value of acaregiver to corroborate the medication
list.

Patients Often Lack Understanding of Their Medications

Providers suspected that asignificant proportion of their patient
population both lacked understanding of their medications and
did not take their medications as prescribed:

It's probably 50/50 [of patients accurately taking
their medications]. | do see a lot of young women
who are [taking] just a few medicines and are very
knowledgeable...And then | have a handful where,
sometimes it takes multiple visits and even this
morning, calling a visiting nurse and really trying to
figure out who's putting the pillsin the box, and what
exactly isgoing in there. [Provider 5]

I mean, | think I’'m a very good clinician, but | bet
it's probably only 30 or 40% [ of patients accurately
taking their medications]. It’s probably not very good.
[Provider 15]

I think that what is useful sometimes is when they
actually bring their bottles in with them. But then
again sometimes the bottles can be expired, they can
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be from other physicians who prescribed them, and
if they aren’t sure what they are taking even with the
bottles, then it can be even more challenging.
[Provider 9

Home Environment of Patients Often Chaotic

Many providers suspected or were aware of poor medication
organization at home and cited this as being amajor barrier to
accurate in-person medication reconciliation:

And an example recently is someone finally went into
the home of [a patient] only because their diabetes
wasn't under good control and the person agreed to
ahomevisit. And thisguy is functioning and working,
they found pill bottles old, new, mixed up in every
room of the home. No one had any idea that it was
going to be that chaotic. [Provider 12]

| have patients who | don’t know the full list of what
they have at home, but they will tell me | have some
[ medicationg] ...but won't throw themaway. Thenit's
really impossible to do medication reconciliation
because | can’t even begin to understand what they
have at home. [Provider 5]

Informed Caregivers are Valuable in Assisting With
Medication Reconciliation in Complex Patients

Providers frequently described that medication reconciliation
among medically complex patients, such asthose with multiple
chronic conditions or dementia was challenging. Presence of a
caregiver or someone who had knowledge of the patient’s
medication administration in this situation was felt to be very
helpful in achieving accurate medication reconciliation.

It helpsif there'sa caregiver or someonein thefamily
who comeswith them...sometimesyou can’'t complete
medication reconciliation with the veteran themsel ves
in that situation, so you have to rely on caregivers.
[Provider 1]

So | usually try to always have them bring the pill
bottles. Then | always try to get collateral
information. Usually they're in an assisted living or
in a setting where other people are also involved. |
try always to contact who else is involved in the
administration of the medications, to really
understand how they are taking it. [Provider 5]

Per ceived System-L evel Obstacles Preventing
High-Quality Medication Reconciliation

Overview

For many providers, issues relating to organizational structure
or clinic workflow frequently impeded their ability to perform
effective medication reconciliation. Providers repeatedly
expressed frustration in managing medications prescribed by
specialists or non-VA providers and many felt that the EHR
medication reconciliation more difficult to accomplish than
expected.
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Limited Time and Staff Support for Medication
Reconciliation

Themajority of providersfelt that thetime providedin aroutine
primary care appointment was often insufficient for detailed
medication reconciliation. Providers recognized that executing
medication reconciliation could be especially time-intensive
among cognitively impaired patients. Many providers
acknowledged a lack of support staff to assist with medication
reconciliation, primarily taking on this task alone:

A pharmacist doing [medication reconciliation]
in-person with the patient and the family when they
arearound at the time of discharge takes an hour per
patient to do med rec. So how they expect, in a
30-minute follow up visit with a complicated patient,
that thisis going to get done...and the estimates from
the nursing staff is 40% of the discharged patients
are cognitively impaired. [Provider 8]

It depends on the number of medications, of course.
And it depends on the detail in which we are doing
medi cation reconciliation. A very cognitively impaired
person, who's living independently, is going to take
a lot more time, because we are going to look in the
bottles and potentially do some pill counts to check.
[Provider 13]

My nurse or LPN hands me a list with the veteran's
printed medications on themand | would say one out
of ten times there are checkmarks on this document
indicating some kind of [medication] discrepancy,
but would | call this medication reconciliation? No.
[Provider 14]

Lack of Non-VA or Subspecialist Provider | nvolvement
in Managing Medications They Prescribe

A commonly cited experience among providers was the
responsibility for managing medications prescribed by
subspecialist physicians adding to the challenge of accurate
medication reconciliation in primary care:

| think a lot ends up falling on primary care...we're
often called upon to reconcile things that we're not
necessarily managing. So it hasto be something that
thewhole medical center buysinto so that we can get
the help of subspecialists...we might not be able to
resolve the discrepancies ourselves. [Provider 1]

| think that what is useful sometimes is when they
actually bring their bottles in with them. But then
again sometimes the bottles can be expired, they can
be from other physicians who prescribed them, and
if they aren’t sure what they are taking even with the
bottles, then it can be even more challenging.
[Provider 9]

EHR Often Complicates Medication Reconciliation

Providers reported difficulty clearly displaying reconciled
medicationsin the EHR. Thisissue was often magnified among
patients being seen in subspecialist clinics or care outside of
the VA:
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It bothers me that specialty clinics don’t change the
med listin [the EHR]. If they do add a new medicine
to [the EHR], it automatically spits out a new refill,
which may not be what the veteran needs at that
moment. So, the specialist often does nothing, which
makes it difficult for me to figure out what the actual
dose or medicinethey aretakingis. | wish specialists
could just update the medicationsin CPRSwithout it
automatically generating a refill. [Provider 14]

And then we have people who literally are here to
save $5 a month on their simvastatin and it's a
completely different situation... they arereally coming
infor medication reconciliation, updating our medical
records, making sure they have recent labs so we can
safely give them the cheaper medicines. It's almost
like a pharmacy transaction and less of a medical
visit, which is why so many VA [physicians] hate
[ medication reconciliation]. It just doesn’t feel that
good. [Provider 2]

Per ceived Opportunity for Improving M edication
Reconciliation After Hospital Discharge

Overview

A number of providers described potential solutions for
improving medication safety during a vulnerable transition
period, such as following hospital discharge. Providers
commonly suggested technol ogy-based solutionsinvolving the
EHR and also believed that training support staff to assist with
medication reconciliation could improve the process.

Medication Reconciliation isa Key Priority During the
Post-Hospital Follow-Up Visit

There was agreement among al providers that medication
reconciliation was a priority when seeing apatient in follow-up
of ahospital visit:

Medication reconciliation isusually thefirst priority.
Oftentimes, things have been changed in the hospital
reflecting things that were going on there, when it's
better just to have people on their pre-hospital
medication regimen. | think that medication
reconciliationis...probably thefirst priority. [ Provider
11]

Leveraging EHR Capabilities for Medication
Management

Providers imagined a variety of approaches to improve
medication reconciliation, many involving streamlining the
EHR to identify errors and interactions:

The other part of that is that | think there can be
electronic surveillance of medications or a mechanism
to identify those patients who aren't refilling. That's
probably a pretty good clue if they haven't refilled in
6 months...I think that is something that iswithin our
grasp aswell. [Provider 13]
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| personally think the more you can do on the online
automated system the better. For example, if you
prescribe  someone a potentially dangerous
medication [and]...there is no follow up within a
certain amount of time, you should not be able to
discharge patient. [Provider 4]

Team-Based Collaborative Care for | mproving
Medication Reconciliation

A magjority of providers envisioned a scenario where a
pharmacist or clinica staff member performed detailed
medication reconciliation prior to the provider’svisit. Thiscould
minimize the time necessary for medication reconciliation by
the provider, freeing up time to discuss clinical issues:

In an ideal world, it would be awesome if, when the
patient comes in, or that time when they are sitting
in the waiting room, there was a pharmacist or
someone who could do that medication reconciliation
process in a way so that when they do make it into
the exam room, | know the list already...that would
be in an ideal, perfect world, to already have that
done, before | even see them. [Provider 5]

I don't think it is the physician’s responsibility to do
the whole extensive med rec, | think it's very time
consuming and you will never get to the other clinical
issues and that is really what you are trained to do.
So | envision nurses and clinical pharmacists really
can do this better. [Provider 12]

I would love [for pharmacists] to review the
prescriptions with the patient after the visit. If there
was...areal problempatient... If | could say to them,
look I'm really having a problem with this patient.
He brought all his medications in but he’'s also in
congestive heart failure or he's worse or whatever
problem | might need to deal with that day, could you
go over his meds with him? [Provider 15]

| think for certain patients, it would be hel pful to have
a systemwherethey did bring intheir pillsand maybe
reviewed them with a nurse ahead of time and then
the nurse kind of made note of where the
discrepancies are and brought that to me and then |
could further work on where the discrepancies are.
[Provider 1]

Providers Experiences Regarding Secure M essaging

We identified 3 main themes with respect to providers' SM use
(summarized in Table 3): (1) the use of SM improved workflow,
(2) the existence of patient and provider-level barriersto use of
SM, and (3) providers believed in the potential of using SM to
improve medi cation reconciliation in ambulatory primary care.
Each theme is described in detail, with selected quotes
exemplifying each theme.
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Table 3. Summary of themes on providers’ experiences regarding secure messaging.

Theme 1. Improved work flow
Avoids “phone tag”
Increases workflow efficiency
Theme 2: Obstaclesto more frequent use of secure messaging

Technical difficulties accessing secure messaging

The process of enrollment and use of SM can be complicated for patients

Theme 3: Integrating medication reconciliation and secure messaging

Secure messages as potential tool to assist with reconciling medicines in the outpatient setting

Potential to decrease adverse drug events

Improved Work Flow

Overview

Providerswho used SM agreed that many patient questions and
requests were streamlined and addressed by the most appropriate
member of the team.

Avoiding “Phone Tag”

Thedirect patient contact via SM reduced time spent in “ phone
tag” (ie, leaving messages for the patient to call back) and
providers reported feeling like communication was easier and
often more descriptive.

The electronic communication iswonderful. It avoids
thewholeissue of phonetag. It avoidsthe wholeissue
of someone having to give their message to another
person, which often distorts the meaning of the
request. The asynchronous communication makes all
communication easier. [Provider 2]

You can get patients’ answers to questionsin a more
timely fashion than playing phonetag, so it can be a
little bit more. You can have a back-and-forth
conversation and get work done and document the
work that you're doing. [Provider 1]

I ncreases Workflow Efficiency

Theteam-based model of SM triage meansthat providers never
saw many of the messages that patients addressed to them, as
team members were able to answer and fulfill requests by SM
with minimal or no provider input, something providers
appreciated.

Patients typically will communicate with me first to
let me know that they need something. My team
screens all the incoming secure messages and they
only give it to meif it's a medication renewal. They
screen all the messages so | don't have to deal with
certain things that don't need my involvement.
[Provider 15]

| think it can also get to the point of it much more
succinctly. Not to be antisocial, but you don’'t have
to deal with the niceties of ‘How are you feeling
today?’ They write you with whatever is the concern
and you respond to it. [Provider 10]

http://www.jmir.org/2013/12/e264/

It's helpful because it’'s taken away the clutter from
the call center in my inbox and all the things | don’t
need to deal with like appointments and physical
therapy consults are taken care of. [Provider 14]

Obstaclesto More Frequent Use of Secure Messaging

Overview

Providers expressed frustration with their inability to easily
access SM and also identified the multi-step process for SM
registration and less technically savvy elderly patients as
potential challenges to widespread patient adoption of SM.

Technical Difficulties Accessing Secure Messaging

A commonly cited complaint among providers was the need
for aseparatelog-into the SM service and slow network speeds:

It's a very difficult system to use. It's often...not
working and it's not easy to get into...If | need to use
secure messaging...| have to look [the patient] up
and wait and wait for the delay...I know they are
planning to interfaceit better with our Outlook in the
future. [Provider 7]

| think the speed of our network is horrible and so
that, yet another password, yet another log-in. My
computer takes 20 minutes to boot in the morning,
we' vetimedit....I haveto check my emailsand check
my secure messages, yet another administrative
burden. And my value should beintalking to patients,
seeing patients, or personally writing papers and
developing... [Provider 13]

The Process of Enrollment and Use of SM Can Be
Complicated for Patients

Providers commonly noted that a lengthy opt-in process, the
requirement for in-person authentication, as well as limited
technical literacy of many elderly patients as barriers to
increased SM use among patients:

You have to remember our patient populationisn’t a
high-tech patient population. | think [using SV for
the elderly] would berelatively ineffective. [Provider
13]

it looks like we have a lot of patients who got

authenticated, but haven't optedin.. .l think the opt-in
process is not clear to patients. It shouldn’t be so
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hard to check a box accepting terms and conditions.
A lot of the people who have been opted in are
younger, tech-sawy veterans. If this were user
friendly, they would be able to do it. They shouldn’t
need a lot of coaching. [Provider 2]

Integrating M edication Reconciliation and Secure
M essaging

Overview

Providers were uniformly enthusiastic about the potential for
SM to improve medication reconciliation in primary care,
particularly in the post-hospital discharge period and in clinics
without the help of aclinical pharmacist.

Secure Messaging: Potential Tool to Assist With
Reconciling Medicinesin the Outpatient Setting

Having acknowledged the vulnerability to complications during
transition periods such as post-hospital discharge (see above),
providers reported that SM could aso play arole during such
atime:

| think [SM] would be helpful...there are a lot of
problems with med rec through the transition.
[Provider 12]

Providers also expressed the potential of SM to fill the void in
clinics not assigned a clinica pharmacist to assist with
medi cation management:

[Using SM for medi cation reconciliation] would solve
the problem of not having an available pharmacist.
It's just a huge disparity in access to services that
other clinics should have the full-time pharmacist and
we should have nothing. [Provider 2]

Potential to Decrease Adverse Drug Events

All providers believed that SM had the potential to reduce
ADEs. Proactive and frequent medication reconciliation was
among providers most common reasons to believe that
medication reconciliation by SM could reduce ADEs:

Oh, | think [using secure messaging for medication
reconciliation] would make [ADE] go way down,
because you would be more proactive about finding
the problems, instead of waiting until the adverse
event happened and then discovering the problem.
[Provider 4]

Using [secure messaging for medication
reconciliation] engages the patient a little bit more.
And | feel like the more the patient is aware of their
medicines and the potential for adverse drug events
and can identify things sooner on their own, that's
always great. The more knowledgeable they are [ of]
their medicines and having the interface with the
computer would help that. | think it would decrease
adverse drug events. [Provider 5]
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Discussion

Principal Findings

In this study across multiple ambulatory clinics within alarge
VA hedlth care system, we conducted direct observations of
medication reconciliation and secure messaging workflow in
primary care and interviewed primary care providers about their
experiences with medication reconciliation. Our findings
confirm providers' perception that medication reconciliation
has the potential to improve medication safety. Providers
highlighted a number of patient-level obstacles hindering
high-quality medication reconciliation, emphasizing the
difficulty in achieving accurate medication reconciliation among
complex or elderly patients. Providers identified limited time
and support for medication reconciliation askey barriers. While
the majority of providers felt that the task of medication
reconciliation was the responsibility of the primary care
provider, almost al providers favored shifting this often
time-intensive task to support staff or pharmacistsand suggested
that the process could be optimized by being conducted prior
to the visit, either virtually or in person.

With respect to secure messaging, providers commonly
expressed positive experiences and reported that its use in
primary care improved workflow, largely via team-based
message triage, but felt that making it easier for patientsto sign
up for and use SM could foster more frequent provider use and
increase patient adoption. We found that providers were
optimistic about the potential use of SM for medication
reconciliation, primarily seeing such asystem as an opportunity
to decrease ADEs.

Traditionally, medication reconciliation has been recognized
asthe responsibility of the prescriber, usually a physician. Our
finding that most providerswould choose to relinquish thisrole
to pharmacists or share the responsibility with clinical support
staff is noteworthy and supports prior literature demonstrating
provider support for the role of pharmacists in medication
reconciliation [13,30]. This perspective may reflect the
increasing pressures in primary care, including a workforce
shortage resulting in increasing patient care demands [31],
pay-for-performance programs [32], as well as high levels of
physician burnout [33]. Future research should focus on
providers definitions of medication reconciliation and their
perception of their role and the role of other team membersin
executing it.

Our findings underscore the ongoing challenge of effective
medication reconciliation in primary care, particularly for
medically complex patients and during transitions in care. Our
study suggests that a tool designed to facilitate virtua
(non-face-to-face) medication reconciliation via SM would
likely benefit providersin primary care (Figure 2).

Thereislittle literature describing effective or novel medication
reconciliation practicesin primary care [34]. One recent study
demonstrated provider interest in a patient self-service kiosk
linked to the EHR for medication reconciliation [35], while
other studies have shown that existing SM users within the VA
system have lower rates of health care utilization [36]. Surveys
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have consistently found high patient interest and satisfaction
ratings when given the option to communicate with providers
viaSM [37-39]. At atime when large health care organizations
are investing in patient portas and Web-based health

Heyworth et al

management [8,40], our study contributes the perspectives of
primary care providers to the existing literature that, to date,
has focused on patients’ willingness and organizational-level
readiness to embrace Web portals and SM to manage care.

Figure 2. Conceptual model of the challenges to ambulatory medication reconciliation and the possible role of virtual medication reconciliation. Area
A shows challenges to medication reconciliation and Area B reflects providers' perspectives on secure messaging and medication reconciliation. The
central area between A and B proposes the possibility of virtual medication reconciliation from home following hospitalization.

Provider reported chall to
medication reconciliation (see Table 2).

Proposed "virtual"

dication reconciliation using secure messaging.

Primary care providers' experiences and
perspectives on secure messaging
(See Table 3).

Transitions
in care

Primary care
providers
managing
specialist
prescribed

medications

Y

— Improved

Inaccurate or
delayed
medication
reconciliation

Adverse
Drug —
Events

pre-visit

Virtual medication
reconciliation
before visit
-Timely and accurate
-Documented in EHR

-Provider reviews

. workflow
Patients

interacting,
engaged in care

Secure

Less "phone tag" [e—{ X
messaging

Pharmacist/nurse
assumes primary
responsibility

Team-based

Limited time
and minimal
support staff
role Complex or
elderly
patients
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Limitations

There were several limitations of our study. First, interviews
were conducted among a small number of individuals (mainly
female physicians) at three clinics within a single institution,
possibly limiting generalizability. Future research should
examine perspectives from other members of the clinical team.
Oneof theinterviewswastranscribed by theinterviewer instead
of being recorded (given the wishes of the interviewee),
potentially impacting the data collected. However, thisinterview
was conducted over a longer time frame in order to mitigate
possibleinaccuracies and to transcribe compl ete quotes. Second,
because these interviews were conducted ahead of a pilot study
recruiting patients to use amedication reconciliation tool within
secure messaging, it is possible that some providerswere a erted
to this intervention by patients participating in focus groups,
priming their perceptions of SM use for medication
reconciliation prior to the interview. Future research should
examine providers perspectivesin the proactive use of SM for
arange of topicsin primary care. Last, al providers were part
of alarge, integrated national health care system with acommon

http://www.jmir.org/2013/12/e264/

‘— message triage /

reduces inbox
clutter

Area B

EHR, established patient portal, and computerized provider
order entry linked to pharmacy dispensing software, resulting
in potentially distinctive provider perspectives on medication
reconciliation and SM compared to providers practicing in
clinics or private offices without such integration, and thus
limiting generalizability.

Conclusions

With the pursuit of medication reconciliation as a National
Patient Safety Goal [5,30,41-43], novel approachesto accurate
medication reconciliation will bevitally important to improving
medication safety and systems of care within primary care. Our
study found that primary care providers, on the frontlines of
patient safety and chronic illness management, recognize the
importance of complete and accurate medication reconciliation.
Providers favor having their professional colleagues, such as
nurses and pharmacists, assume primary responsibility for
medication reconciliation and express enthusiasm about aligning
and shaping SM for the purposes of medication reconciliation.
At a time of organizational readiness for patient-led online
health management [8,40], future studies should focus on the
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design and implementation of SM or other Web-based toolsfor  medication reconciliation.
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Abstract

Background: Incidence of sexually transmitted infections (STIs) among young people in the United Kingdom is increasing.
TheInternet can be a suitable medium for delivery of sexual health information and sexual health promotion, given its high usage
among young people, its potential for creating a sense of anonymity, and ease of access. Online randomized controlled trials
(RCTs) areincreasingly being used to evaluate onlineinterventions, but while there are many advantages to online methodol ogies,
they can be associated with anumber of problems, including poor engagement with online interventions, poor trial retention, and
concerns about the validity of data collected through self-report online. We conducted an online feasibility trial that tested the
effects of the Sexunzipped website for sexual health compared to an information-only website. This study reports on aqualitative
evaluation of thetrial procedures, describing participants’ experiences and views of the Sexunzipped onlinetrial including methods
of recruitment, incentives, methods of contact, and sexual health outcome measurement.

Objective: Our goal was to determine participants' views of the acceptability and validity of the online trial methodology used
in the pilot RCT of the Sexunzipped intervention.

Methods: We used three qualitative data sources to assess the acceptability and validity of the online pilot RCT methodol ogy:
(2) individual interviews with 22 participants from the pilot RCT, (2) 133 emails received by the trial coordinator from trial
participants, and (3) 217 free-text comments from the baseline and follow-up questionnaires. Interviews were audio-recorded
and transcribed verbatim. An iterative, thematic analysis of all three data sources was conducted to identify common themes
related to the acceptability and feasibility of the online trial methodol ogy.

Results: Interview participants found the trial design, including online recruitment via Facebook, online registration, email
communication with the researchers, and online compl etion of sexual health questionnairesto be highly acceptable and preferable
to traditional methods. Incentives might assist in recruiting those who would not otherwise participate. Participants generally
enjoyed taking part in sexual health research online and found the questionnaireitself thought-provoking. Completing the sexual
health questionnaires online encouraged honesty in responding that might not be achieved with other methods. The mgjority of
interview participants a so thought that receiving and returning a urine sample for chlamydia testing via post was acceptable.

Conclusions: Thesefindings provide strong support for the use of online research methods for sexual health research, emphasizing
the importance of careful planning and execution of al trial proceduresincluding recruitment, respondent validation, trial related
communication, and methods to maximize follow-up. Our findings suggest that sexual health outcome measurement might
encourage reflection on current behavior, sometimes leading to behavior change.

Trial Registration: International Standard Randomized Controlled Trial Number (ISRCTN): 55651027,
http://www.controlled-trials.com/isrctn/pf/55651027 (Archived by WebCite at http://www.webcitation.org/6L bkxdPKf).
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Introduction

Theincidence of sexually transmitted infections (STIs) among
young people in the United Kingdom is increasing, despite an
overall decrease [1]. More effective interventions aimed at
reducing the incidence of STIs in young people are therefore
clearly needed.

The Internet is a suitable medium for the delivery of sexua
health information and other sexual health promotion tools,
given its high usage among young people and its potential
anonymity and ease of access. Computer-based interventions
for sexual health promotion can have animpact on sexual health
outcomes including knowledge, safer sex, self-efficacy,
intention, condom use, and partner numbers [2-4], athough
stronger evidence is needed to be certain of these effects and to
understand how interventions may work.

Online trials are increasingly being used to evaluate online
interventions [5]. Conducting trials online has a number of
advantages when compared with more traditional trial methods
[5,6], including the ability to recruit large numbers of
participants over the Internet in arelatively short period of time
[7,8] and at lower cost [5,7], recruitment of groups not usually
recruited using other methods|[6,9], instantaneous data collection
[5,6], reduced burden on participants [10], and increased
participant anonymity [8], which may be particul arly important
when providing sensitive information about sexual health [11].

Whilethere are many advantagesto using online methodol ogies
for conducting randomized controlled trials (RCTs), onlinetrials
can be associated with a number of problems, including poor
engagement with online interventions [12], poor trial retention
[5,9,13], and concerns about the validity of data collected
through online self-reporting [8]. As online trials and online
data collection becomeincreasingly common, it isimportant to
determine the best ways of addressing these kinds of problems
and to further knowledge about the best ways of conducting
research online.

http://www.jmir.org/2013/12/e276/

We conducted an online feasibility trial that tested the effects
of the Sexunzipped website for sexual health compared to an
information-only website. Thetrial was designed to test the best
methods of recruitment, retention, contact with participants,
and sexua heslth outcome measurement [ 14]. Thisstudy reports
on a qualitative evaluation of the research procedures [15],
reporting trial participants experiences and views of the
Sexunzipped onlinetrial.

The aim of this qualitative study was to determine the
acceptability and validity of the online trial methodology used
in the pilot RCT of the Sexunzipped intervention. More
specifically, our purpose wasto determine young people' sviews
on participating in an online RCT, receiving and returning a
urine testing kit for genital chlamydia via post, and the
importance of receiving incentivesfor participation. Theresults
of this study will inform the design of a full RCT of the
Sexunzipped sexual health onlineintervention, but also provide
useful information for other researchers designing onlinetrials.

Methods

Overview

The Sexunzipped intervention site is an interactive, tailored
sexua health website for young people [16]. It was designed
according to principles of behavior changetheory [17] and was
devel oped in collaboration with young people[18]. Thewebsite
aimed to provide young peopl e with the toolsto makeinformed
decisions about their sexual health, encouraging both safer sex
behaviors and greater satisfaction with relationships and sexual
choices. The site provided information under the broad

categories of “relationships’, “ safer sex”, and “ sexual pleasure”.

The Randomized Controlled Trial Design

Thedesign of the RCT of the Sexunzipped websiteis described
in Textbox 1 (see also Multimedia Appendices 1 and 2).
Quantitative outcomes of this pilot trial are reported in the
companion paper [14].
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Textbox 1. Summary of the Sexunzipped online pilot RCT.

The study

We conducted an online randomized RCT to test the hypothesis that the Sexunzipped theory-based, interactive online intervention would be more
effective in promoting sexual health in young people than an information-only comparator website. Ethical permission for the study was granted by
the University College London Ethical Committee (ref: 1023/002).

The websites

The primary difference between the “intervention” and the “control” website was the presence of interactive content on the intervention website. The
control site presented simple factual information only, while the intervention site encouraged active engagement and self-reflection through quizzes
and decision-making activities that were absent from the control site.

Recruitment

Weinvited young people aged 16-20 yearsliving in the United Kingdom to participate in the study by placing advertisements on sexual health websites,
the socia networking site Facebook, on UK school and college notice boards, and by distributing flyers outside three sexua health clinics and one
school for students over 16 in London, UK. We also emailed study participants to ask them to invite friends to participate.

Online enrollment and consent

Young people enrolled via the Sexunzipped website, which offered a £10 incentive for participation. Once they provided consent online, participants
created a username and password and were directed to a baseline demographic and sexual health questionnaire.

Participants

In total, 2036 participants provided consent to participate in the trial, recruited from al four countries of the United Kingdom and Northern Ireland.
After removal of duplicate or invalid registrations, 2006 people participated in theonlinetrial (age range 16-21 years, median age 19; femal es=62.81%,
1260/2006; males=36.59%, 734/2006; transgender and “ other” =0.60%, 12/2006). For adetailed discussion of the methods used for removal of duplicate
and invalid registrations, see the companion paper [14].

Baseline and follow-up questionnaires

Demographic information including email address and postal address was collected online at baseline. Participants also completed the Sexunzipped
Sexual Health Questionnaire, which measured knowledge, self-efficacy, intention, and behaviors relating to safer sex and communication, sexual and
relationship problems, and satisfaction (Multimedia Appendix 1). Participants were contacted by email at 3 months and invited to click on a hyperlink
to complete the follow-up sexual health questionnaire, which was identical (Multimedia Appendix 2: email wording). The overall response rate for
submission of the follow-up questionnaire was 71.78% (1440/2006).

Randomization

After completing the baseline questionnaire, 1034 participants were randomized to the intervention and 972 to the comparator website. All were given
unlimited access to their alocated website during the course of the study. Approximately three-quarters of participants (1520/2006) accessed their
allocated website at |east once.

Postal chlamydia tests

Half of the participants (n=1030) were randomized to receive by mail a urine pot to test for genital chlamydia at 3 months. Participants returned the
urine sample using a pre-paid return envelope. Nonresponders received one repeat postal kit. Participants could choose to receive the test results by
text, phone, or mail. The return rate for the chlamydia sample pots was 44.85% (462/1030).

Incentives

In a substudy to increase retention, 902 participants were randomized after recruitment but before follow-up to receive a £10 (438/902) or a £20
(464/902) incentive for completion of either the follow-up questionnaire (417/902) or completion of the follow-up questionnaire plus return of the
chlamydiatest (485/902). The greater incentive boosted completion rates by 6-10%.

participants who responded to this question, 583/1205 (48.38%)
said they did not want to participate in an interview, 167/1205
(13.36%) stated they would like to participate, and 455/1205
(37.76%) said they would like moreinformation before deciding.
The postal codes of those participants who stated they would

Quialitative Study Design

We used three qualitative data sources to assess the acceptability
and vaidity of the online pilot RCT methodology: (1) individual
interviews with 22 participants from the pilot RCT, (2) emails

received by thetrial coordinator fromtrial participants, and (3)
free-text comments on the online baseline and follow-up
guestionnaires.

Data Source 1: Interviews

Recruitment

The last question at the end of the 3-month follow-up
guestionnaire asked trial participants whether they would be
interested in participating in an interview regarding their
participation in the Sexunzipped online trial. Of the 1205 tria

http://www.jmir.org/2013/12/e276/

liketo participate or would like moreinformation were analyzed
to identify the locations of clusters of potential interview
participants. Five geographical clusters were identified
(described below), and those trial participants who indicated
interest and who were residing in these areas were emailed to
invite them to participate in an interview. With the exception
of oneinterview (conducted by JB), interviews were conducted
by researchers who had not been involved in the development
of the Sexunzipped site or in the administration of the online
trial (AN and CS). Participants were made aware of this.
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Interviews were conducted in five locations across the United
Kingdom to help achieve a maximum variation sample and to
help increase transferability of findings. The five cities were
chosen because there were clusters of participantsin each [14]
(generally related to the presence of one or more large
universities) and because they represent vast differencesin level
of deprivation and affluence, population, ethnic mix, and
geographical profile. Glasgow is the largest city in Scotland
(population approximately 600,000 in 2011) [19] but also has
one of the highest unemployment ratesin the United Kingdom.
Liverpool (population approximately 455,400 in 2011) [20] is
one of the largest cities in England but has the highest level of
deprivation of any English city. Bristol (population
approximately 440,000 in 2012) [21] isin England’s Southwest
and is England’s eighth largest city; it has alarge population of
20-29 year-olds, probably owing to its large tertiary student
population. Southampton (population approximately 236,900)
[22] is arelatviely small English city located on the southern
coast of England. Compared with other cities in the United
Kingdom, unemployment in 2012 was relatively low.
Manchester (population approximately 503,100) [23] is one of
England's largest cities, but rated 4th on the index of multiple
deprivation in 2010. London (population approximately
8,173,900) [22] is England’s capital city and had the highest
level of disposable income of any UK city in 2010.

We aimed to gain a maximum variation sample of the trial
participantsin terms of age, gender, allocation to theintervention
or control site, and allocation to receive a chlamydia test in
order to gain feedback from a diverse range of participants. As
the recruitment process proceeded, we undertook more
purposive sampling by specifically targeting particular groups
who were underrepresented in the interviews, such as males,
participants who had received the chlamydiatest, and younger
trial participants, until distribution of these characteristics of
interview participants better reflected those of the pilot RCT
sample. We continued to recruit participants for the interviews
until data saturation, in other words, until there were no new
themes emerging regarding participants experiences of the
online trial methodol ogy.

I nterview Procedures

All participants were interviewed face to face. The interview
content included questions regarding the acceptability and
feasability of the online trial methodology (reported here), as
well as participants’ opinionson thewebsiteitself (not reported
in this paper). The latter required participants to engage with
the Sexunzipped website, with the interviewer directly
observing. Theresearcherstherefore choseto conduct interviews
face to face, rather than via online means such as Skype or an
online chat facility.

Interviewers used a topic guide for the semistructured
interviews, which reflected our research agendaand also allowed
scope for participants to expand on topics and themes as they
chose. Interviewers also encouraged participants to raise other
issues regarding the trial that had not been prompted but they
thought important to discuss. The topic guide covered
participants’ experiences of being in the online tria and of
receiving a postal chlamydia-testing kit.

http://www.jmir.org/2013/12/e276/
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Written consent was gained from all participants to record the
interview and for the use of anonymous quotations. All
interviews were audio-recorded and sent to a professional
transcriber for verbatim transcription. Interviewers' field notes
were also used in conjunction with the transcripts in the
interview analysis.

I nterview Setting

Theinterviewswere conducted in avariety of setttingsincluding
inaseminar room at asexual health center, in university offices,
inaseminar room at acommunity center, and in acommercially
rented office. Participants were interviewed aone, apart from
2 participants (close friends) who requested to be interviewed
together.

Analysis of Interview Data

All interview transcripts were coded and analyzed using a
thematic analysistechnique and using Atlas.ti software (Version
6) for data management. Three researchers coded one of the
manuscripts and compared coding decisions to finalize the
coding schema to be used. The rest of the analyses were
undertaken by one of the researchers who had conducted a
number of theinterviews (AN). Transcriptswereinitially coded
as being responses to a particular question and subsequently
free-coded by theme. Thematic coding occurred iteratively, with
themes emerging throughout the analysis. Once all transcripts
had been coded in this way, codes were grouped and common
themes identified. Emergent themes were discussed with other
researchers at intervals throughout the coding process, with
clear themes emerging early in the analysis process.

Data Sources 2 and 3: Participant Emails and
Questionnaire Free-Text Comments

Data Collection and Procedures

Throughout the course of the trial, the trial coordinator saved
all emails received from participants that asked questions or
provided comments about the trial. These emails were sorted
into folders based on their content. Those that concerned
guestions or commentson trial participation or trial procedures
were used as a dataset for this qualitative study. The tria
coordinator was sent 133 emails from trial participants in
relation to the trial methodol ogy.

On both the baseline and follow-up RCT outcome questionnaires
(filled in online), participants were provided with a space to
add any freetext comments. At the end of the study, the
researcher extracted these comments from the questionnaires
and used these as a dataset for qualitative thematic analysis;
180 free-text comments were made on baseline questionnaires
(out of 2006 submitted questionnaires) and 109 on the 3-month
follow up questionnaire (out of 1440).

Data Analysis

AN analyzed the content of participant emails and the
guestionnaire free-text comments. This was done by initialy
identifying those emails and comments related to the trial
methodology and then using an iterative, thematic analysis
approach to identify common themes across the emails and the
guestionnaire free-text comments. This was done manually.
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Theresults of the analysis of the free-text comments and emails
were considered in combination with those of the interviews.
These datatended to further illustrate themes that had arisenin
the interviews.

Results

Overview

These results represent findings from al three data sources
described in the Methods section. Results are presented
thematically, rather than by data type, but the data type is
specified in each section.

Interview Participants

Interviews were conducted with 22 participants aged 16-20
years who had participated in the online pilot RCT of the

Table 1. Interview participant demographic characteristics (N=22).

Nicholas et al

Sexunzipped website. Demographic characteristics of these
participantsare outlined in Table 1. The median age of interview
participants at the time of trial registration was 19 years (range
16-20). The median age and distribution of gender reflect that
of the pilot RCT sample (see Textbox 1 and the companion
paper [14] for further details of the demographics of the pilot
RCT participants). More than two-thirds of participants (77%,
17/22) were white British, also similar to the pilot RCT sample
(84.20%, 1679/1994). Almost all participants were either
currently participating in, or had just completed, either high
school or a university degree. They were predominantly
undergraduate students. An equal number of participants were
interviewed from the intervention and control conditions and
similar numbers of participants were interviewed from the
chlamydia-test and no chlamydia-test groups.

Characteristics n (%)
Gender
Female 15 (68)
Male 7(32)
Ethnicity
White British 17 (77)
Black Caribbean 1(5)
Mixed cultural background 1(5)
South American 1(5)
White other 1(5)
White Irish 1(5)
L ocation
London 10 (45)
Liverpool 4(18)
Bristol 3(14)
Manchester 2(9)
Southampton 2(9)
Glasgow 1(5)
Website allocation
Intervention 11 (50)
Control 11 (50)
Chlamydia test
Sent postal sample pot 10 (45)
No sample pot 12 (55)

Participating in Online Research

Reasons for Participating

Almost al of the interview participants stated that they were
recruited to the RCT through an advertisement on Facebook
(overall, 84.0%, 1685/2006 of the pilot RCT participants were
recruited via Facebook) [14]. The most common reasons for
wanting to participate were to hel p the researchers because they

http://www.jmir.org/2013/12/e276/

understood it is difficult to find participants or because they
liked to help other people in general, and to gain the voucher
offered as an incentive. Some participants who felt they were
from “minority” sexualities (identifying themselves as gay,
bisexual, polyamorous, and/or as having a transgender sexual
partner) stated they wanted to represent their sexualitiesin the
research:
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As a gay man...| feel it's important to get a fair
representation, so | felt like my opinion was
important. [Participant 1278, male, 20 years]

A number of participants expressed an interest in sexual health
astheir primary motivator for participation. Other participants
described participating simply because they like to take part in
studies: “1 just generally say ‘yes' to these things’ [Participant
427, female, 18 years]. Some interviewees stated that they
participated because they were psychology or sociology
students, encouraged to participate in research to learn about
research methods and processes, or because they thought it
would be fun or interesting to “take part in a sex survey”
[Participant 494, male, 16 years|.

When asked directly if they would have participated without
the offer of incentives, the mgjority of participants said that they
would have because they had other motives for participation.
However, those who participated in the trial purely for the
incentive seemed to differ from those who participated for other
reasons in that they tended to be studying topics unrelated to
health or social welfare and they also tended not to have
participated in much research in the past.

Participants Understanding of the Purpose of the
Research

Despite having indicated they had read the information sheet
that provided a clear overview of the trial purpose and
procedures and having provided written consent to participate
in the trial, the interview participants most commonly thought
(incorrectly) that the purpose of the research was to gain data
on the sexual health of young people, to test the sexual health
knowledge of young people, or to measure attitudesto sex. Only
one person thought, correctly, that the research was conducted
to determine whether the Sexunzipped website would promote
sexual health behavior change, and one further person was
partially correct in thinking that the study would help to create
a better website.

Who Was Running the Research and | s That | mportant?

When asked whether they knew who was running the
Sexunzipped research project, about half of the interview
participants correctly said it was University College London
(UCL). An almost equal number, however, did not know who
was responsible; 2 participants knew it was a university, but
were not sure which one.

About athird of interview participants said that it did not matter
to them who was running the research, while another third said
that they knew UCL was a well-regarded university and that
was important to their decision to participate. A number of
participants thought it was important that it was a university
running the research, but it did not matter which one. Two
participants said it was only important that the research was not
being run by a commercial company:

| think if it had been a corporate company doing it, |
think | would still have done it, but | kind of would
have approached it with a different attitude, | guess,
if 1 thought they were trying to sell something.
[Participant 595, female, 19]

http://www.jmir.org/2013/12/e276/
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Experience of Completing the Research Online

No participants reported negative experiences of participating
in the research. All participants reported either a positive
experience or a “fineg” or neutral experience. All participants
said that they would participate again.

No interview participant reported any negative attitudes to
contact viaemail. On the contrary, they frequently expressed a
preferencefor email over mail or phone, citing the convenience
and time-saving aspects of email, as well as the feeling of
anonymity. Participants al so raised no objectionsto the specific
content of the emails.

In regard to the questionnaires being presented online, interview
participants again expressed their appreciation of the electronic
format. Specific comments articulated the ease of completing
the questionnaires at any time the participants had an Internet
connection (on a laptop, university library, at home) and of
being able to press a button and have their responses submitted
without any further effort. Participantswere clearly comfortable
with online communication and data collection.

Attitudes Toward the Sexual Health Questionnaire

Despite the considerablelength of the online questionnaires and
the inclusion of detailed personal questions about participants
sexuality and sexual behaviors, both trial and interview
participants were generally positive about the questionnaires.
Comments provided by the pilot RCT participants directly on
the sexual health questionnaires suggest that they were highly
engaged with the questionnaires. About a third of comments
provided on the baseline questionnaire and more than two-thirds
on the follow-up questionnaire expressed positive views about
the questionnaire. The most common positive commentsrelated
to participants finding the content and range of the questions
interesting, that the questions challenged participants' thinking
about sex and sexual health, and the inclusivity of the response
options. Positive comments about the online format being easy
to use were also relatively common.

Less positive, though constructive, comments commonly made
suggestions for additional response options to questions,
particularly “middle of the road” options such as “maybe” or
“not sure” and for additional clarification of questions or terms
used within questions, such as what actually constitutes “sex”.

A relatively large number of comments provided additional
details to the multiple-choice responses in the questionnaire,
suggesting a desire from participants for their answers to be
understood in context. For example, explaining a “Not
applicable” response by stating “1 have only had sex with my
recent husband”. Participants also seemed concerned that
researchers not judge them negatively, frequently providing
commentsin defense of their responses: “| feel likel may come
off as someone who doesn’'t care about STIs and such. This
isn't true. Yes | have multiple partners, but every 6 weeks we
all go to the sexual health clinic together”.

Being Asked About Sex and Relationships

Interview participants were asked if they minded being asked
about sex and relationships on the Sexunzipped online
guestionnaire. Only one person expressed any concern about
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this, and her concernsrelated to questionsregarding confidence
to discuss sex in relationships. While someinterview participants
simply thought the questions were “no big deal”, some found
the questions to be really “fun and interesting” and liked the
directness of the questions. A number of interview participants
said that participation in a sexua health study implied being
asked these sorts of questions:

When you signed up, you...realized what you were
going to be asked, so there was nothing shocking.
[Participant 985, male, 18 years]

Others said that, while they might have felt confronted or
somewhat shocked by some of the questions, they appreciated
those questions:

If | was shocked by anything | was...glad to see it
because...we should talk about everything, and not
be scared to talk about these things. [ Participant 1278,
male, 20 years]

Honesty in Responding and the I mportance of the
Questionnaire Responses

All interview participants said they responded honestly to the
guestionnaire, and all but one participant stated that they
believed that the responses they provided on the questionnaires
were important to the research. A number of interview
participants referred to the sense of anonymity afforded them
by completing the questionnaire online and stated that they
would not have felt so comfortable in responding honestly if
they had needed to hand their completed questionnaires to a
person, or to complete their responses with others present:

...because it was online and no one was asking you
anything to your face, it was sort of easy just to
answer as honestly as you could. So, | think that was
good...l think if someone had been asking me that
facetoface, | don't think | would have been as honest!
[Participant 1072, female, 19 years]

Once again, those interview participantswho saw their sexuality
as somewhat “unusual” or in the minority expressed that being
honest allowed them to be represented in the research. Some
interview participants simply thought that lying would be
pointless or would require more effort than just telling the truth.

Severd interview participantsreferred to aspects of the questions
themselvesthat facilitated honest answers. For exampl e, because
the questions always provided a response option that allowed
them to provide an honest response (ie, not forced into an
“approximate” response through the forced-choice options).
Furthermore, some interview participants also referred to the
wording of the questionsin facilitating honest responding:

even things like..."how many times in the last 3
months have you had sex without a condom?’...The
amount of times we are told in school...that that is
strictly forbidden... the fact that they ask it in such a
comfortable and normal way...it's just easier to be
honest that way. [Participant 1519, male, 19 years]
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Did Completing the Questionnaire Change Sexual
Health Behaviors?

Interview participants were asked whether completing the sexual
well-being questionnaire had made them think differently about
their sexual health and whether they had changed any behavior
relating to their sexual health as a result. The majority of
interview participants stated that in order to answer the
guestionnaire honestly, they had reflected on their own behavior
and that some particular questions had made them think very
carefully about some aspects of their sexua well-being.
Comments made by the pilot RCT participants on the online
guestionnaires also illustrated that the questions had changed
their thinking about sexual health, including comments such as
“challenged my thinking”, “made me think more”, and “Made
me think more about my sex life and that | need to take more
care and be protected more often”.

A number of the interview participants had given particular
thought as to whether they were comfortable talking to their
partner about sex. Some reported thinking more about
contraception and their attitudes towards different types of
sexual practices (eg, oral sex, anal sex, masturbation, use of sex
toys). Other interview participants said that they had given
particular thought to control in relationships, past relationships
in general, sexua health services available, sex and alcohal,
sexuality, pressure to have sex and regret after sex:

I’d had, like, an experiencein the past where I’d kind
of felt a bit more pressured into it...it (the
guestionnaire) did make methink... should | be more
aware of that in the future and maybe | can do
something to prevent that feeling or that situation
[Participant 1278, male, 20 years]

When asked if they had acted differently as a result of
completing the questionnaire, about two-thirds of interview
participants said they had not. Most frequently, thiswas because
they felt that no changes needed to be made, either because they
were aready “careful”, were in a long-term monogamous
relationship, or not currently sexually active. Only one
participant felt that he needed to make changes but had not.
Those interview participants who said they had changed their
behavior consegquent to completing the questionnaire (about a
third) had changed behavior relating to using contraception,
being more careful about using contraception for sex while
drinking a cohol, standing up to pressure to have sex, not having
“casual sex” they might regret, or being screened for STls.

Postal Testsfor Genital Chlamydia

Approximately half of the overall pilot RCT participants
received atest in the post for genital chlamydia. All interview
participants were asked how they felt about having to provide
their address as part of the research and whether they understood
why their address was needed. Those who received thetest were
asked how they felt about it, and those who had not received
the test were asked if they would have minded receiving the
test via the post.

Only oneinterview participant stated that she did not like having
to provide her address. This was because she was concerned
her parents would find out about her participation in the study.
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While the majority of interview participants did not mind
providing their address, a number said that was because they
lived with friends or a a college, but they would be more
concerned if they lived with their parents. This concern was
aso exemplified in severa emails sent to the research
coordinator from pilot RCT participants asking if post relating
to the Sexunzipped study (the urine test package, voucher, or
postal questionnaires) would display a Sexunzipped logo on the
package asthetrial participantswere concerned that their parents
would learn of their participation in the study.

A number of interview participants also specified that they did
not mind providing their address because they trusted UCL as
a legitimate organization or because they understood the need
for the address:

But | did understand that it might actually have
something to do with the research, so | didn’t really
mind... | mean, I’ ve given my postal addressfor worse
things, like for adverts and things, when 1'd just
learned about the Internet... And also you guys were
a legitimate research body. So | wasn’t scared, you
know, oh, maybe they're going to sell my postal
address, or they will try and steal my identity.
[Participant 489, male, 20 years]

Of the interview participants asked to state why they thought
the research team needed their address, approximately half
believed it was to receive the postal chlamydia test, a few
thought it was to receive the shopping vouchers received as
incentives, two thought it would be used to collect data about
participants’ location, and the remainder were uncertain why
they needed to provide an address (but provided it anyway).

More than two-thirds of interview participants either did not
mind or would not have minded receiving the chlamydia test
in the post. Many of the interview participants had completed
genital chlamydia urine tests prior to participating in the study
and found the testing “pretty standard”. Participants had
sometimes received testing kits via post from the National
Health Service or had picked them up from family doctors,
sexual health clinics or nightclub bathrooms, or received kits
at university:

I've received them loads of times from the NHS
[Participant 1072, female, 19 years]

I’d have been fine doing it, because we did them
at..we had the people come round our uni quite
recently anyway to do chlamydia tests and we got like
afree T-shirt if we did and stuff like that. [Participant
427, female, 19 years]

A number of interview participants obtained chlamydia tests
regularly anyway: “I'd just cross ‘Chlamydia test’ off my
checklist” [Participant 1101, female, 18 years]. Two participants
thought that receiving a test was not appropriate: “It's kind of
intrusive...[you] should go to your local clinic” [Participant
734, female, 19 years].

Several emails sent to the research coordinator from the pilot
RCT participants specified concerns or questions regarding
return of the urine sample. Sometrial participants had recently
completed a chlamydia test and asked if they therefore needed
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to be tested again. One participant had never had sex and wanted
to know if he should return the sample anyway. Another
participant wanted further explanation as to what the urine
sample would be used for before making the decision about
whether to return it.

Incentives for Participation

Of the 22 participants interviewed, most had received one £10
voucher, one had received the £20 voucher, and the remainder
had received the £10 total in two £5 increments, with the
exception of one participant who had not yet received any
vouchers and one who could not recall the amount he had
received.

The mgjority of participants thought the £10 they received was
an adequate incentive, while the participant who received £20
thought that amount was too much for what she had been
required to do as part of the research. While participants were
glad to receive such an incentive, the mgjority of them aso
stated that they would have participated anyway with no
incentive.

Discussion

Principal Findings

This evaluation of young people's views of the methodology
used in an online pilot RCT demonstrates that the online
methodology used was highly acceptable to this group and is
in fact preferred to “traditional” face-to-face or postal methods
for sexual health research. Recruitment online via Facebook
proved to be effective for the age group 18-20 years, and this
recruitment method was highly acceptable to participants.
However, we could not recruit young people aged 16-17 years
via Facebook since Facebook prohibits advertisements with
reference to sex or sexual health to those under 18 years old.

Participants’ main motivations for participation were a desire
to aid the research, to gain the incentive, and an interest in the
area of sexua health. Despite the incentive being identified as
a common motivator for participation, the majority of
interviewees stated that they would have participated without
it. Thisis consistent with previous research that suggests that
altruistic motivationsfor participation in research are common,
such as wanting to contribute to scientific knowledge,
particularly if the risk and burden of participation is low [24].
Interview participants said that having to complete the sexual
health questionnaires was not particularly burdensome, and on
the contrary, could be fun, interesting, and thought provoking.

It isimportant to note that almost all of theinterview participants
were university studentswith aninterest in research and studying
health- or welfare-related degrees. Incentives may have been
important for attracting participants without specific interests
in the research process:. interviewees who rated the incentives
as most important to participation were studying in a
non-health-related field and had not participated in prior
research.

Contact by email was highly acceptable, and also postal contact,
aslong as the sexual health content was not obvious to anyone
other than the recipient. We did not collect telephone numbers,
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but this may have boosted retention beyond the maximal 77.2%,
166/215 (achieved with a £20 incentive) [14]. Bull et al
maximized trial retention by using a series of incentives and by
contacting participants in several different ways (via email,
post, and telephone) [9].

The young people interviewed thought it important that studies
of the sexual health of young peopl e are conducted and wanted
to help by providing valid data. Many comments on the sexual
health questionnaires also expressed positive reactions to the
broad range of questions asked and indicated strong engagement
with the questionnaire, suggesting that they were keento provide
accurate responses to the questions.

The information participants were asked to provide was of a
highly sensitive nature (eg, types of sexual activity, number of
sexual partners, history of sexually transmitted infections), but
interview participants were comfortable with providing this
information anonymously online. All participants said they
provided completely honest answers to the questions, but they
might not have done so if they had to hand in a written
guestionnaire or if asked for that information by a person (face
to face or by phone). This finding is consistent with that of
Copaset a [11] who concluded that use of Computer Assisted
Self Interview technology compared with pen and paper
completion improved data accuracy for a survey of sexual
attitudes and lifestylein aBritish population. This suggeststhat
information collected online is likely to be at least as valid as
information collected offline.

A magjority of interview participants said they were morewilling
to participate in the research because it was university-run. For
many participants, their confidence was enhanced by the
knowledge that the research was being conducted by areputable
university and not by a commercial company. Beyond this, the
details of the research were not important to them, with few
participants understanding the purpose of the study and only
half being ableto namethe university responsible, despite these
details being clearly provided in al recruitment materials.

Participants expressed a preference for online registration
processes, communications with researchers via email, and
completion of the questionnaires online, seeing these as
convenient in terms of being able to participate at a time and
place of their choosing and in affording them amaximum sense
of anonymity. The online environment was also valued by
participants in an online trial of an alcohol harm reduction
website (Down Your Drink) [10].

All participants had reflected on their own sexual health
behavior to complete the questionnaires, and for about a third
of participants interviewed, this had resulted in their changing
their sexual health behavior. Thisillustrates the high likelihood
of reactivity to assessment, which is essential to consider when
baseline data are collected prior to an intervention [25]. It is
well known that assessment of alcohol consumption alone can
significantly reduce alcohol consumption [26], and further work
is needed to determine the likely level of effect of reactivity of
assessment in asexual health context. Collecting only aminimal
number of sexual health outcomes at baseline (to allow the
examination of baseline differences between groups), with full
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outcome measurement at follow-up, would help to minimize
measurement effects.

Themajority of our interview participants thought that receiving
and returning a urine sample for chlamydia testing was
acceptable. However, the maximal return rate of the testsin the
onlinetrial wasrelatively low (47.4%, 118/249) [14]. Interview
responses and email queries suggest that, in anumber of cases,
participants might not have returned their tests because they did
not need the result, either because they were not sexually active
or because they had a recent test. The companion paper [14]
provides further data and discussion on this issue. A small
number of interview participants thought that receiving the
chlamydiatest by post wastoo intrusive. In such cases, it might
be useful to offer an alternative method of testing, such as
attending a sexual health clinic.

Limitations

The 22 interview participants, while being adiverse samplein
terms of sexual preference (including gay, straight, bisexual,
polyamorous, and with transgender sexual partners), allocation
tointervention or comparator, geographical location, and gender,
were not representative of participantsin the Sexunzipped trial.
They were in the upper end of the age range of the target
audience, were mostly undertaking university studies, and the
majority either had a specific interest in sexual health and/or in
being part of research studies. This group therefore represents
participants who are highly educated and motivated to
participate in sexual health research, and their opinions may
therefore differ from those from the broader RCT pilot sample.
Furthermore, by recruiting interview participants via the
follow-up questionnaire, we could not include participantswho
had registered for the study but dropped out. We weretherefore
unable to determine if aspects of the methodology were
unacceptable to participants who dropped out of the study.
Greater attemptsto follow up with those who drop out of online
studies would provide more complete information regarding
aspects of these studies that may lead to attrition from online
research.

Future Directions

Recommendations for the conduct of online randomized
controlled trials and online sexual health research can be found
in Multimedia Appendix 3. These recommendations were
derived from this qualitative evaluation and from the linked
guantitative evaluation of the Sexunzipped trial procedures
reported in the companion paper [14].

Conclusions

This study contributes an increased understanding of common
problems and concerns related to the conduct of online sexual
health research through analysis of the views of young people
who participated in the Sexunzipped trial (expressed inin-depth
interviews, free-text comments on an online questionnaire, and
intrial-related emails).

The online recruitment of young people through Facebook was
highly acceptableto theinterview participants. Similarly, online
trial methodology such as online registration, email reminders
and communication with the researchers via email, and
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completion of questionnaires onlinewere preferred above more
traditional methods. The findings of this study also suggest that
online data collection for sensitive information such as sexual
health data may assist in gaining valid and complete data in
comparison to offline methods. Our findings suggest that sexual
health outcome measurement may initself prompt reflection or
behavior change, so it is important to consider potential
measurement reactivity in the design of an RCT. The provision
of incentives for participation in sexual health research online

Nicholas et al

may help to access harder-to-reach groups who may not
normally participate.

Notwithstanding the limitations of self-selection into this study,
these findings provide support for the use of online research
methodsfor sexual health research, emphasizing theimportance
of careful planning and execution of all trial procedures
including recruitment, respondent validation, trial-related
communication, and methods to maximize follow-up.
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Abstract

Background: To our knowledge, thereisno well-articul ated processfor the design of culturally informed behavioral intervention
technologies.

Objective: This paper describes the early stages of such a process, illustrated by the methodol ogy for the ongoing development
of abehavioral intervention technol ogy targeting generalized anxiety disorder and major depression among young sexual minority
men.

Methods: Weintegrated instructional design for Internet behavioral intervention technol ogies with greater detail on information
sourcesthat can identify user needs in understudied populations, as well as advances in the understanding of technol ogy-specific
behavioral intervention technology dimensions that may need to be culturally tailored.

Results: General psychological theory describing how to effect change in the clinical target is first integrated with theory
describing potentially malleable factors that help explain the clinical problem within the population. Additional information
sources are then used to (1) evaluate the theory, (2) identify population-specific factors that may affect users' ability to relate to
and benefit from the behavioral intervention technology, and (3) establish specific skills, attitudes, knowledge, etc, required to
change malleable factors posited in the theory. User needs result from synthesis of this information. Product requirements are
then generated through application of the user needs to specific behavioral intervention technology dimensions (eg, technology
platform). We provide examples of considerations relevant to each stage of this process and how they were applied.

Conclusions: This process can guide the initial design of other culturally informed behavioral intervention technologies. This
first attempt to create a systematic design process can spur development of guidelines for design of behavioral intervention
technologies aimed to reduce health disparities.

(J Med I nternet Res 2013;15(12):€271) doi:10.2196/jmir.2826
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Introduction

Behavioral intervention technologies are patient-facing
information and communication technologies (eg, websites,
virtual reality, text messages) designed to improve physical and
mental health by targeting behaviors and cognitions [1].
Although behavioral intervention technologies may have the
potential to improve access to behavioral heath care for
underserved popul ations, we know of no well-articulated process
for culturally informed behaviora intervention technology
design. We describe the early stages of such a process, using
the methodology that is currently being used for the initial
design of a behavioral intervention technology targeting
generalized anxiety disorder (GAD) and major depressive
disorder (MDD) in young sexual minority men.

At the outset, we decided this intervention would be
technology-based due to barriers to traditional care. Although
barriers to mental health services affect youth in general [2],
sexual minority youth face additional barriers such asreluctance
to discloseto providerstheir sexual orientation and rel ated issues
[3,4]. Further, many psychologists are not trained to meet their
needs [5]. Many young sexual minority men (22%) are
uninsured, and 12% indicate they have nowhere to present for
health care or information [6].

Methods

As there were no validated psychological intervention models
for anxiety or depression in sexual minority youth [7], we

Burnset al

required a systematic design approach. Theinstructional design
(ID) process for Internet behavioral intervention technologies
[8] informed our thinking regarding identification of the users
and usage contexts, and establishment of learning needs and
goas. However, the ID process for Internet behavioral
intervention technologies did not detail sources of information
that can help to understand the users. Such information is
particularly critical when the target population is understudied,
and we addressed this in our process. We also endeavored to
more broadly establish user needs, which include learning needs
but also address other popul ation-specific needs.

Thus, our behavioral intervention technology design process
outlines sources of information to better understand the user
and their cultural context. Thisinformation is used to generate
user needs, which are then translated into product requirements.
Reguirements are organi zed using advancesin the understanding
of behavioral intervention technologies dimensions (ie,
technology platform, functionality, content, and user interface)
that may require cultural tailoring [9].

This paper focuses on the question of how to arrive at an initial
conception of a behavioral intervention technology. While
evaluation of the perceived usefulness, usability, and feasibility
should occur throughout the design process [8], evaluation
methods are beyond the scope of this paper. We suggest readers
consult user-centered design [10] to choose evaluative
methodol ogiesfor each phase of their design process. Each step
of our initial design process is displayed in Figure 1, and an
exampleis described in Table 1.

Figure 1. Process for the initial design of a behavioral intervention technology targeting generalized anxiety disorder and major depression among
male sexual minority youth (rectangle=internal processes; trapezoid=process resulting in the input of information).

Gather Information about Users:
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Translate User Needs into Product Requirements:
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Table 1. Example of how a piece of information gathered about the users is used to specify a user need, which is then translated into a product

requirement.

Information gathered about the users

User need

Product requirement

Minority sexual orientation is arelatively concealable, stigmatized Private access to
the intervention.

characteristic that can pose safety risksif revealed to others.

A study-provided mobile phone will offer private access
to theintervention, which will aso be password-protected.

Results

Step 1: Gather Information About Users

Overview

We first defined characteristics of our users: (1) maleswho are
attracted to other males, (2) aged 17-20, and (3) experiencing
GAD and/or MDD. Although sexual orientation refers to
multiple facets of sexuality including attraction, behavior, and
identity (eg, self-identification as “gay”, etc), there is some
evidence that attraction, unlike behavior and identity, is
considered by adolescents to be critical in terms of defining
one's sexua orientation [11]. Thus, attraction to other males
was the only defining characteristic in terms of the target
population’s sexual orientation.

We next gathered information regarding ways that each of the
defining user characteristics may influence behaviora
intervention technology design, preferring any available
information relating to their intersection. Our objectives were
to establish (1) user needsrelating to the“ gap” between optimal
behaviors, thoughts, and feelings versus current behaviors,
thoughts, and feelingsin this population, (2) knowledge, skills,
attitudes, etc, needed to enable users to close this gap [8], and
(3) user needs regarding behavioral intervention technology
feasibility and acceptability.

Wewill now describetypes of information that can be gathered
to hel p answer these questions. We suggest first selecting theory,
astheory hel ps establish the other types of required information.
We next recommend consulting previous research to evaluate
the evidence supporting the theory and identify user
characteristics that could influence the way users relate to and
engage with behavioral intervention technologies. A review of
other previous research may also be necessary depending on
the theory, and we will describe an example.

Other sources of information can augment theory and research
findings. Consultation with content experts can be arich source
of clinica data throughout the information gathering and
subsequent stages of thisdesign process. In addition, secondary
analysis of existing data and collection of new data from users
are being employed to fill in gaps of the research literature.

Theory

ID for Internet behavioral intervention technologies suggests
using theory to guide understanding of user needs; in our case,
we required general theory describing how to bring about
affective change [8]. We also needed to expand the
conceptualization of theory to include population-specific
theory. Asyoung sexual minority men are at increased risk for
anxiety and depressive symptoms [12,13], we required theory

http://www.jmir.org/2013/12/e271/

elucidating potentially malleable factors that explain this
disparity.
General Theory of Affective Change

Internet interventions based on principles of cognitive behavioral
therapy (CBT) for anxiety, depression, and stress have
demonstrated efficacy when supported by brief provider contact
[14]. Literature is growing that supports cognitive behavioral
Internet interventions for adolescents with depressive and
anxiety disorders [15]. Thus, the cognitive behavioral model
was used as a framework for affective change. Due to high
depression and anxiety comorbidity, shared mechanisms have
been identified and used to create unified CBT protocols for
adults and youth [16,17]. Unified cognitive behavioral theory
describes putative mal adaptive thoughts and behaviors common
to individuals with depression and anxiety (ie, overestimation
of the probability and consequences of negative outcomes,
avoidant emotion regulation strategies) and thoughts and
behaviors that are optimal in promoting affective change (ie,
realistic cognitive appraisals and adaptive emotion regulation
strategies) [16]. Thus, unified cognitive behavioral theory has
outlined the differences, or “gaps’, between existing versus
optimal thoughts and behaviors, as well as skills that can be
taught to help users close these gaps. The cognitive behavioral
model also has implications for the contexts in which users
should interact with theintervention, asit requiresthat patients
apply their learning during problematic situations encountered
indaily life.

Theory of Mental Health Disparities Among the Users

Overview

Ample evidence supports the minority stress model, which
implicates stressors generated by stigmatizing social contexts
(eg, discrimination, victimization) in mental health disparities
among sexua minority people [3,18,19]. Unlike some other
stigmatized identities, sexual orientation may be concealable,
and such concealment is also conceptualized as a form of
minority stress[18]. However, disclosure of sexual orientation
can also be a source of minority stress, as disclosure can place
youth at risk for victimization [20,21].

The psychologica mediation framework [22] extended the
minority stress model by proposing pathways between
stigmatizing events and mental health. Many of these pathways
(eg, appraisals of social support, rumination) are malleable
according to unified CBT protocols, asthey involve maladaptive
cognitive appraisals and emotion regulation. Thus, weintegrated
unified CBT with the most clearly compatible aspects of the
psychological mediation framework (see Figure 2) to derive a
population-specific model of affective change to guide the
behavioral intervention technology design.
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Figure 2. The population-specific theory of affective change used to guide the design of a behavioral intervention technology targeting generalized

anxiety disorder and major depression among male sexua minority youth.
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Previous Research

We searched previous literature for evidence regarding the
population-specific model of affective change. Prospective and
experimental evidence suggeststhat emotion dysregulation does
mediate the relationship between stigma-related events and
psychologica distress [22]. Regarding cognitive appraisalsin
our population-specific model of affective change,
discrimination, victimization, and concealment may negatively
influence cognitive appraisals of socia support and thusincrease
depression and anxiety [22,23]. In partial support of this idea,
lower perceived social support has been found to predict
depression among gay youth [24]. The evidence for the
population-specific model of affective change was limited,
however, as most research with sexual minority people is
cross-sectional [25], obscuring the ways minority stress
processes interrupt healthy development [26]. Also, as very
large samples are required to recruit representative sexua
minority samples, convenience samples are often used that
overrepresent white individuals and those who identify as gay
[27,29].

As cognitive behavioral principles are designed for use in
distressing situations, we also used previous research to identify
contexts in which our users would likely encounter minority
stress. Unlike many other stigmatized characteristics, families
are unlikely to share the youth’s sexual orientation and may be
hostiletoward it [29]. Sexua minority youth are also morelikely
than heterosexual youth to be victimized at school and skip
school due to safety concerns [3]. Adolescent males attracted
to both males and females report lower academic achievement
than their male heterosexual peers[30], and this may be due to
hostile school climates [31]. Young sexual minority men can
also lose friendships over their sexual orientation [32]. Thus,
sexual minority youth can experience stigma-related eventsin
the context of family, school, and friendships, all of which are
key domainsin the lives of many young people.

Previous research regarding acceptability and feasibility
considerations was then examined. One of the first steps to
developing a culturaly inclusive design was gaining better
understanding of how users may conceptualize their sexual
identity. Little work has been done to develop design
requirements for sexual minority people, so we began with
examining the language young men use to describe their sexual
orientation. In contrast to labels such as “gay” or “bisexual”,

http://www.jmir.org/2013/12/e271/

many adolescents appear to better understand their sexual
orientation in terms of the sex(es) to whom they are sexualy
attracted [33]; indeed, some youth reject sexual orientation
labelsentirely [34]. For others, awide variety of termsare used
(eg, “pansexud™).

Finally, we sought research on the implications of user
characteristics that are not related to sexual orientation for
behaviora intervention technology feasibility and acceptability.
First, akey developmental task of adolescence for both sexual
minority and mgjority youth is to increase autonomy [3,35].
Second, metacognitive skills can be impaired by depression
[36]. Third, due to mood-congruent recall [37], it may be
difficult for users to remember how to implement new skills
when they feel depressed or anxious.

Secondary Analyses of Existing Data

When designing behavioral intervention technologies for an
understudied population, researchers may expect limitationsin
the literature regarding evidence for their mode of
population-specific change. Consequently, we are conducting
asecondary analysis of datafrom an ongoing longitudinal cohort
study of 451 racially diverse sexual minority men aged 16-20
(first reported by Mustanski et al [38]), recruited in Chicago
using a sampling method that facilitated enrollment of young
men unaffiliated with the gay and bisexua community.
Respondent driven sampling [39] was used and modified to
allow a higher percentage of initial recruits (ie, “seeds’), who
werelocated through community outreach, school organizations,
flyers posted in community |ocations frequented by L GB youlth,
and geosocial network applications (ie, Grindr and Jack’d). The
seeds were then compensated for recruiting up to 3 other young
sexua minority men into the study. New recruits, in turn, could
also earn monetary incentives by recruiting up to 3 of their peers
into the study.

Participants were given measures of minority stress, cognitive
appraisals, and anxiety/depressive symptoms every 6 months.
Ongoing, unpublished analyses are thus far highlighting the
importance of appraisals of family support in predicting
anxiety/depressive symptoms 6 months later. Although the
inclusionary definition of sexual orientation differed in this
longitudinal study from our defined target population, the
analyses provided some support for the pathway between
cognhitive appraisals and anxiety/depression in our
population-specific model of affective change. Had there been
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published trials of behavioral interventions for anxiety or
depression with this popul ation, we would have al so requested
to analyze such datato ascertain whether our model of affective
change mapped onto mechanisms of action.

Consultation With Content Experts

To work toward culturally informed implementation of
evidence-based principles, content experts should review the
researchers’ understanding of gathered information. We have
begun discussions with mental health professionals at a
community organization serving sexua minority youth regarding
our population-specific model of affective change, preliminary
results of our secondary analysis, and their implications for
intervention strategy. Further, the research team includes a
psychologist and a physician with expertise on the health of
male sexual minority youth, an adolescent psychologist with
expertise in CBT for anxiety and depression, an expert in
behavioral intervention technology development (DCM), and
asoftware engineer. Thisteam only beginsto speak to the need
to define “ content experts” broadly, due to the multidisciplinary
nature of behavioral intervention technology design.

New Data Collected From the Target Population

Information gathered thus far suggests the tentative learning
goals are to increase perceived family support or help youth
source positive social support from other individual s, and foster
adaptive emotion regulation strategies. However, as young
sexual minority men are understudied, the knowledge, skills,
behaviors, and attitudes needed to meet theselearning goalsare
unclear. A few qualitative studies have been conducted with
samples that were not characterized on the basis of mental
health, indicating sexual minority youth use a variety of
strategies and resources to cope with minority stress (eg, [40]).
However, it is difficult to evaluate the adaptive potential of
these strategies without specifically examining youth who
experience minority stressors without becoming distressed.

Accordingly, we have designed qualitative interviewsto conduct
with asubset of young sexual minority men participating in the
aforementioned longitudinal study; we areinviting participants
who have repeatedly (ie, at their two most recent assessments)
evidenced nonclinical anxiety and depression symptom scores,
despite repeatedly experiencing discrimination, to participate
inthe qualitativeinterviews. By understanding adaptation among
youth who are resilient to minority stress, we will begin to
understand how, specifically, male sexual minority youth can
remain emotionally regulated and protect their perceptions of
family support in the face of minority stress.

Step 2: Specify User Needs

Dueto the potentially concealable nature of sexual orientation,
and the fact that its disclosure could result in discrimination or
victimization, the paramount user need is private access to the
behavioral intervention technology.

As stated previoudly, the behavioral intervention technology
also needs to help youth improve appraisals of family support,
or build or strengthen other social supports, and replace
maladaptive with adaptive emotion regulation strategies.
Subsumed user needs (eg, the skills, knowledge, and attitudes
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required to fulfill these broader learning needs) remain unknown,
as we have not yet conducted the qualitative interviews
regarding resilience to minority stress. Resources are often too
limited to gather al desired information sources prior to
applying for funding. Other researchers may also find it
necessary to partially specify user needsand translatetheminto
product requirements to create a thoughtful proposal and seek
such funding. We thus conceptualize the information gathering
phase as continuing to occur during the other phases of our
process, enabling refinement of user needs and product
reguirements as new information becomes available.

The behavioral intervention technology must address minority
stress driving higher rates of anxiety and depressive symptoms
among the target population, and thisismore likely if therapies
actively engage youth in these stigmatizing social contexts[41].
As sexua minority youth may face stigma in their family,
school, and socid life, and CBT relies on use of new behaviors
and ways of thinking during distressing situations, users need
the ability to access the behaviora intervention technology
during as much as of their daily life as possible. Users who
report distress also need prompts to remind and guide them to
use cognitive behavioral skillsin the moment.

Due to educational disruptions or depression, some users may
need the behavioral intervention technology to accommodate
lower levels of literacy and metacognitive skills, respectively.
Given their developmental stage, users also need the behavioral
intervention technology to convey respect and support for their
growing need for autonomy. Finally, the language of the
behavioral intervention technol ogy needsto be compatible with
users’ understanding of their sexual orientation.

Step 3: Trandate User Needs Into Product
Requirements

Overview

Within this phase, we have subsumed the recently published
model of specific features of patient-facing behavioral
intervention technologies that require cultural consideration,
which comprise (1) technology platform, (2) functionality, (3)
content, and (4) user interface [9]. We now describe several
examples of how user needs inform each of these four areas.

Technology Platform

A mobile phone platform meets the need for ubiquitous
technology resulting from the varying contexts in which
minority stress takes place and the corresponding need for
application of cognitive behavioral skillsintheface of minority
stress. Also, apurely Web-based intervention may not meet the
user need for private access to the behavioral intervention
technology. Youth may not have a point of access to the Web
that is not monitored by others. Thus, for the duration of the
intervention, users will be provided with a mobile phone to
allow private access to the behavioral intervention technology.
The behavioral intervention technology will also be
password-protected to protect the youth's data if the phone is
lost or stolen.
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Functionality

The extent and nature of interactivity, amount of user control,
sequencing of information, and rate of delivery [42] should be
selected based on user needs [8]. To reduce the metacognitive
skill required, we are using short, scaffolded didactic
information and frequent interactive experiences with corrective
feedback [42]. Accordingly, each day the application will
provide userswith either asmall chunk of information or abrief,
interactive skills practice with clear linkage to previous material.
Further, the mobile phone application will prompt users several
timesdaily to report on their mood. The behavioral intervention
technology will guide users reporting distressthrough tool s that
will scaffold them in enacting behaviorsthat are adaptive given
their current discrete emotion(s) and intensity. For example,
youth reporting moderate guilt will be routed to toolsthat target
guilt by restructuring mal adaptive cognitive appraisals, such as
by focusing on how to learn from amistake. In contrast, youth
experiencing intense guilt would first be walked through distress
tolerance exercises [43,44], such as focusing on the sensations
of one'sfeet touching the ground. Another exampl e of feedback
is that the phone application will offer visualization tools to
show users how their emotions relate to their behaviors and
contexts. For example, youth can see a graph showing their
average level of sadness in each location in which they have
reported their mood.

Theintervention “functionality” a so includes human coaching,
which is commonly used to increase adherence to Internet
behavioral intervention technologies [45]. As mentioned, the
behavioral intervention technology depends on feedback [42],
and there are some tasks (eg, compl eting a thought record) that
may betoo complex for the mobile phone application to provide
meaningful feedback. The behavioral intervention technology
will enable coachesto view users work, such that coaches can
provide feedback for more complex tasks. In keeping with the
goal for the behavioral intervention technology to foster frequent
but short interactive experiences, coaching contactswill include
a brief telephone call (5-10 minutes) and email each week. A
coaching protocol (“TeleCoach”) [46] based in part on
motivational interviewing [47] will be used to maintain
engagement in treatment despite avoidance behaviors that may
arise due to anxiety and depressive symptoms. Coacheswill be
clinicians with expertise in motivational interviewing.

Content

The need for autonomy among youth indicates that a
collaborative, empowering tone is appropriate for the content.
For example, the intervention will first involve persona
goal-setting that will be used to frame the other intervention
components. Also, the behavioral intervention technology
content around loss of family support will stress the youth’'s
emerging independence and ability to obtain socia support from
other sources (eg, theideaof building a“family of choice” [3]).

Consistent with the many domains in which sexual minority
youth can encounter minority stress, the content will also address
minority stress occurring in a variety of contexts. Skills such
as cognitive restructuring, problem solving, and finding
alternativesto avoidant emotion regul ation strategies are taught
in part through the use of examples. Such examples include a
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young man encountering bullying at school, a youth who has
lost agood friend after he disclosed his sexual orientation, and
ayoung man trying to problem solve regarding how and when
to disclose his sexual orientation to his parents. Examples will
be enhanced by incorporation of young sexual minority men's
narratives collected during the qualitative interviews regarding
resilience to minority stress.

User Interface

Users will be able to obtain the same information from audio
voiceovers, illustrations, and videos as contained in the text, to
accommodate possible educational disruptions due to school
victimization [8]. The terminology used to describe sexual
orientation will also beinclusive (eg, “ attracted to men” versus
“gay” or “hbisexua™). When discussing sexual identification, a
spectrum of possible sexual orientation labels will be
acknowledged.

Discussion

Principal Results

Design of behavioral intervention technol ogiesfor underserved
populations can be guided by general psychological theory
describing how to effect changein theclinical target, integrated
with theory describing potentially malleable factors that help
explain incidence of the clinical problem among the population.
Previous research, analysis of existing data, consultation with
content experts from multiple disciplines, and collection of new
data can then be used to (1) evaluate the guiding theory, (2)
identify group-specific factors that are not learning needs, but
may affect users ability to relate to and benefit from the
behavioral intervention technology, and (3) establish specific
skills, attitudes, knowledge, and behaviors required to change
malleable factors posited in the theory. User needs result from
synthesis of this information. Generation of product
requirementsis then guided by application of the user needsto
choice of technology platform, functionality, content, and user
interface.

Limitations

Future work should extend this process model by articulating
methods to evaluate each of its stages, aswell asincorporating
cultura intersectionality, the idea that multiple identities (eg,
Latino, bisexual, male) are not additive and cannot be fully
understood in isolation [48].

Conclusions

This early design process is readily understandable to clinical
scientists and thus can be trandated to serve interventionists
targeting other populations or clinical targets, as well as those
interested in creating a model for the entire design process of
culturally informed behavioral intervention technologies. The
process of gathering information and defining user needsisalso
applicable to the development of interventions that do not
involve technology. The model could also assist clinicians in
culturally tailoring their interventions for patients from
underserved populations, aswell asto spur further discussions
of guidelines and standards in the development of behavioral
intervention technologies aimed to reduce health disparities.
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Abstract

Background: Evidence-based psychological treatments, such as cognitive behavior therapy (CBT), have been found to be
effective in treating several anxiety and mood disorders. Nevertheless, issues regarding adherence are common, such as poor
patient compliance on homework assignments and therapists’ drifting from strictly evidence-based CBT. The development of
Internet-delivered CBT (ICBT) has been intensive in the past decade and results show that guided ICBT can be as effective as
face-to-face CBT but also indicate a need to integrate the two forms of CBT delivery.

Objective: In thisstudy, we devel oped and tested a new treatment format in which ICBT and face-to-face therapy were blended.
We designed asupport system accessible viathe Internet (using acomputer or an AppleiPad) for patients and therapists delivering
CBT face-to-face. The support system included basic CBT components and a library of interventions gathered from existing
ICBT manuals.

Methods: The study involved 15 patients with mild to moderate anxiety or depression (or both). Eight therapists conducted the
treatments. All participants were interviewed after the nine-week intervention. Further, patients provided self-reports on clinical
measures pre- and post-trial, as well as at a 12-month follow-up.

Results: A reduction was found in symptom scores across all measures. The reliable change index ranged from 60% to 87%
for depression and anxiety. Large effect sizes (Cohen’s d) ranging from 1.62 (Cl 95% 0.59-2.66) to 2.43 (Cl 95% 1.12-3.74)
were found. There were no missing data and no treatment dropouts. |n addition, the results had been maintained at the 12-month
follow-up. Qualitative interviews revealed that the users perceived the support system as beneficial.

Conclusions: The results suggest that modern information technology can effectively blend with face-to-face treatments and
be used to facilitate communication and structure in therapy, thus reducing therapist drift.

(J Med I nternet Res 2013;15(12):6280) doi:10.2196/jmir.3031
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cognitive behavior therapy; Internet; anxiety; depression; AppleiPad
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Introduction

Thelifetime prevalence of mood and anxiety disordersis high,
ranging from 20.8% to 28.8% [1], and these disorders are
associated with significantly reduced quality of lifein sufferers
[2]. According to the World Health Organization (WHO), by
theyear 2030 depression is expected to bethe largest contributor
to disease burden [3]. Thus, there is a need for cost-effective
and accessible trestments. Evidence-based treatments exist and
both pharmacotherapy and psychological treatments (mainly
cognitive behavior therapy; CBT) have established evidence
bases[4]. However, accessto CBT, often the preferred treatment
option [5], islimited; thus, a gap remains between demand for
treatment and actual provision [6]. Moreover, evidence-based
psychological treatments do not help all patients and issues
regarding adherence to therapy are common [7]. Dropout from
treatment, poor engagement, and incomplete adherence to
homework assignments are all issues that can reduce the
treatment’s effectiveness [8]. Further, therapist drift from
evidence-based CBT (toward supportive therapy) has been
highlighted as a potential obstacleto effective CBT [9]. Hence,
ways to optimize the delivery of CBT, improve response rates,
and increase the treatment’s availability represent important
goalsfor the field.

Research on Internet-delivered cognitive behavior therapy
(ICBT) hasbeen intensivein the past decade and studiesindicate
that clinician-guided ICBT can be as effective as face-to-face
CBT for somediagnoses[10,11]. ICBT has been devel oped for
several mood and anxiety disorders [12,13] and has also been
implementedinregular clinical psychiatric settings[14]. Severa
clear advantages can be noted when comparing ICBT with
traditional, face-to-face CBT [15]. Obvioudly, less time is
needed when the treatment is delivered via the Internet [16];
hence, more patients can be reached at alower cost. In addition,
therationale and content of ICBT adhere to treatment manuals
closely and, even though there is a role for the therapist in
guided ICBT [17], this treatment format is probably less
susceptibleto therapist drift. On the other hand, some problems
with ICBT should be noted. Therapies with minimal support
may lead to increased dropout rates (particularly in unguided
ICBT) [18], and some patients probably need more support than
ICBT provides in order to adhere to the therapy [19].
Face-to-face meetings with patients have the advantage of
providing additional clinically relevant information that can be
used for diagnostic purposes and individual case management.
Moreover, when patients need support in order to understand
therapeutic techniques, face-to-face contact is beneficial (as a
treatment technique can be illustrated directly during the
session).

Based on our research experience examining both
treatment-delivery methods—face-to-face and via the
Internet—we sought to merge the two to create a blended
treatment format. Previous studies have combined computerized
manual s with face-to-face treatment [ 20,21], used technol ogical
adjuncts in therapy [22], or used the Internet after treatment
completion to help prevent relapse [23,24]. To our knowledge,
thisisthefirst study to merge ICBT and face-to-face CBT ina
system used by both the therapist and the patient. Accordingly,
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we constructed aWeb platform accessible viapersonal computer
and AppleiPad and blended ICBT with traditional face-to-face
CBT. This case series pilot study aimed to explore clinical
outcomes on measures of anxiety, depression, and quality of
life when Internet-delivered support was provided to patients
and their therapists. In addition, we also examined user
experiences and the ways that the support system was used and
perceived. We hypothesized that the support system would
contribute positively to adherence and that outcomes would
align with those achieved in face-to-face CBT. This study was
designed as a proof-of-concept study, generating ideas for
further research.

Methods

Procedure

The loca ethics committee approved the study (ID:
2011/456-31). Fifteen participantsfulfilling all inclusion criteria
were notified via email of their acceptance and gave written
informed consent prior to treatment. The treatment duration
was between eight and nine weeks. In combination with the last
session, aqualitative interview was conducted with the patient.
On this occasion, each patient was also directed to a website
where he or she was to fill out self-report questionnaires
representing the clinical outcome measures. At post-treatment,
seven therapists participated in a focus group discussing user
experiences. One individua interview was conducted with
another therapist. In addition, long-term follow-up clinical data
were obtained at a 12-month follow-up with each patient.

The Support System

The platform (support system) utilized in the study was
conceived and designed by the first and the last authors, KM
and GA. A programmer wrote the code and used the open-source
code language PHP and MySQL to construct the platform, which
was accessible viapersonal computer or AppleiPad through an
encrypted secure sockets layer (SSL) connection to the Internet.
The support system was not developed as a mobile phone
application. Users were assigned personal log-in IDs via email
and an additional temporary password was sent via SM S (short
message service) at each attempt to log on (this feature was
implemented in order to increase the level of security). The
platformwasto be used at home andintheclinical setting where
treatment was provided. The platform was set up so that the
user would receive part of theinformation that would have been
provided in a face-to-face treatment session—in other words,
there were no computerized treatment components and the main
part of the system consisted of material that in a face-to-face
session would have been presented on printed paper or verbally
(eg, goal setting). Thetherapists and patients did not accessthe
same content in the platform; therapists controlled which support
resources and information patients had accessto. The platform
contained some basic components of CBT, such as scheduling
visits, keeping an agenda, and setting goals. The platform also
included a library with both text and media resources used in
psychoeducation and ashomework assignments. Theseresources
were compiled primarily from prior studieson ICBT for anxiety
[25] and depression [26]; they were presented not as discrete
treatments but rather as part of the face-to-face treatment (ie,
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as handouts). Use of text material in face-to-face treatment has
been found to be common among CBT practitioners [27] and
we regarded this procedure as aligning with standard CBT. The
digital library contained supplemental information on CBT,
such as behavioral activation, activity scheduling, exposure
therapy, common cognitive biases, and maintenance via saf ety
behaviors. We a so provided some audiofiles, such asrelaxation
instructions. In addition, the platform included common
guestionnaires and forms used in homework assignments, such
asguidesto creating afear hierarchy and keeping daily thought
records and sleep diaries.

Figure 1. Screenshot of the Internet-based support system.

Mansson et al

In addition, the users could communicate viaan internal message
system and the therapists could communi cate viamobile phone
SMS. However, communication between users was essentially
made within the support system. Users could also create memos
about topicsthey wished to remember or discussin therapy and
they were able to upload and share persona files. The Web
platform was built to give support to both therapists and patients
in the delivery of face-to-face CBT. For further details, see
Figure 1 and Multimedia Appendix 1.
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Recruitment

The study involved 23 participants in total: 15 patients and 8
therapists. Patients were recruited mainly via local media
advertising and information distributed on auniversity campus.
Participants declared their interest viaaresearch project website
and provided informed consent. Therapists were recruited
separately viaemail.

Participants

The patients' mean age was 43 years old (SD 15) and ages
ranged from 22 to 70 years. A majority of participating patients

http://www.jmir.org/2013/12/e280/
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(60%, 9/15) were currently university students or previously
had been. Table 1 presents the demographic characteristics and
Table 2 the distribution of psychiatric diagnoses. Of the eight
therapists who were involved in the study, seven had recently
received basic psychotherapy training as part of the final year
of their five-year clinical psychology program. One therapist
was in hisfirst year of clinical practice as a psychologist. The
mean time of experience in CBT under supervision was 14
months (range 4-26 months). All the therapists volunteered and
did not receive any compensation.
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A total of 26 patients were interviewed via telephone using the
structured diagnostic psychiatric interview for Diagnostic and
Statistical Manual of Mental Disorders (DSM-1V) and
International  Classification of Diseases (ICD-10):
Mini-International Neuropsychiatric Interview (MINI [28]).
Two psychology students in their final term conducted the
clinical interviews. Both students had experience with diagnostic
interviews and basic training in CBT. After the interviews,
participants were instructed to fill out self-reports measuring
anxiety, depression, quality of life, and alcohol consumption
viaa secured and encrypted website.

The following participant inclusion criteriawere applied in the
study: (1) over 18 yearsof age, (2) no history of ongoing suicidal
attempts or current tendency toward self-harm, (3) no current
alcohol or drug addiction, (4) no current contact with aphysician

Table 1. Demographic characteristics (N=15).

Mansson et al

administering pharmacotherapy that required monitoring, (5)
if the patient was on pharmacotherapy, the dose had been stable
for at least one month before the study began and the participant
agreed to keep the dosage unchanged during the study or inform
the therapist if a change was needed, (6) not receiving other
concurrent psychological treatment, (7) not diagnosed with
severe major depression disorder according to MADRS-S
(Montgomery Asberg Depression Rating Scale — self-report)
(cut-off at >30 points), (8) reported <4 on MADRS-S item 9
(about suicidal ideations), (9) not suffering from a severe
psychiatric condition that could interfere with the treatment (eg,
bipolar disorder or schizophrenia, as reported in the clinical
interview), and (10) access to the Internet via a computer. A
senior researcher (licensed psychologist and psychotherapist)
reviewed participantsto determinetheir eigibility for inclusion.

Characteristic Mean (SD) or n (%)
Age, mean (SD) 43.0 (15)
Gender, female, n (%) 10 (67)
Educational level, n (%)

Completed university 7 (47)

Completed vocational training 4(27)

Current university 2(13)

Completed high school 2(13)
Employment status, n (%)

Working 9 (60)

Student 4(27)

Retired 2(13)
Current phar macotherapy, n (%)

SNRI? 4(27)

SSRIP 2(13)

Sedatives 2(13)
Previous experience of therapy, n (%)

CBT® 4(27)

Unspecified therapy 3(20)

Single CBT interventions 2(13)

Counseling 2(13)
Computer experience, n (%)

Good 13(87)

Limited 2(13)

3SNRI: serotonin and norepinephrine reuptake inhibitors
PSSRI: selective serotonin reuptake inhibitors
°CBT: cognitive behavior therapy
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Table 2. The distribution of diagnoses according to the MINI psychiatric interviews (N=15).

Diagnosis

Freguency, n (%)

Major depressive episode
Social anxiety disorder
Generalized anxiety disorder
Agoraphobia

Panic disorder

Comorbidity (participants fulfilling two or more diagnostic criteria)

6 (40)
5(33)
4(27)
3(20)
2(13)
5(33)

Cognitive Behavior Therapy

Theindividualized CBT was delivered during a period of eight
to nine weeks. The treatments were based on generic CBT
components, such as case conceptualization, behavior analysis,
agenda setting, goal setting, psychoeducation, and homework
assignments. Therapists received clinical group supervision
from a licensed clinical psychologist during four scheduled
appointments during thetrial. In addition, on four occasionsthe
therapists and the research project manager met and discussed
experiences and feedback regarding technical issues. Each
therapist and patient pair individually decided how to use the
platform during the treatment—for instance, during therapy
sessions and in additional contact between sessions.

Clinical Measures

We used the Beck Anxiety Inventory (BAI) [29] and the
Generalized Anxiety Disorder Screener-7 (GAD-7) [30] to
measure anxiety. The Montgomery Asberg Depression Rating
Scale-self-rating version (MADRS-S) [31] and the Patient
Health Questionnaire-9 (PHQ-9) [32] were used to measure
symptoms of depression. In addition, the Quality of Life
Inventory (QOLI) [33] wasadministered. All clinical measures
have established good psychometric properties when
administered viathe Internet [34,35]. We al so used the Alcohol
Use Disorder Identifications Test (AUDIT) [36] for screening
purposes but not as an outcome measure.

Statistical Analysis

Data were analyzed with SPSS version 21. All the statistical
analyseswere intent-to-treat and statistical significance was set
at P<.05. Differences between pre- and post-treatment measures
and pre-treatment and long-term follow-up measures of
depression, anxiety, and quality of life were examined using

http://www.jmir.org/2013/12/e280/

paired samplet tests. Within-group effect sizes were calculated
based on the pooled standard deviation, expressed as Cohen’s
d.

We used a reliable change index (RC) in accordance with
Jacobson and Truax [37] to determine the proportion of
participants who showed treatment improvements from pre- to
post-treatment and from pre-treatment to long-term follow-up.
As suggested by Lambert and Ogles [38], we used internal
consistency as a measure of reliability. The following values
were used in the calculation of RC: Cronbach alpha=.92 for
BAI, GAD-7, and PHQ-9 [29,30,39]; Cronbach alpha=.87 for
MADRS-S [40]; and Cronbach alpha=.83 for QOLI [33].

Qualitative Analysis

This part of the study was based on content analysisin order to
analyzethedata[41]. Individual interviewsand thefocus group
were recorded and transcribed. All interviews were recorded
using aportable digital recorder. The purpose of the interviews
was to identify user experiences of the platform used in the
treatment. Meaningful unitsfrom the text based on theresearch
guestion were coded and organized into categories. Sentences
that reflected opinions, such as adjectives and words that
expressed an emotive experience were selected. Meaningful
units and user experiences were sorted as positive, negative,
and neutral. Topics that were mentioned frequently and
explicitly became the basis for the categorization. Each patient
interview (n=15) was merged and overarching themes were
created (see Table 3). Overarching themes were formulated in
an ongoing discussion between two researchers, facilitating the
development of supplementary views and critical perspectives.
The same procedure of qualitative analysis was applied in
analyzing both the focus group discussions and the individual
therapists comments.
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Table 3. Overarching themesidentified in the qualitative interviews with patients and therapists.

Connotation Feedback

Patient interviews

a

- Computer skills influenced the work with the support system

b

Facilitating treatment outside the therapy room

+ Memory support and learning

+ Positive experiences of the treatment

+ Positive implications for homework assignments

+ Potential to gain an overview of the treatment process

+ Promoted a sense of autonomy and responsibility

+ Supported maintenance after therapy

+ The library—an individualized supplement

+ The use of the support system during and between sessions
+-C The iPad was not seen as an obstacle

+/- Working with digital material—helpful or unnecessary

Therapist interviews

- For patients with less computer experience, ICBT hampered the work

+ Increased therapist skills by providing overview of the therapy process

+ Positive experience of communication between sessions

+ Positive experiences using the support system

+ The library—an important support

+ The support system promoted additional structure in the therapy

+ The use of the support system during and between sessions

+- Heterogeneity in amount of time engaging in treatment

+/- Pros and cons of the support system as a substitute to the face-to-face sessions
+/- Pros and cons of using the support system in face-to-face sessions

+/- The support system affected the therapists' workload

8- negative feedback
b+ positive feedback
€ +/-, positive and negative feedback

Results

Clinical Outcome M easures

This study had no missing data and no treatment dropouts.
Statistically significant main effectswere obtained for al clinical
outcome measures, pre- to post-treatment, t,,=4.25to 7.25, all

P’'s<.001, and pre- to long-term follow-up, t;,=3.53 to 6.20, al

P's<.05 (see aso Table 4 and Figures 2-4). Moreover,
comparing mean values post-treatment to long-term follow-up

http://www.jmir.org/2013/12/e280/
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were nonsignificant: t,,=0.73 to 1.55, al P's>.142. Large
within-group effect sizes (Cohen’'s d) were observed on al
clinical outcome measures, with pre- to post-effect sizesranging
from 1.26-2.43 and long-term follow-up between 1.08-1.94
(Table 4). Reliable change as defined by Jacobson and Truax
[34] was observed in a majority of the patients, ranging from
60% to 87% on depression and anxiety measures and from 53%
to 80% at long-term follow-up (Table 4). Reliable change on
quality of life was 40% at post-treatment and 60% at 12-month
follow-up.
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Table4. Mean, SD, effect size, and reliable change index at pre-treatment, post-treatment, and at long-term follow-up to treatment.

Pre-treatment Post-treatment Long-term follow-up?
(n=15) (n=15) (n=15)
BAI P
Mean (SD) 18.07 (7.7) 7.67(4.2) 9.60 (7.8)
Effect size (Cl 95%) — 1.67 (0.6-2.74) 1.09 (0.39-1.79)
Reliable change, n (%) — 11 (73) 9 (60)
GAD-7°
Mean (SD) 11.93 (5.9) 4.07 (1.7) 6.00 (4.9)
Effect size (Cl 95%) — 1.80 (0.64-2.97) 1.08 (0.32-1.84)
Reliable change, n (%) — 9 (60) 8(53)
MADRS-S®
Mean (SD) 21.20 (4.1) 9.07 (5.7) 10.27 (6.7)
Effect size (Cl 95%) — 2.43(1.12-3.74) 1.94 (0.9-2.98)
Reliable change, n (%) — 13 (87) 12 (80)
PHQ-9¢
Mean (SD) 12.13 (6.0) 4.46 (2.7) 5.33(4.2)
Effect size (Cl 95%) — 1.62 (0.59-2.66) 1.31(0.32-2.31)
Reliable change, n (%) — 11 (73) 10 (67)
QoLI ©
Mean (SD) -0.13(1.6) 1.60 (0.9) 1.98 (1.6)
Effect size (Cl 95%) — 1.26 (0.49-2.02) 1.29 (0.41-2.18)
Reliable change, n (%) — 6 (40) 9 (60)

8Effect size and the reliable change index were cal culated based on pre-treatment data versus long-term follow-up data.
PBAI: Beck Anxiety Inventory.

CGAD-7: Generalized Anxiety Disorder questionnaire (7-item version).

d9MADRS-S: M ontgomery Asberg Depression Rating Scale (self-report version).
€PHQ-9: Patient Health Questionnaire (9-item version).
fQOLI: Quality of Life Inventory.
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Figure 2. Histograms showing clinical measures of anxiety. Mean values at pre-treatment, post-treatment, and at 12-month follow-up. Error bars
represent the standard deviation.
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Figure 3. Histograms showing clinical measures of depression. Mean values at pre-treatment, post-treatment, and at 12-month follow-up. Error bars
represent the standard deviation.

MADRS-S PHQ-9

[N F

Post 12-month Post 12-month

http://www.jmir.org/2013/12/e280/ JMed Internet Res 2013 | vol. 15 | iss. 12 |€280 | p.222

(page number not for citation purposes)
XSL-FO

RenderX


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

JOURNAL OF MEDICAL INTERNET RESEARCH

Mansson et al

Figure4. Histogram showing clinical measures on quality of life. Mean values at pre-treatment, post-treatment, and at 12-month follow-up. Error bars

QOLI

represent the standard deviation.

Pre

Patients’ User Experiences

The patients reported that they had used the various featured
components of the support system. A mgjority said that the
platform was easy to use; however, two patients with less
computer experience had used the platform only sporadically.
No patient regarded the iPad as a disturbing feature of the
therapy. Thirteen patients reported that they had carried out all
or almost all their homework assignments; two patients reported
that they had carried out more than half their assignments. The
availability of assignments on the Internet was described as
easy, convenient, and modern, and patients indicated that it
prevented avoidance of feared situations (eg, in exposure therapy
tasks). About half the patients appreciated having online
feedback between face-to-face sessions. One patient had more
frequent contact with the therapist during aperiod of challenging
homework assignments. Some al so found the process of writing
about their problems to be helpful. Most of the patients
expressed largely positive opinions about sharing information
and homework over the Internet. One-third of the patients also
reported that they spent additional time reading other
information on the Internet related to the therapy. The content
in the library was perceived as a supplement to the treatment,
promoting theoretical understanding and enhanced knowledge.
Several patients highlighted the use of the platform asamemory
aid. One patient described the educational advantages of
obtaining information through several media, such as speech,
writing, and images. Ancther reported advantage of the
Internet-based platform was the patients' ability to return to
previous assignments and reflect on their experience of change,
which was perceived as motivating. A few patients indicated
that the treatment contributed to increased participation and
responsibility for their treatment and that both the therapist and

http://www.jmir.org/2013/12/e280/

Post

12-month

patient collaboratively created the homework assignmentswith
the help of the support system.

The treatment was said to facilitate the generalization of
treatment to the patients everyday lives. Severa patients
perceived the treatment duration as longer and more extensive
than they had expected a nine-week intervention to be. About
one-third of the patients expressed ambivalence when it came
to continued work on their own. One patient also suggested
developing this concept so that it could be used after treatment
in order to maintain treatment gains.

Therapists’ User Experiences

The self-reported estimation of time spent with each therapy
and week ranged between 15 and 180 minutes (mean 77, SD
57). Seven therapists (87.5%, 7/8) estimated that they spent less
or as much time in these treatments, compared to treatments
without the platform. The therapists accessed the platform on
average seven times per patient per week. However, this number
also includes the pre-treatment phase, during which the
therapists were introduced to the support system. The therapists
confirmed that they had used all the components of the platform.
Internal messages and correspondence via SMSwere frequently
used. Messages contained clarifications and reformulations of
homework assignments, providing support, encouragement, and
answersto patients’ questions. Correspondenceviathe platform
was also used to remind patients about assignments. This
resulted in the use of the platform when therapy sessions were
cancelled. Thetherapistswere ableto help the patientsrel atively
rapidly instead of waiting until the next appointment. This may
have contributed to the therapy’s continuity, allowing therapists
to prepare the face-to-face sessions based on the results of a
patient’s weekly assignments. One therapist also highlighted
that the platform made it possibleto focus more on therelational

JMed Internet Res 2013 | vol. 15 | iss. 12 [e280 | p.223
(page number not for citation purposes)


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

JOURNAL OF MEDICAL INTERNET RESEARCH

aspects of treatment during sessions. A magjority of thetherapists
highlighted these possibilities as major benefits. Using the
platform also contributed to structure in therapy. The structure
was obtained when both therapist and patient could agree on
and set an agenda, goals, and the central focus of homework
assignments. Thelibrary was considered asource of knowledge
and therapy-skill enhancement; it supported therapists in
choosing among interventions and was hel pful when therapists
presented the treatment rationale. However, this easy access
also led therapists to rely more on the content of the library
material and to seek fewer other sources for help and
supervision. The iPad was used to take notes, to draw, and to
take pictures and videos during therapy sessionsthat could later
be shared via the platform. Using the iPad during face-to-face
sessions could potentially be clumsy and problematic, creating
a barrier between therapist and patient, in particular if the
therapist’stechnical experience waslimited. But using theiPad
to take pictures of drawings on the wallboard was highlighted
as beneficial. The patients' level of computer experience was
mentioned as important by the therapists, even if technology
was not seen as a problem for a particular patient.

Discussion

Principal Findings

The aim of this study was to investigate the combination of
face-to-face CBT and an Internet-based support system. Overall,
the therapiesled to improvements on clinical measures and the
platform was perceived as helpful. Clinical outcome datashowed
significant main effects and reliable changes on all measures
and these results had been maintained at 12-month follow-up.
Thefindings on thewholealign with previousfindingsregarding
computerized support in combination with face-to-face CBT
[42]. The patients’ user experiences show that the platform and
theiPad were regarded as beneficial. Several patients stated that
they gained more from the treatment than they had originally
expected to during the nine-week period. However, this might
also be explained by the therapists' level of involvement and
may not directly relate to the availability of the platform.
Obviously, some therapists were involved in the research
process, but al the therapists had limited clinical experience
and thereforeit isreasonabl e to assume that the support system
benefitted the delivery of the therapy. Indeed, thisisaresearch
guestion on its own, given that online therapist education is
only in its infancy [43,44] and that direct support for novice
therapists viathe Internet is even less well researched. We also
hypothesize that this support system might be a useful
instrument for supervising therapists. If psychotherapy
supervision focuses on enhancing interpersonal therapist skills,
the support system, which emphasizes the importance of
formulation and homework assignments, can serve as a
complement in supervision.

Therapists found several major benefitsto delivering treatment
in this format—for instance, improved between-session
communication and ease of sharing treatment-related
information. Theseinputs highlight someimportant implications
and advantages over traditional face-to-face treatments.
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Replacing missed sessionswith Internet-delivered interventions
adds continuity and the trestment thus becomes less vulnerable
to factors such as physical health and logistical problems, such
as travel distance. Further, this may have implications for
structuring treatment, for it demonstrates the importance of the
therapists being keen to set the agenda and it shows that
homework assignments must be formulated clearly to provide
clear, educative information. This study had no missing data,
nor any dropouts from treatment. Hence, it is plausible that
communication via the Internet between therapy sessions
mitigates dropout rates. Further, our results suggest that
Internet-based treatment delivery might decrease tendencies
toward therapist drift [9] and might increase adherenceto CBT
treatment manuals.

Limitations

Among the limitations of the present study is that the sample
sizewas|ow, thusreducing statistical power. Wedid not include
await list or an active control group and therefore had no control
for time and repeated testing, which limits the generalizability
of the findings. Also, the study design does not alow us to
explore different factors that explain the outcome of the study.
Itis possiblethat certain featuresin the system, ie, stand-alone
SMS communication between therapy sessions, could achieve
similar clinical outcome results.

It is noteworthy that two therapists in the study were also
involved in the research process and evaluation of the system.
Even if our procedure is more biased than if independent
researchers had conducted the interviews, the qualitative method,
content analysis, provided us with the possibility of reviewing
the comments and views of the participants.

The therapists in this study had relatively little experience
delivering CBT and the included patients were recruited via
media advertisement. Therefore, this method might not be
equally applicablein arepresentative clinical setting. Moreover,
some possible obstaclesto the support platform emerged in this
study. Limited computer experience is likely to make this
treatment delivery format less efficient in some situations;
indeed, not all the patients found the platform very easy to use.
However, only two participants reported having limited
computer experience and we did not include any additional
evaluative questions. This implies that future studies should
address the issue of computer experience in greater detail.

Conclusions

In sum, this study indicates that Internet-based support can be
used without compromising the effects of CBT and that it in
fact provides avehiclefor communication and for the structure
of the therapy. This may be important for new therapists in
training, but it is also potentially valuable to experienced
therapists, who can have a tendency to drift away from the
treatment manuals. Future studies should investigate therelative
merits of adding a support system to face-to-face therapy and
whether doing so facilitates retention and long-term learning.
Studies are aso needed to investigate the use of
Internet-delivered support in moreregular clinical settingswith
practicing CBT therapists.
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Smart devices such as smartphones and tablet PCs have become
an integral part of everyday life as well as for professional
applications. This is also true for medicine [1]. To enhance
patient safety for medical appsor health appsthat areto be used
successfully in today’s medical settings, a good information
policy should always be part of the marketing strategy. Patients
and doctors that are well informed about the benefits, limits,
and risks of an app are in a better position to give more
reasoning to their decisions whether they want to use it in a
medical context or not.

To address the current shortcomings concerning the way
information about apps is provided to potential users of apps,
Lewis, in a recent letter to IMIR, proposed a set of standard
criteria [2] analogous to those published by the Health on the
Net foundation [3] to be used for assessing the utility of medical
apps based on a systematic self-certification model. He
suggested using acentral platform for this purpose, for example,
the United Kingdom National Health Service App Store, to
allow registered devel opers of mobile medical appsto highlight
thefact that they conform to these criteria. Thiswould probably
also give devel opers and distributors of such apps an advantage
over their competitors.

While this certainly is a promising approach, | would like to
add afew points. For one, in an international setting with users
coming from various (and in many cases non-professional)
backgrounds, it may be difficult to lead them to a separate
platform that is not the standard app distribution platform that

http://www.jmir.org/2013/12/e277/

users are accustomed to. Thisis especially the case for casual
users who probably tend to use information that is readily
available on the app stores or to simply read what other users
have to say about an app.

In my opinion, the users themselves should not be disregarded
in the overall process since they play an important role by
applying the information they have at hand to the product they
areinterested in and evaluating whether it meetstheir needs. In
contrast to other medical products (eg, for clinical use), where
many professional users are confronted with already chosen
productsthat have been |abel ed as appropriate by experts, many
professionals or laypersons have to decide on the
appropriateness of the medical app themselves. Therefore,
especialy for apps, ensuring patient safety also has to include
the identification of the right product, in this case an app, that
matches the desired setting and indication. Every piece of
information covering the necessary aspects helps decision
makers and/or end usersin professional settings as well as for
private use to determine whether an app can be trusted and safe.
Thus, to ensure high impact, it would probably make sense to
provide users with the appropriate information at places where
they expect it (ie, directly in an app’s description on the
respective app store and/or on the manufacturer’'s homepage
and/or marketing material). This should be done following a
standardized structure that includes criteriawith aclear rationale
(Table 1), for example, in the form of a clearly structured app
synopsis (Table 2) [4]. A basis for this was proposed in [5],

JMed Internet Res 2013 | vol. 15 | iss. 12 [€277 | p.229
(page number not for citation purposes)


mailto:albrecht.urs-vito@mh-hannover.de
http://www.jmir.org/2013/4/e89/
http://dx.doi.org/10.2196/jmir.2981
http://www.w3.org/Style/XSL
http://www.renderx.com/

JOURNAL OF MEDICAL INTERNET RESEARCH

which also included the aspects mentioned in [2] with more
detail.

There are already a number of existing initiatives and projects
that use amost identical criteria to those suggested by Lewis,
for example, the“Apps Peer-Review” by the Journal of Medical
Internet Research (IMIR) launched in 2013 [6]. The IMIR
mHealth disclosure form [ 7] aso covers many of the concerns
mentioned in the proposed app synopsis. Mostly, these projects
reach this goal by installing certification and/or (third party)
review processes and publishing the corresponding evaluation
results using specific channels (eg, their own webpage or
scientific journals). The app synopsis could be seen as a “first
level” approach according to criteria already specified by
previous projects dealing with quality assurance for Web-based
information sources [8], though its focus is dightly different.
At firgt, it could serve to provide al interested parties with
sufficient information that, in addition to providing customers
with basic information about an app, can then also be used as
astarting point for building tests (eg, to identify the appropriate
reviewers and testing methods, independent of the business
model or revenue strategy that is employed by each respective

Table 1. Criteriafor assessing health apps and medical apps.

Albrecht

initiative). The current market players come from different
backgrounds and thus also have different interests in mind. In
Germany, for example, there are some initiatives focusing
mainly on a single disease while others target health apps in
general. Also, their funding strategies differ significantly,
ranging from privately funded initiatives or publicly financed
institutions to companies that are being paid on a case-by-case
basis.

If manufacturers were to publish the necessary information
following thisapp synopsis, both they aswell asthe userswould
clearly benefit. Users would receive a complete and easily
comprehensible set of information that would support them in
their decision making process while manufacturers would be
able to follow the simple structure of the synopsis to compile
the necessary information without expending too much effort
sincethey only haveto compileinformation that should already
be available to them. Although this is not equivalent to an
officially sanctioned certification process, information published
according to the synopsis could nevertheless serve as areference
if there are any disputes between both sides.

Criteria Content Rationale

Imprint Information about the manufacturer/distributor and asso-  To get in touch, to identify conflicts of interest (influence)
ciates of the sponsor and all associated parties
Metadata of the app To get basic information about the actuality of the app

Rationale Description of the app’s intended purpose(s), targeted us-  To understand the idea behind the app, its categorization
er(s), the dedicated setting of the app, its categorization as  on aprofessional level and itsideal deployment setting and
amedical / non-medical app field of application

Functionality Description on the functionalities and features of theapp  To understand the underlying functionsto achievethe app's

and the restrictions and limits

Details about what measures have been taken to assure

good usability of the app

Validity and reliability
isbased on

Description of quality assurance methods

Datarequisitioning & man-

agement collected and processed

Data protection & privacy

volved jurisdictions

Datatransmission & storage
to the app

Description and reliability of information sources the app

Description of the amount and types of data that are being

Information about the manufacturer’s adherence to data
protection and privacy laws and regulations and the in-

Description of all measures taken to protect data entrusted

purpose(s) and its limits and risks to estimate whether the
app is safe for usage

To beinformed about methods that were employed during
the development cycle regarding the app’s usability for
specific target groups

To assess whether the content and its authors are reliable
and whether the functionality base on reliable and valid
information sources

To estimate the level of quality in the production process
of the app

To be able to determine whether the app’s data collection
& processing are adequate to fulfil the stated purpose

To find out whether the manufacturer provides a privacy
statement and data protection policy that is well adapted
to the app’s purpose

To assess whether datatransmission & storageis protected
adequately
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Table 2. Detailed description of items of the App-Synopsis for health apps and medical apps.

Item Category Checklist Item

Sub Items

1. Imprint 1.1 MetaData

1.2 Developer/Distributor

1.3 Sponsoring/Advertising

2. Rationale 2.1 Category
2.2 User group
2.3 Setting
2.4 Purpose
3. Functionality 3.1 Functions and Features

3.2 Restrictions and Limits

3.3 Usability

4. Validity and reliability 4.1 Content

1. Operating system

2. Version number

3. Web link (project pages and link to the app store)

4. Category: Commercial project, non-commercial project, other

5. Category: public accessviaan app store, only available to arestricted number
of users/experts (in-house), other (please specify)

1. Information about the manufacturer/devel oper

1.1 Name, address, webpage, contact person(s), email address, phone and fax
number

2. Information about the distributor

2.1 Name, address, webpage, contact person(s), email address, phone and fax
number

1. Information about the funding used for developing the app
1.1 Category: sponsoring, advertisements, other

1. Category: medical product or not, if yes: which class; hasthe app been certified
voluntarily (by whom?), uncertified app

For each user group:

1. Specific disease/condition (or as an alternative/addition: which health care
professions are targeted, etc)

2. Gender, age (range), other descriptive items
1. Clinical, outpatient setting, at home, other
2. Short description of atypical “use case”

1. Short description of the purpose of the app

2. Category: information, reference work, educational resources, documentation,
diagnostics, therapy, prevention, research, other

3. Basic description of what the app isto be used for including specific informa-
tion for the user group(s)

For each available function/feature:
1. Function (designation)

1.1 Example

1.2 Source(s)

1.3 Category: scientifically accepted, up-to-date content and reflects the current
state of science and technology, evidence level if applicable

1. Restrictions and limits of the app

1.1 Specific description of the app’s restrictions and limits

1.2 Description of potential or existing risks for the user group(s)
1.3 Measures that have been implemented to avoid risks for the user group(s)
2. Already known undesirable effects

2.1 Detailed description of undesirable effects, if any

1. Methods that were employed during the development cycle

1.1 Results of usability testing

1. Information about the expert(s) responsible for the app’s content
1.1 Name of the author(s)

1.2 Description of the qualification of the expert(s)

1.3 Description of potential or actual conflict of interest

http://www.jmir.org/2013/12/e277/
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Item Category Checklist Item Sub Items

2. Information about source(s)/reference(s) for all content and algorithms inte-
grated into the app

2.1 Specific information about the source(s)

2.2 Evidence level of the source(s)

3. Studies that have been performed concerning the app
3.1 Type of the study, references/literature, other evidence
4. Additional material about the app (test reports, etc)

4.1 Type of additional material, reference links, ...

4.2 Quality assurance 1. Information about quality assurance measuresthat were used during develop-
ment
5. Datarequisitioning & 5.1 Datahandling 1. Data processing

management . . ) . .
0 1.1 Information about data collection mechanismsintegrated into the app

2. Data protection & privacy

2.1 Voluntariness of participating in any data collection
3. Datatransmission & storage

3.1 Purpose of the data collection

3.2 Who profits from the collected data

3.3What kind of and how much dataare being collected, at what times (including
timeintervals where applicable)?

Inwhich country isthe databeing stored? Thisis especialy important considering
the differences between data privacy laws and regulationsin different countries.

3.4 Which methods are being used for storing and evaluating the data?

3.5 Specifics about user’s rights to obtain information about any data that are
stored about him; in addition, there must be means to revoke an already given
permission to store data. For this purpose, a contact address must be specified.

3.6 It must also be possible to delete data that have already been stored and the
user must be informed about the timespan that is needed until the dataarereally
deleted.

3.7 Encryption methods and level used for protecting the user’s data during
transmission, storage and evaluation. It should also be specified whether it is
possibleto connect a specific user to the stored data or whether the dataare being
stored anonymously or pseudonymized.

3.8 An indication about whether it is possible to prevent data collection and/or
transmission and if yes, how thisis possible.
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