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Abstract

Background: The development of mobile interventions for noncommunicable diseases has increased in recent years. However,
there is a dearth of apps for patients with peripheral arterial disease (PAD), who frequently have an impaired ability to walk.

Objective: Using a patient-centered approach for the development of mobile interventions, we aim to describe the needs and
requirements of patients with PAD regarding the overall care situation and the use of mobile interventions to perform supervised
exercise therapy (SET).

Methods: A questionnaire survey was conducted in addition to a clinical examination at the vascular outpatient clinic of the
West-German Heart and Vascular Center of the University Clinic Essen in Germany. Patients with diagnosed PAD were asked
to answer questions on sociodemographic characteristics, PAD-rel ated need for support, satisfaction with their health care situation,
smartphone and app use, and requirements for the design of mobile interventions to support SET.

Results: Overall, a need for better support of patients with diagnosed PAD was identified. In total, 59.2% (n=180) expressed
their desire for more support for their disease. Patients (n=304) had amean age of 67 years and half of them (n=157, 51.6%) were
smartphone users. We noted an interest in smartphone-supported SET, even for people who did not currently use a smartphone.
“Information,” “feedback,” “choosing goals,” and “interaction with physicians and therapists’ were rated the most relevant
components of a potential app.

Conclusions: A need for the support of patients with PAD was determined. Thiswas particularly evident with regard to disease
literacy and the performance of SET. Based on a detail ed description of patient characteristics, proposalsfor the design of mobile
interventions adapted to the needs and requirements of patients can be derived.

(IMIR Form Res 2020;4(8):€15669) doi:10.2196/15669
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Introduction

Circulatory disordersof periphera arteriesdueto atherosclerotic
lesions are the third most frequent manifestation of
atherosclerotic disease after its manifestation in coronary and
cerebrovascular arteries [1]. Nevertheless, peripheral artery
disease (PAD) causesthe highest treatment costsfor health care
providers of all cardiovascular disorders[2]. The prevalence of
PAD increases with age and affects a substantial proportion of
the elderly population (>20% in those aged >80 years) [1,3].
Additionally, PAD is linked to higher morbidity and mortality
and leads to a significantly reduced quality of life including
daily life restrictions [4], ranging from mild impairment in
walking distance to limb amputations [5,6].

One recommendation of the current guidelines is supervised
exercisetherapy (SET) or asupervised exercise program (SEP)
[3,7]. For better readability, we refer to both SET and SEP as
SET from here on. Regularly reaching the pain threshold leads
to better leg perfusion and makes SET one of the most effective
(both medically and economically) conservative therapies for
extending pain-free walking distance [7-10]. The regular
performance of SET has already been proven to be associated
with decreased mortality and also resultsin animprovement in
functional health and quality of life [3,10-12].

Recent studies have shown that patient empowerment helps to
increase therapy adherence. This is mainly achieved through
gaining greater control in health decisions [13-15]. The needs
and preferences of the patient have to receive more attention
and patients should be involved more closely in the process of
care. A deeper exploration of clinical and demographic
characteristics may influence the response to SET, help to
overcome barriers and alow for the possibility of designing
tailor-made solutionsto implement SET in a patient’s everyday
life [10].

Mobile health (mHealth) technologies provide digital solutions
to close gaps in care [16,17]. The use of mobile devices (eg,
smartwatches and smartphones) permitsthe monitoring of health
datathat far exceedsthe information gathered in abrief clinical
encounter [18]. Based on persuasive design aspects, mobile
devices also offer opportunities to support patients
health-related behavior [19]. The development of mHealth
interventions for noncommunicable diseases has progressively
received attention in recent years. However, patients with PAD
and their specific requirements (due to a frequently impaired
ability to walk) have been neglected thus far. Current gapsin
research arise from the fact that no specific apps are designed
for patients with PAD. Studies either focus on the genera
aspectsof cardiovascular health including (remote) counselling
[20], or use nonspecific mHealth technologies that aim to raise
the level of general activity [21], instead of providing a
PAD-specific approach in promoting SET. PAD-specific

https://formative.jmir.org/2020/8/e15669
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mHealth solutions are not currently available, but their
development should be informed by first identifying the
requirements of the PAD-population.

As a first step in a patient-centered approach to develop
PAD-specific mobile interventions, we describe the needs and
requirements from a patient perspective.

The am of the study was to determine the needs and
requirements of patients with PAD. Thisincluded their overall
care situation and the potential use of mobile interventions.

In addition to the clinical examination, we answer thefollowing
research questions:

1 What is the current perception of medical care in patients
with PAD? Can a need for medical support be determined
among the study participants?

2. Do patientswith PAD currently use smartphonesand apps?
What are the characteristics of smartphone users and
nonusers?

3. What are the requirements for the design of mobile
interventions to support patients with PAD in performing
supervised exercise therapy?

Methods

Study Design and Patient Recruitment

In addition to the clinica examination, we conducted a
guestionnaire-based survey at the vascular outpatient clinic of
the West-German Heart and Vascular Center Essen of the
University Clinic Essen, Germany. This clinic treats more than
1500 patients with PAD annually. Patients were recruited
between September and December 2018.

Inclusion and Exclusion Criteria

Consecutively, patients with diagnosed PAD were asked to
participate in this study. The inclusion criteria were male or
female patients aged 18 or older with PAD. PAD had to be
diagnosed at least 3 months prior to the study.

Furthermore, patients were excluded if they were unable to
complete the questionnaire themselves (eg, severe dementia or
cognitive dysfunction). We aso excluded individuals who did
not have sufficient knowledge of the German language.

Sample Size and Basic Sociodemogr aphic
Characteristics

In total, we surveyed 304 patients with PAD. Two-thirds of the
patients were men (n=203, 66.8%; Table 1). The participants
were aged between 41 and 90 years (mean 67 years, SD 10.21).
In total, 133 (46.5%) of the participants had an upper-medium
educational attainment (12 to 13 years of education), and 62
(21.7%) had a lower educationa attainment (<12 years of
education). Overall, 24 (7.9%) said they did not have a
secondary school graduation certificate.
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Table 1. Sociodemographic characteristics of patients with periphera arterial disease (PAD) divided into all patients, smartphone users, and

non-smartphone users.

Sociodemographic characteristics

All patients, n (%) Smartphone users, n (%)

Non-smartphoneusers, n (%) P vaue ()(2 value)

Sex n=304 n=157 n=147
Male 203 (66.8)2 106 (52.2)° 97 (47.8)° 73(0.121)
Age (years) n=301 n=155 n=146
40-49 18 (6.0) 11 (61.1) 7(38.9) .74(0.113)
50-59 58 (19.3) 34 (58.6) 24 (41.4) 46 (0.556)
60-69 102 (33.9) 64 (62.7) 38(37.3) .09 (2.870)
70-79 85(28.2) 35(41.2) 50 (58.8) .32 (1.002)
>80 37(12.3) 11(29.7) 26 (70.3) 12(2.382)
Educational attainment (years) n=286 n=151 n=135
<10 40 (14.0) 19 (12.6) 21 (15.6) .91(0.012)
10-11 22(7.7) 13(8.6) 9(6.7) .76 (0.091)
12-13 133 (46.5) 67 (44.4) 66 (48.9) .09 (0.001)
14-17 66 (23.1) 35(23.2) 31(23.0) .32 (0.030)
>17 25(8.7) 17 (11.3) 8(5.9) 12 (1.013)
Employment status n=304 n=157 n=147
Currently employed 77 (25.3) 43 (55.8) 34 (44.2) 57(0.319)
Retired 140 (46.1) 86 (42.9) 94 (57.1) .75 (0.100)
Retired dueto illness 40 (13.2) 26 (65.0) 14 (35.0) .26 (0.258)
Burden of PAD n=304 n=157 n=147
Not at all 21(6.9) 7(33.3) 14 (66.7) 43(0.612)
Alittle 49 (16.1) 23 (46.9) 26 (53.1) .92 (0.102)
Average 74 (24.3) 36 (48.6) 38 (51.4) .97 (0.002)
Fair 98 (32.2) 57 (58.2) 41 (41.8) .32 (1.007)
Great 62 (20.4) 34(54.8) 28 (45.2) .72(0.129)
Burden of disease 1.36 (0.76) 1.45 (0.73) 1.25(0.76) 02(2.33)
Burden of environmental conditions 0.90 (0.63) 1.02 (0.58) 0.77 (0.64) <.001 (3.377)

#The percentageis based on the number of all responses for the associated soci odemographic characteristic (sex, age, educational attainment, employment

status, and burden of PAD).

bThe percentage is based on the total number of observations within the associated sociodemographic characteristic group.

Ethics

The study was conducted in accordance with the Declaration
of Helsinki, and the protocol was approved by the local ethics
committee at the Faculty of Medicine of the University
Duisburg-Essen. Patient recordswere deidentified and analyzed
anonymously. Written consent was obtained from each patient
included in the study.

M easurements. Questionnaire

The questionnaire was prepared specifically for this study and
was pretested on 5 PAD patients not included in the study
sample. The pretest did not reveal the need for any changes.

https://formative.jmir.org/2020/8/e15669

The 10-page questionnaire encompasses atotal of 31 questions
on sociodemographic characteristics; subjective burden of
disease and PAD-related care situations; subjective burden of
environmental conditions; implementation and feasibility of
SET; mobile or app usage; interests and knowledge regarding
SET and medication; and the need for support and satisfaction
with the health care situation. In the questionnaire, we used the
term supervised walking training instead of the technical term
supervised exercise therapy (SET) because the German word
“Gehtraining” is more established in clinical practice.

The questionnaire included dichotomous and 5-point
assessments similar to the Likert scale, adapted response scales,
and open-ended questions. The questionnaire (English
trangdlation) is provided in Multimedia Appendix 1.
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The thematic structure of the questionnaire included the
following topics:

«  Need for support

- Satisfaction with health care situation

- Sociodemographic characteristics

«  Burden of environmental conditions

«  Burden of PAD and other diseases

« Pain-free walking distance

«  Clinical characteristics

- Preferences regarding offersto support patients with PAD

- Smartphone usage, knowledge about health apps, and health
app usage

- Design categories in health apps to support patients with
PAD

The detailed classification of thetopicsisshown in Multimedia
Appendix 2. Theitemswere chosen to measurethe current level
of burden in terms of PAD and other diseases. Relevant
characteristics to classify PAD severity were also interrogated.
In addition, it should be examined to what extent digital
interventions represent a possible approach to support affected
patients. Sociodemographic characteristics should provide
information about the special requirements of different
subgroups.

Analysis

We performed descriptive data analysis using SPSS (Version
23; IBM Corp). Variables are presented as frequencies and
percentages or as means and standard deviations. Variables
were compared using an unpaired t test or chi-square test, and
a one-way analysis of variance when more than two groups
were compared. Values of P<.05 were considered statistically

https://formative.jmir.org/2020/8/e15669
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significant. For comparative analyses of normally distributed
variables, parametric tests such as the Student t test were used
to test the assumption of homogeneity or nonhomogeneity of
variance.

Results

Resear ch Question 1: What Perceptions Do Patients
With PAD Have of Their Medical Care? Do Study
Participants Indicate a Need for Medical Support?

Overal, the need for more medical support in patients with
PAD was identified (Table 2). Two-thirds (n=180, 59.2%) of
the surveyed patients expressed their desire for more support
inregard to their disease. More than half (n=162, 53.2%) of the
patients were not very satisfied with their health care situation.
The question regarding patient knowledge about current medical
therapies and recommendations regarding SET indicated both
apoor level of patient care and information. Two-thirds (n=198,
65.1%) of the participants stated that they did not know if they
were taking medication to treat their PAD. The lack of suitable
medication occurred in al Fontaine stages (I: n=101, 33.3%;
lla: n=34, 11.1%; |1b: n=135, 44.4%; and 1V: n=34, 11.1%),
although medication is recommended for all stages. The vast
majority of patients (n=264, 86.8%) reported that their physician
did not explain why their prescribed medication wasimportant.
Two-thirds of the patients (n=194, 63.8%) answered “no” to
the question of whether they had aready been recommended
to perform walking training for the treatment of PAD. More
than half of the patients (n=163, 53.6%) were even not familiar
with the term “ supervised exercise therapy.” Only 26% (n=79)
said they aready performed walking training on aregular basis.
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Table 2. Current perceptions of central aspects of medical care and need for support in patients with peripheral arterial disease.
Items Total responses, 40-49years, 50-59years, 60-69years, 70-79years, >80 years,
n (%) n (%) n (%) n (%) n (%) n (%)
N=304 n=18 n=58 n=102 n=85 n=38
Overall need for support
Yes 180 (59.2)2 8 (44.5)° 31(53.4)°  60(588°  49(57.6)° 29 (76.3)
Health care satisfaction
Completely dissatisfied 50 (16.4) 2(11.2) 16 (27.6) 12 (11.8) 10 (11.8) 9(23.7)
Rather dissatisfied 112 (36.8) 8 (44.4) 20 (34.5) 37(36.3) 36 (42.4) 11 (28.9)
Neither dissatisfied nor satisfied 63 (20.7) 2(11.2) 12 (20.7) 24 (235) 20 (23.5) 5(13.2)
Rather satisfied 46 (15.1) 2(111) 7(12.1) 18 (17.6) 12 (14.1) 6 (15.8)
Very satisfied 33(10.9) 4(22.2) 3.2 11 (10.8) 7(8.2) 7(18.4)
Medication for peripheral arterial disease
Yes 77 (25.3) 8 (44.4) 14 (24.1) 24 (235) 22 (25.9) 8(21.1)
Information about medication
Yes 40 (13.2) 3(16.7) 8(13.8) 9(8.9) 14 (16.5) 6 (15.8)
Recommendation for supervised walking training®
Yes 13(4.3) 0(0) 3(5.2) 4(3.9% 3(35) 3(7.9)
I nformation about supervised walking training®
Yes 36 (11.8) 2(11.2) 5(8.6) 15 (14.7) 9(10.6) 5(13.2)
Per for mance of supervised walking training®
Yes 79 (26.0) 3(16.7) 16 (27.6) 32(31.4) 21 (24.7) 7 (18.4)

#The percentage is based on the total number of responses for the associated item.

bThe percentage is based on the total number of people in the age group.

%I the questionnaire, we used the term supervised walking training instead of the technical term supervised exercise therapy (SET) because the German

word “Gehtraining” is more established in clinical practice.

Research Question 2: Do Patientswith PAD Currently
Use Smartphones and Apps? What are the
Characteristics of Smartphone Usersand
Non—Smartphone User s?

Table 1 presentsthefoll owing sociodemographic characteristics:
(1) the participants who use a smartphone, (2) the participants
who do not use a smartphone, and (3) a summary of the entire
study sample. In total, 304 patients provided information on
whether they use a smartphone.

Half of the patients (n=157, 51.6%) were smartphone users.
Health apps were used by only a minority of patients (n=17,
5.7%). However, almost half (n=146, 48%) of al participants
said they had already heard about health apps for smartphones
that are designed to support health improvement.

The proportion of men and women who used a smartphone was
comparable (n=159, 52.2% versus n=154, 50.5%, P=.73,

X?=0.728). Patients aged between 40 and 69 years were more
likely to use a smartphone than not (n=21, 61.2% were active
users). This trend changed in patients aged 70 years or older.

https://formative.jmir.org/2020/8/e15669

Two-thirds of the patients aged 70 years or older did not use a
smartphone (n=116, 38.1% were active users, P=.07, x*=3.262).

Among those who had a low to upper-medium educational
attainment (<17 years of education), we did not see notable
differences between users of smartphones and nonusers (P=.83,

x?=0.048). However, in patients with a high educational
attainment (>17 years; equivalent to a university degree), we
found a tendency toward higher smartphone use, but this was
not statistically significant (n=4, 11.3% versus n=18, 5.9%,
P=.31, x>=1.013). Three-fourths of the participants (n=234,
76.9%) were not currently employed; of these, 94 (63.9%) were
retired. The most frequent reason for retirement was having
reached retirement age (n=165, 54.4%). Only 14 patients (9.5%)
had retired duetoillness.

Overall, patientstended to feel “quite burdened” (n=98, 32.2%)
to “very burdened” (n=62, 20.4%) by their PAD. In addition to
PAD, patients were mainly affected by diseases of the
muscul oskeletal system (mean 2.32, SD 1.63), diseases of the
cardiovascular system (mean 2.14, SD 1.50) and respiratory
diseases (mean 1.54, SD 1.43).
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The burden of environmental conditions was indicated by a
mean of 0.90 (SD 0.63), which corresponds to alow burden of
environmental conditions. Patients were mainly affected by
environmental conditions such as “financial worries’ (mean
1.32, SD 1.28), followed by “constant responsibility for their
family” (mean 1.23, SD 1.22) and “household” (mean 1.23, SD
5.85), but the standard deviation for the “household” item was
conspicuoudly large. Thegroup of patientswithout asmartphone
felt somewhat less burdened, both in terms of burden of disease
and burden of environmental conditions (P=.02, t=2.330 and
P<.001, t=3.377, respectively).

Lortzetd

In Table 3, we report the differences in health status and risk
factors between participants with and without smartphone use.
The pain-free walking distance is a relevant marker for
compensated PAD. One-third (n=101, 33.2%) of participants
said that they could walk <200 meters without pain.
Additionally, 28% (n=85) of the participants reported they could
walk between 200 and 1000 meters, and 29% (n=88) were hardly
restricted and reported a pain-free walking distance of more
than 1000 meters (n=30 or 9.9% chose the answer option “I do
not know”). The two groups (smartphone users and nonusers)
were comparablewith regard to their pain-freewalking distance
and did not differ substantially.

Table 3. Health status and risk factors of patientswith peripheral arterial disease divided into al patients, smartphone users, and non—smartphone users.

Health status or risk factor All patients Smartphone users Non—smartphone users P value ()(2 value)
Pain-free walking distance, mean (SD) n=304 n=157 n=147
<200m 101 (33.2)2 53 (52.5)° 48 (47.5)° .83 (0.045)
200-1000 m 85 (28.0) 47 (55.3) 38 (44.7) .59 (0.289)
>1000 m 88 (28.9) 43 (48.9) 45 (51.1) .97 (0.001)
I do not know 30(9.9) 14 (46.7) 16 (53.3) .95 (0.004)
Disease severity according to Fontaine [22], mean n=299 n=155 n=144
(SD)
Stage | 125 (41.8) 66 (52.8) 59 (47.2) .75 (0.100)
Stage l1a 44 (14.7) 28 (63.6) 16 (36.4) 28 (1.158)
Stagellb 103 (34.4) 52 (50.5) 51 (49.5) .97 (0.001)
Stage 11 7(2.3) 5(71.4) 2(28.6) .78 (0.075)
Stage IV 20(6.7) 4(20.0) 16 (80.0) .10 (2.747)
BMI, mean (SD) n=176 n=90 n=86
Underweight (<185 kg/m?) 7(4.0) 2(2.2) 5 (5.8) .78 (0.075)
Normal (18.5-24.9 kg/m?) 55 (31.2) 27(30.0) 28 (32.6) .96 (0.002)
Overweight (25.0-29.9 kg/m?) 69 (39.2) 36(52.2) 33(384) .93 (0.007)
Obese (>30 kg/m?) 45 (25.6) 25(27.8) 20(23.3) .75(0.100)
Currently smoking, mean (SD) n=275 n=142 n=133
Yes 86 (31.3) 47 (33.1) 39(29.3) .65 (0.210)
Not anymore 39(14.2) 19 (13.4) 20 (15.0) .96 (0.003)

3percentage is based on the number of responses for the associated health status or risk factor (pain-free walking distance, disease severity, BMI,

smoking).

bPercentage is based on the total number of observations within the associated group of health outcomes or risk factors, regardless of smartphone use.

Based on the severity of the disease, 42% (n=128) were in
Fontaine Stage | (corresponding to mild PAD), 15% (n=46)
were in Stage lla, 34% (n=103) were in Stage Ilb, 2% (n=6)
were in Stage I, and 7% (n=21) were in Stage IV
(corresponding to very severe PAD). On average, patients in
the smartphone group (mean 2.05, SD 1.06) and patientsin the
non-smartphone group (mean 2.30, SD 1.31) had mild PAD.
However, in the non—smartphone group, there were more cases
of severe PAD (Stage 1V, 20% [n=61] versus 80% [n=243],
P=.10).

https://formative.jmir.org/2020/8/e15669

Intotal, morethan one-third (n=119, 39.2%) of the participants
were overweight, and an additional 26% (n=79) were obese.
Norma weight was documented in 31% (n=94) of the
participants, and 4% (n=12) of the participants were
underweight.

Almost half of the participants (n=140, 46%) had smoked at
one stage of their life, and of these participants, 31% (n=94)
were current smokersand 14% (n=43) had already quit smoking.
With regard to smoking behavior, the smartphone users and
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nonusers did not show substantial differences (P=.65 and P=.96,
respectively).

Resear ch Question 3: What are the Requirements for
the Design of M obile I nterventionsto Support Patients
with PAD?

When asked how likely it was that they would use the listed
services, participantsindicated that they were most likely to use
a “training app” on their smartphone (mean 3.18, SD 1.28),
followed by “informational material” (mean 2.83, SD 1.48) and
“training groups with instructions’ (mean 2.53, SD 1.45).
“Onlineplatforms’ (mean 1.73, SD 1.10) and “ support groups’

Lortzetd

(mean 1.87, SD 1.87) were the response optionsthat participants
indicated they wereleast likely to use. The probability of making
use of the listed options for patients with PAD is summarized
in Figure 1.

Figure 2 shows the ranking of the components of health apps
that can be used to support patients. The most relevant
components were “information” (mean 3.29, SD 1.33),
“feedback” (mean 3.27, SD 1.38), “choosing goals’ (mean 3.06,
SD 1.32) and “interaction with physicians and therapists’ (mean
3.05, SD 1.40). The least relevant component was “interaction
with other patients” (mean 2.44, SD 1.30).

Figure 1. Descriptive analysis of user preferencesin terms of offered app components for patients with peripheral arterial disease (refers to Question

15 of the questionnaire). Note that multiple choices were possible.

Training via smartphone app ( n=304 )

Informational material ( n=304 )

Training group with instructions ( n=302)

Lectures and informational events ( n=301)

Online platform with home training exercises ( n=303 )

Support group ( n=302)

Online platform including exchange with
other affected patients (e.g. forum) ( n=302)

Likelihood of using the offered support

Figure 2. Descriptive analysis of user-reported relevance in terms of health app components that would assist patients with peripheral arterial disease
performing supervised walking training. The analysis refers to question 15 of the questionnaire. Note that multiple choices were possible. In the
questionnaire, we used the term "supervised walking training" instead of the technical term "supervised exercise therapy" (SET) because the German

word “Gehtraining” is more established in clinical practice.
Information about walking training (SET) ( n=283)
Feedback about walking training (SET) (n=283)
Choosing walking training (SET) goals on my own ( n=276 )
Interaction with physicians and therapists ( n=272 )
Reminder to peerform walking training (SET) (n=284)
Getting suggestions for walking training (SET) goals (n=278)

Interaction with other patients { n=277 )

https://formative.jmir.org/2020/8/e15669
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3.29(1.33)

3.27(1.38)

3.06 (1.32)

3.05 (1.40)

2.99 (1.30)
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2.44 (1.30)

Relevancy of the components
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Table 4 shows the ranking of components of health apps that
can be used to support patients depending on disease severity
according to Fontaine stage [22]. The importance of the
components were most likely to be seen in participants with
Stage lla across all components of health apps that support
patients with PAD, although the averages did not surpass
“moderately” to “fairly important.” All components were rated
highest and at |east moderately important by patientswith Stage
Ila. Although patients with Stage | were, by definition, not
restricted in everyday life, support components such as
“information” (mean 3.32, SD 1.30), “feedback” (mean 3.36,
SD 1.36), “choosing goals’ (mean 3.14, SD 1.36), and
“interaction with physicians and therapists’ (mean 3.10, SD
1.42) were seen to be moderately to fairly important for patients
in Stage | with regard to performing SET using a health app.
The performed variance analysis showed asignificant difference
between Fontaine stages for “interaction with physicians and
therapists’ (P=.04, F=4.231) and “getting suggestions for
walking training (SET) goals’ (P=.03, F=5.026). There was a
trend toward differences between the Fontaine stages for
“reminder to perform walking training (SET)” and “choosing
walking training (SET) goalson my own™ but these differences
were not statistically significant (P=.06, F=3.668 and P=.08,
F=3.034, respectively).

Lortzetd

Agewasonly found to have an effect on the answer to “reminder
to perform walking training (SET).” The older the participants
were, the more they preferred a reminder function of a health
app (P=.02, F=5.933). Other effects of age were not found in
terms of supporting app components.

The ranking of the individual components differed dightly
depending on the severity of the disease. For participants in
Stage lla, the ranking was as follows: (1) interaction with
physicians and therapists, (2) information about SET, (3)
feedback about SET, (4) choosing goals, (5) suggestions for
goa setting, (6) reminders, and (7) interaction with other
patients. Interaction with physicians and therapists was less
important for patientsin Stages|, 11b, and IV.

Information regarding SET and feedback about SET were
moderately to fairly important for patients regardless of disease
stage. Interactions with other patients were considered least
important by participants in Stages | to Ill. For Stage 1V
participants, interactionswith other participantswere considered
moreimportant than choosing goals, reminders, and suggestions
for goal setting. The core results of the study are summarized
in Table 5.

Table 4. Relevance of components of health apps to support patients with peripheral arterial disease by disease severity according to Fontaine stages

[22].

Components of Stage| Stage lla Stagellb Stage 11 Stage IV
health apps to sup-
port patients

Patients,n  Mean Patients,n  Mean Patients,n Mean Patients,n  Mean Patients, N Mean

(SD) (SD) (SD) (SD) (SD)

Information about 113 332 42 3.66 97 3.28 6 2.66 20 2.80
walking training® (1.30) (1.26) (1.37) (121) (1.15)
Feedback about 111 3.36 42 3.59 99 312 7 257 19 3.36
walking training (1.36) (2.30) (1.40) (1.27) (1.38)
Choosingwalking 110 3.14 40 335 95 3.03 6 2.16 20 2.70
training goalson my (1.36) (1.16) (2.30) (1.47) (1.26)
own
Interaction with 107 3.10 39 371 95 291 7 242 20 2.75
physiciansand thera- (1.42) (2.22) (1.38) (1.27) (2.25)
pists
Reminder toperform 112 3.08 41 3.17 100 2.99 7 257 19 242
walking training (1.32) (2.30) (1.26) (1.27) (1.12)
Getting suggestions 110 2.90 40 3.32 98 2.69 7 2.00 19 231
for walking training (1.41) (1.36) (1.40) (1.15) (2.00)
goals
Interactionwithoth- 111 2.39 39 3.00 97 2.30 7 171 19 2.73
er patients (1.28) (1.31) 1.27) (1.11) (1.19)

3 n the questionnaire, we used the term “ supervised walking training” instead of the technical term “supervised exercise therapy” because the German

word “Gehtraining” is more established in clinical practice.
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Table 5. Summary of core results.
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Research Summary of core results
question
1 A need for support was determined. Receiving more educational health information, increased support in the form of prescribed
medication, and help in terms of implementing supervised exercise therapy (SET) are the most desired actions for improving the care
of patients with PAD.
2 «  Half of the participants use smartphones. For them, mobileinterventionsto support SET and medication can be arelevant treatment
component.

« Patientsaged >70 years are less likely to use smartphones than younger patients. With regard to characteristics such as sex, edu-
cation, profession, BMI, smoking behavior, exposure to illness or the environment, or the current state of illness, the datadid not
reveal any significant differences between smartphone users and nonusers within the patient population.

3 « Interest in smartphone-supported training is present, even for people who do not currently use a smartphone.

«  Health app components such as “information,” “monitoring,” and “feedback” were the most relevant for patients with PAD.
Other components such as “choosing goals,” “interaction with physicians and therapists,” “interaction with other patients,” and
“reminders and suggestions for goal setting” were less relevant for the patients and should be sel ectable on demand according to
patient preference.

; ; basis of surveys focusing on patients specific needs and
Discussion & g on b >

Therelsa Need for Supporting the Care of Patients
With PAD

More than half (53.2%) of the participants were less than
satisfied or completely unsatisfied with their health care
situation. Patients do not feel well-informed enough in terms
of SET and their prescribed medication. Since both are
cornerstones in the treatment of PAD, this finding is alarming
in terms of secondary prevention and long-term outcomes. The
lack of educational background is expected to be associated
with poor medication and exercise compliance, impeding the
successful empowerment of patients. Previous research found
that mHealth interventions improve adherence to prescribed
medication in patients with cardiovascular disease [23].

Our results show an evident need for action to support patients
with PAD in secondary prevention. A major goa shouldinclude
patient empowerment. The demand for more support wasfound
in al subgroups, independent of age or severity of disease.
Ingtitutional barriersin particular (eg, alack of training groups
and primary health care providers providing care to patients
with PAD) limit the likelihood of an adequate health care offer
for affected patients. Previous studies already reported the
undersupply of primary health care for patients with PAD in
general as well as those from various sociodemographic
backgrounds [24,25].

A Call for Patient-Centered M obile I nterventions

Personal barriers are primarily linked to poor knowledge about
the disease and low empowerment. M obile interventions might
play an ever-increasing role, since they are widely accessible
and have a low threshold for access. Time resources for
consultations between patients and doctors are limited. In
clinical practice, lifestyle recommendations are made within a
few minutes. To increase the probability of patients' adherence
and their empowerment to take responsibility for their own
health, personalized approaches are promising [26]. However,
these require the involvement of the patient. The analysis of
patient characteristics, smartphone use, and requirements for
support measuresisafirst step to identify patient needs. On the

https://formative.jmir.org/2020/8/e15669

requirements, patient-centered interventions can be devel oped;
at the sametime, deficienciesin the current health care situation
can be identified and potentially improved.

The use of patient-centered methods to develop persuasive
strategies for mHealth interventions [27], as well as the
conception and implementation of analog interventions, can
help to take different socia groups into account, with respect
to their specific and individual needs.

Requirementsfor the Design of Mabile Interventions

Theidea of using atraining app was of strong interest, even to
participants who currently do not use smartphones. Based on
this preference for digital support, the need to design and
implement motivating toolsthat provide educational information
was identified. In this setting, the analysis of assessed data
regarding usage and user preferences might also be helpful in
the feedback process. The current study also demonstrated
patients priorities regarding important features, such as the
opportunity to set individual goals or to get in touch with
professionals, including physicians or therapists. Conspicuoudly,
the offered support of interactions with other patientstended to
perform poorly, both as a proposed digital chat component in
an app and as a component of an analog intervention in the
sense of a support group. A previous study showed a high
acceptance of electronic health information and disease-rel ated
community forumsin patientswith PAD [28]. Thisdiscrepancy
might result from the sole query regarding the preferences of
interaction between patients without further explanation. On
the other hand, one might deduce that tools do not primarily
haveto offer (specific) messenger servicesto enable and support
networking between the patients. However, the opportunity for
patients to compare and compete with each other (within an
app) was not reviewed. Further research is needed to evaluate
thiskind of digital support.

Modular Concepts Adapted to the Needs of Patients

Appear Promising

Depending on the severity of their disease, the participants
ranking of useful components within adigital intervention app
differed dightly. Although “information,” “monitoring,” and
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“feedback” should be fixed componentswithin appsthat support
patientswith PAD, other components, such as“goal selection,”
“interaction with physicians or therapists,” “interaction with
other patients,” “reminders for structured walking training,”
and “suggestions for individual goas’ can be offered
additionally, as a voluntary, selectable feature according to

patients' preferences.

In addition to tools for the implementation of SET,
supplementary components that support medication use,
healthier nutrition, or cessation of smoking appear useful.
Considering the BMI of our study population compared to the
German populationin 2017 (overweight: 35.9%; obese: 18.1%),
the sample was above the national average [29]. Therefore, a
combination of components that promote more exercise and a
healthier lifestyle including nutrition may contribute to weight
management. Weight reduction also reduces the risk of
multimorbidity, which was a common burden in our cohort.

Challengesto Face

The efficacy of digital interventionsis significantly influenced
by an individual’s engagement with, for example, a specific
app [30]. In particular, mHealth technologies face one major
limiting factor in terms of long-term engagement: the vast
majority do not exceed 6 months of regular app use [31,32].
This phenomenon does not occur only in healthy subjects who
aim for a healthier lifestyle, but also in secondary prevention,
where long-term behavioral changes toward a more active
lifestyle are associated with health benefits [33,34]. Strategies
that improve user engagement linked to these technol ogies may
include elements of gamification [35] and devices deeply
intertwined with everyday life, such as smartphones or wearables
[36], that deliver instant feedback of good behavior. Our results
showed a Fontaine stage-dependent decline in interest in
interactions with physicians and therapists, and suggested
walking training (SET) goals. This effect might be linked to a
higher frustration level in patients with an advanced disease
stage [37] and emphasizes the importance of early diagnosis
and treatment.

Another consideration isthe age of thetarget group, which often
includes older patients with noncommunicable diseases. The
mean age of participantsin this study was 67 years. More than
half of the patients aged 70 years or older were not reachable
by mobile interventions. This finding has to be taken into
consideration when designing digital interventions. Similar
resultsregarding the use of digital interventionsin older patients
were previously observed [38]. Nevertheless, older patients are
not to be neglected in terms of the development of digital
interventions as the aging population is expected to become
increasingly accustomed to the use of smart technologies[39].
Further physical impairments like diminished eyesight related
to diabetes or deteriorated motor skills have to be taken into
account, since they occur more often with increasing age.
Motivational and cognitive barriers of older adults are major
challenges [40,41] and need to be investigated more in detail.
In this study, we found that a reminder to perform walking
training (SET) would be of specia interest in the older
population, but other differences between the younger and ol der
patients were not seen. Since this study did not focus on
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Lortzetd

age-related preferences of app development in detail, further
research is needed to investigate special needs and requirements
in older adults.

Limitations and Future Work

Thisanalysismerely servesasan empirically sound description
of the addressed problem and identifies approaches to improve
the care of patientswith PAD. This study included only asmall
sample; thus, the results cannot be generalized.

The study focused on a selection of personal characteristics to
avoid time-consuming interviews before starting the actual
clinical examination. Other characteristics of patientswith PAD
that may affect the need for and responsivenessto interventions
supporting SET in daily living (eg, self-efficacy, motivation to
change, race/ethnicity, income, socia capital) were not
examined. Based on the present study findings, we developed
an app to support SET for patientswith PAD [42], but the results
are pending.

This study also did not address environmental factors. Thisis
apotential point of criticism. With regard to health, in addition
to personal characteristics, environmenta characteristics play
an important role in the implementation of health-promoting
and therapy-compliant behaviors [43]. To obtain health-related
environmental data (eg, neighborhood-related resources and
walkability), the recorded postcode can be used in further
studies.

Additionally, we offered only an abridged list of design
components for an app, rather than all components that are
conceivable in principle. The additional demonstration of
mock-ups and prototypes to determine the preferences and
desires of the participants might be useful in future surveys.
Although user-centered methods for app design that combine
different methods (eg, design thinking research) are
time-consuming, they may improve the effectiveness of
behavior-change support systems [44].

The description of the sociodemographic characteristics of our
participants, grouped i nto smartphone users and non—-smartphone
users, showed that participantsyounger than the age of 70 years
used smartphones much more often than older participants.
Hence, the latter group of patientsis hard to reach with mobile
interventions. To improve the success of therapy for
non-smartphone users, analog interventions (supporting
medication use and the implementation of SET for older
patients) should also be offered. Except for age, we found no
noti ceabl e differences between smartphone and non—smartphone
users. Theanalysis of patient characteristics (ie, sex, education,
burden, and health status) with respect to smartphone use, did
not reveal any other significant differences between smartphone
users and nonusers.

Conclusion

This survey of patients with PAD indicates the necessity of
improving the care situation of these patients. A need for support
can be determined and identified with regard to educational and
general support deficiencies. This need includes a better
understanding of the prescribed medication and the necessary
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implementation of SET as a centra pillar of the Thereasoexistsagreatinterestin mobile support services. To

guideline-oriented care of patients with PAD. improvethe care situation of these patients, mobileinterventions
are promising. The large reach and wide availability of these
interventions are major advantages.
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Abstract

Background: Patient-generated health data (PGHD) have been largely collected through mobile health (mHealth) apps and
wearable devices. PGHD can be especially helpful in mental health, as patients’ illness history and symptom narratives are vital
to devel oping diagnoses and treatment plans. However, the extent to which clinicians use mental health—related PGHD isunknown.

Objective: A mixed methods study was conducted to understand clinicians' perspectives on PGHD and current mental health
apps. Thisapproach usesinformation gathered from semistructured interviews, workflow analysis, and user-written mental health
app reviews to answer the following research questions. (1) What is the current workflow of mental health practice and how are
PGHD integrated into this workflow, (2) what are clinicians' perspectives on PGHD and how do they choose mobile apps for
their patients, (3) and what are the features of current mobile appsin terms of interpreting and sharing PGHD?

Methods: The study consists of semistructured interviewswith 12 psychiatrists and clinical psychologistsfrom alarge academic
hospital. These interviews were thematically and qualitatively analyzed for common themes and workflow el ements. User-posted
reviews of 56 sleep and mood tracking apps were analyzed to understand app featuresin comparison with theinformation gathered
from interviews.

Results: The results showed that PGHD have been part of the workflow, but its integration and use are not optimized. Mental
health clinicians supported the use of PGHD but had concerns regarding data reliability and accuracy. They also identified
challenges in selecting suitable apps for their patients. From the app review, it was discovered that mHealth apps had limited
features to support personalization and collaborative care as well as data interpretation and sharing.

Conclusions: This study investigates clinicians' perspectives on PGHD use and explored existing app features using the app
review datain the mental health setting. A total of 3 design guidelineswere generated: (1) improve datainterpretation and sharing
mechanisms, (2) consider clinical workflow and electronic health record integration, and (3) support personalized and collaborative
care. More research is needed to demonstrate the best practices of PGHD use and to evaluate their effectiveness in improving
patient outcomes.

(JMIR Form Res 2020;4(8):€18123) doi:10.2196/18123
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Introduction

Background and Significance

With advances in mobile technology and the pervasive use of
wearable devices, a large amount of digital health data have
been generated by patients. Patient-generated health data
(PGHD) refer to “hedlth-related data created and recorded by
or from patients outside of the clinical setting to help address
a health concern,” as defined by the Office of the National
Coordinator for Health Information Technology (ONC) [1].
According to the ONC, the adoption of PGHD can have severa
benefits, including, but not limited to, enhancing patient
experience, aerting care teams for early intervention, and
improving patient health outcomes [1]. Severa projects have
piloted these ideas and implemented informatics solutions to
collect, use, and share PGHD [2], such as in postsurgical
surveillance [3,4]. Patients seem to have positive attitudes
toward PGHD and are willing to share their data with the care
team to support long-term health management. Studies have
shown the feasibility of using PGHD to support personalized
and effective care management [5]. Using PGHD can improve
data work for both clinicians and patients. A case study at a
cancer rehabilitation clinic showed that the data collection
became more distributed, the nurses asked more focused
guestions during the consultations, and the patients gradually
developed competence in managing their own health [6].

Despite the potential benefits of PGHD, it currently remains
limited with a focus on health history, verified surveys, and
biometric activities[7]. Ultimately, PGHD should be seamlessly
integrated with el ectronic health records (EHRS) to support the
clinica decision-making process [8]. However, severa
challenges need to be addressed to maximize the benefits of
PGHD, as many pertain to its use at the point of care. First,
integrating PGHD into a clinical setting necessarily involves
considering clinical workflow redesign, data management
concerns, patient privacy protections, and ease of PGHD use
[9]. This is especially important because clinicians spend a
significant amount of time (25%-50%) on documentation tasks
in their daily work [10-12]. Second, clinicians may have
concerns about theimpact of PGHD on reimbursement and data
reliability, as PGHD are generated by patients in their daily
lives and require extra effort to be consumed in clinics[13,14].
Third, PGHD useimpactsthe rel ationship between both patients
and clinicians. Therefore, a collaborative model may be
developed to fulfill the desire of both parties: patients’ desire
to know more about their health and clinicians' desire to have
better practices [15]. With the growing interest in
patient-centered health care, there have been studies that
investigate patients' motivation and attitudes toward tracking
and sharing personal data [16,17]. However, the extent and
methodology behind the use of PGHD and its integration into
clinicians' workflow remain unknown and, therefore, require
further investigation into the demonstration of best practices.

https://formative.jmir.org/2020/8/€18123

Objectives

To provide empirical evidence to address these challenges, this
study investigated the current use of PGHD within mental health
practices, with a focus on workflow, clinicians’ perspectives,
and data interpretation and sharing. The main reason for
choosing a mental health practice setting was that clinicians
often rely on patient narratives, observations, and
patient-reported outcomes (PROs) to assess the efficacy of
psychiatric treatment [18]. PROs refer to “a measurement of
any aspect of a patient's health status that comes directly from
the patient” [19]. As the purpose of both PROs and PGHD is
to collect data from the patients' perspective, clinicians from a
mental health practice are more likely to adopt and use PGHD.
A total of 3 research questions arise from this: (1) What is the
current workflow of mental health practice and how are PGHD
integrated into this workflow, (2) what are the clinicians
perspectives on PGHD and how do they choose amobile-based
app (mobile app) for their patients, and (3) what arethe features
of current mobile apps in terms of interpreting and sharing
PGHD?

Literature Review

PGHD

Traditionally, cliniciansfocus on collecting one-time snapshots
of patient informationin aclinical setting and making decisions
based upon them, thereby losing an opportunity to create a
thorough understanding of the patient’s health status [20]. In
these situations, PGHD are a useful tool for continuous
monitoring, especially for patients with chronic conditions that
require daily management and benefit from effective tracking
[21-23]. PGHD can also improve disease surveillance by more
accurately assigning patients to disease categories rather than
solely using national and regional data [24].

PGHD can come from multiple data sources, such as family
history, medication, and physiological datasensing [25]. PGHD,
along with other health data, can ultimately form a repository
of patient-centered personal health records, which can then be
used to store and manage PGHD [26]. Clinicians see the
potential of PGHD but raise some concerns about its use, such
as difficulties in summarizing PGHD patterns across different
clinical specialties and concerns regarding data management,
patient privacy, and ethical challenges of PGHD generation
[9,27,28].

Opportunities and Challenges of Mobile Technology

Internet use has been growing steadily since 1990, with
approximately 4 billion internet users worldwide, with 15- to
24-year-olds leading the frontier of internet adoption [29,30].
The internet has also become increasingly mobile. An
unsurprising result of this trend has been increasingly
sophisticated mobile technology and wearable devices, including
the development of numerous mobile health (mHealth) apps,
all of which have helped generate large amounts of PGHD.
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Wearable devices and mHeath apps can facilitate health
behavior improvements if designed with proper engagement
strategies and data collection methods [31,32]. Effective
mHealth app design has helped users monitor and promote
positive health habits, such as physical activity and eating
behaviors [33,34]. Furthermore, PGHD can help improve
clinical trials efficiency and output [35]. However, these
opportunities come with a number of challenges[2]. Firgt, the
management and interoperability of massive PGHD require
standard vocabularies and data models. Consumer health
vocabulary (CHV) is one such effort that has been devel oped
since 2007 [36,37] and enhanced by several text mining—based
projects[38-41]. In addition, frameworks and data model s have
been proposed to incorporate PGHD into EHRs [42,43].
However, very few projects use both CHV and common data
models to facilitate PGHD comprehension. Indeed, to our
knowledge, only one position paper proposes an
interpretability-aware framework to systematically understand
PGHD [44]. The second challengeisthelack of guidelines and
best practices for integrating PGHD into the clinical workflow
[15]. In addition, most PGHD are collected through mHealth
apps, which should be carefully evaluated in a standardized
manner for efficacy and health outcome improvement [45].
Finally, there are concerns about the quality and ownership of
PGHD gathered by mHealth apps and wearable devices[28,46].
App devel opers should devel op more transparent data ownership
policies so that users can make informed decisions regarding
their PGHD [47]. Guidelines should also be devel oped to ensure
that high-quality data are gathered by usersin their daily routines
[48].

PGHD Usein Psychiatry

Psychiatry is a medical specialty focused on “the diagnosis,
treatment, and prevention of mental, emotional, and behavioral
disorders’ [49]. Clinicians use a variety of data from patients
to determine psychiatric diagnoses. However, these data are
often collected solely in clinica settings. Sincethe 1960s, mental
health clinicians have begun to pay more attention to patients
personal perspectives, including health-related quality of life
(HRQoL) outcomes. HRQoL is a type of PRO that includes
“symptoms of disease or health condition, treatment side effects,
and functional status across physical, social, and mental health
life domains’ [50]. PROs are derived from patients completing
standardized questionnaires and cannot guarantee large-scale,
continuous data collection [51,52]. However, with the help of
mobile technology and wearable devices, PGHD can collect
large amounts of patient health data unobtrusively and
continuously. Furthermore, because psychiatry has historically
depended on PROs and HRQoL s, cliniciansin thisfield should
be able to use PGHD without many conceptual barriers.

For instance, ecological momentary assessment (EMA) was
proposed to assist clinical psychologistsin monitoring HRQoL
changes by tracking patient behaviorsin real time and in their
natural environment. EMA uses various data collection tools,
such as written diaries and telephones, and PGHD gathered by
mHealth apps and wearables can further support this approach
[53]. PGHD can facilitate large-scal e environmental psychiatric
research in naturalistic settings and create digital footprintsto
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measure patients' health status (eg, mood and slegp) in an
unobtrusive and longitudinal fashion [54].

Although studies have shown that wearabl e devices and mHealth
apps help in the treatment of mental health by increasing
awareness and giving reinforcement, such as in the study by
Ng et al [55], research regarding the implementation of mobile
technology into the care process is lacking. Studies have only
just started to design and develop apps that focus on interface
usability and workflow integration. Notably, Bauer et a [56]
applied Principlesfor Digital Devel opment to develop ahighly
usable mHealth app to support collaborative care for patients
and generated 4 more principles based on user feedback.
Recently, mental health studies have focused on PGHD, showing
a transition to participatory and personalized medicine [57].
However, other stakeholders, such as consultants, policy makers,
and vendors, should also be considered when integrating PGHD
into mental health [58].

Clearly, more PGHD will be generated in the coming future
through mobile technology and hold the potential to improve
mental health practice, which haslong relied on patient-reported
data. Therefore, we follow this trend and aim to provide
empirical evidenceregarding the current use of PGHD in mental
health practices, clinicians' attitudes toward PGHD, and the
mHealth app features and sel ection criteriaconsidered by mental
health practitioners.

Methods

Clinical Setting

This study was conducted at the Department of Psychiatry and
Behavioral Neuroscience in a large academic hospital in the
Midwest United States. The department is a nationaly
recognized leader in advancing the diagnosis and treatment of
mental and behavioral disorders. The department has more than
90 faculty members, with half of them trained as psychiatrists
with a medical degree (Doctor of Medicine or Doctor of
Osteopathic Medicine). Our study targets were faculty members
who are actively seeing patients. As there was a significant
portion of faculty trained as psychol ogists (Doctor of Philosophy
or Doctor of Psychology), our study participants included
clinicians from both groups.

Study Design

This study contains a set of semistructured interviews and an
mHealth app review. The interviews collected qualitative data
from both psychiatristsand clinical psychologiststo understand
their clinical workflow, attitudes toward PGHD, and the use
and sharing of PGHD in clinics. In the app review, a set of
mHealth apps was selected and reviewed systematically. The
main objective of this review was to understand patients
experiences of using mental health—related apps and their
opinionsaround it. The review commentswere al so downloaded
from the Google Play Store and the Apple Store using existing
application programming interfaces (APIs) [59,60]. The app
review data were summarized in terms of data interpretation
and shared features. Data interpretation here is defined as the
manner in which PGHD are collected and presented, either
qualitatively or quantitatively assessed, and may be subsequently
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visualized. Qualitative assessment referred to users' self-reported
data on their sleep quality or mood status. Quantitative
assessment, on the other hand, relied on the automatically
recorded data by an app and its sensors. The clinicians
perspectives and the app features were then synthesized to
generate design recommendations for mHealth app designers
and developers. This study was reviewed and approved by the
institutional review board of the study site (IRB# 2018-6453).

Table 1. Participant subgroups.
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Participant Recruitment

A total of 12 clinicians, including 7 psychiatristsand 5 clinical
psychologists, were recruited using convenience sampling and
snowball sampling. Two coauthors facilitated the interview
invitation to their colleagues; each participant was asked to
provide a few names to reach out at the end of the interview.
Table 1 shows the participant subgroups and their average
professional experience (number of years). Male psychiatrists
were the largest group among the participants (n=5), followed
by slightly more female clinical psychologists.

Characteristics of interviewees Mae Female Years of experience, mean (SD)
Psychiatrist, n (%) 5 (41) 2(17) 13.9(6.7)

Clinical psychologist, n (%) 2(17) 3(25) 12.0(10.3)

Years of experience, mean (SD) 14.5(9.3) 11.1(6.2) 13.1(8.0)

Qualitative Interviews and Analysis

Each semistructured interview was conducted by 2 membersin
the research team and lasted for 30 to 45 min. The interview
guestions were organized in 5 areas. (1) job title and
responsibility, (2) clinical workflow, (3) PGHD attitudes, (4)
the selection and use of mHealth apps, and (5) the use and
sharing of PGHD. Although participants attitudes toward
PGHD were specifically asked, their attitudes toward EHR
integration was not prompted. The interviews were audio
recorded and transcribed verbatim in 2 steps. First, the audio
recordings were transcribed by the Google Cloud Speech-to-Text
API. Second, the transcription drafts were reviewed by the
research team to ensure high quality and deidentification of the
data. The participants were coded from P01 to P12, with the
first 7 participants being psychiatrists.

Interview data were analyzed in multiple rounds. Specifically,
the transcriptions were coded using the Work Elements Model
with a focus on actors, actions, and artifacts [61]. In the first
round, a set of swim lane workflow diagrams was generated.
In thisswim lane chart, the columns (lanes) represent the actors,
and the rectangles represent the actions. A workflow diagram
was drawn for each psychiatrist. All psychiatric workflow charts
were then consolidated into one workflow chart. The same
process was repested for the psychologists. It is worth noting
that 3 participants (P09, P10, and P12) had a portion of the
workflow that significantly deviated from others because of
their job responsibilities. This reflects the variety of mental
health practices. The deviation was due to our sampling methods
and therelatively small sample size. These portions of workflow
were excluded from the consolidated workflow because of their
uniqueness.

Following the stepsin thematic analysis [62], the transcriptions
were analyzed to understand clinicians’ attitudestoward PGHD
and theinterpretation and sharing of PGHD in clinics. To ensure
the coding quality, one researcher independently coded all the
transcriptions and extracted themes, which were then reviewed
by another researcher. The 2 researchers met and resolved any
disagreements.

https://formative.jmir.org/2020/8/€18123

Sleep and Mood App Tracking Review

A total of 31 sleep tracking apps and 25 mood tracking appsin
current mobile app markets (App Store and Google Play) were
selected and reviewed. Instead of developing our own search
keywords, the results of 2 published systematic review papers
were used [63,64], providing alist of 73 and 32 tracking apps
for sleep and mood, respectively. The paperswere published in
2018 and 2019. The details of the sleep and mood app selection
are described in Multimedia Appendix 1.

The 2 types of mHealth apps were selected because of their
significant role in tracking and understanding patients' status
and treatment effects. Thiswas indicated through the prevalent
use of these 2 types of apps by the participating psychiatrists
and clinical psychologists, as shown in our interviews with
them. In total, 9 of 12 participants mentioned these apps.
Specifically, 3 of them reported using both sleep tracking and
mood tracking maobile apps, 3 of them reported using only mood
tracking apps, and 3 of them reported using only sleep tracking
apps. Biometric or fitness tracking apps were also mentioned
but less frequently; therefore, they were not our investigation
focus.

The information of the selected apps was extracted and
organized using a spreadsheet in the following 10 columns: (1)
app type (either sleep or mood), (2) app ID, (3) source (Apple
or Google), (4) app name, (5) rating, (6) advantages from
review, (7) hindrance from review, (8) data interpretation
features, (9) data sharing features, and (10) review quotes. The
app review datawere extracted independently by 2 researchers,
one of whom reviewed sleep apps and the other who reviewed
mood apps. The extracted data were then reviewed by another
researcher for quality checks. Information was collected solely
from users comments. Advantages and hindranceswere defined
as qualitiesthat users predominantly classified as benefiting the
user experience or detracting from it, respectively. The details
regarding app sharing capabilities (such as social media and
exports to other file types) and methods of data display and
interpretation were also included. Selected quoteswere compiled
from users who offered a holistic perspective on the app. It is
worth noting that app review data mostly reflected end user
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experience and highlighted general user satisfaction or
complaints with the apps, complementing our interviews with
theclinicians.

Results

Qualitative Analysis: Clinical Wor kflow

Consolidated Workflow and PGHD Use

Figure 1 shows a simplified version of the consolidated
workflow diagram, which includes step-by-step movement from

Wuetd

apatient taking aninitial assessment, development of diagnosis
and treatment plan, meeting with a physician, the influence of
PGHD, and subsequent adjustments in the diagnosis and
treatment plan. The detailed workflow diagram is included in
Multimedia Appendix 2.

Figure 1. Simplified consolidate workflow diagram of psychiatrists and psychologists based on semistructured interviews. EMR: electronic medical

record; PGHD: patient-generated health data.
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As shown in Figure 1, a typical clinician workflow in mental
health started from gathering patient information and PROs
using an intake assessment. Mental health clinicians then
reviewed the form along with EHR information, if any, and
conducted aclinical interview to establish psychiatric diagnoses
and a corresponding treatment plan. Next, patients participated
in the treatment (eg, practice assignments and collection of
PGHD), following their clinicians' requirements. The ways to
collect PGHD varied depending on the clinicians' preferences
and patient situations. Next, in subsequent clinical encounters,
cliniciansreviewed the PGHD and assessed the changesin their
patients' symptoms and functioning since the previous session.
Clinicians may revise the treatment plan based on the updated
patient health status.

Many participants do not consider themselves as the sole
decision maker in devel oping the treatment plan. Instead, they
worked with patients to align their goals with the treatment.
Homework is a common term used by clinicians to discuss
patients' efforts to improve their mental health status between
clinic visits. PROs and PGHD can assist patients in their
homework, demonstrate their achievement, and provide
information to clinicians to make evidence-based decisions on
the treatment plan and assess treatment progress. However,
participants reported no standardized way to collect and manage
PGHD.

Although collecting PROs and PGHD has been part of mental
health practices, itsuseis not optimized. Taking theintake forms
asan example, one participant talked about troubles using survey
scaleswhen patients wait in the waiting room. This suboptimal
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data collection may slow down the clinics and reduce the
efficiency and quality of care:

As| mentioned the scales aren't alwaysfilled out and

they may not have enough time to fill out the scales

if they're call[ ed] back right away. [P06]
Sometimes, PROs can be ambiguous and confusing and require
more data to understand patients health status change and
nuanced differences. In this case, PGHD can be complementary
and provide more detailed behavioral datato inform the shared
clinical decisions on the treatment plans. One participant
explained how PROs may be confusing:

So, for example, like number three on the PHQ?9, in
one item, it's assessing “trouble falling asleep;
“ staying asleep” or “ deeping too much;” which could
mean very different things in terms of planning to do
for treatment. And so, | will always ask a follow-up
and then | will manually circle the ones that applied
for the patient. [P10]

Wor kflow Comparison Between Psychiatrists and
Clinical Psychologists

All participants followed the ssmplified consolidated workflow
in their practices. However, there were some noticeable
differences between psychiatrists and clinical psychologists.
Psychiatric appointments, in general, were shorter (30 min),
followed by appointments with clinical psychologists (45-60
min). As psychiatrists can prescribe medication, they check
medication use and effects in every patient visit. Psychiatrists
aso conduct psychotherapy and value the therapeutic
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rel ationship between patients and themselves. On the other hand,
clinical psychol ogists cannot prescribe medication, so they focus
solely on conducting psychological assessments and delivering
psychotherapy. Therefore, the workflow for clinical
psychologists can be very dynamic and conversational . Clinical
psychologists pay significant attention to patients’ narratives
of experience to understand their unique health status and
changes. The workflow would be more standardized, however,
if a clinical psychologist only focuses on psychological
assessments, for example, a cognitive evaluation, as the
assessments have a validated procedure to follow and tools to
use.

Qualitative Analysis: Clinician Per spectives

Dual Attitudes Toward PGHD

All participants had worked with their patients to track their
sleep and/or mood behaviors through an mHealth app and/or a
wearable device. Overal, 6 participants held a dua attitude
toward PGHD use. On the one hand, clinicians had seen the
potential of PGHD and |ooked forward to taking advantage of
them, especialy the ability to track their patients activities
between consultations better:

There is a long history of using mood scales,
potentially longitudinal mood scales, basic tracking
chartsfor depression, bipolar disorder—can bereally
helpful, also can be somewhat tedious. And there are
some apps now that do that very well..”” [P05]

Onthe other hand, some concernswere raised about datavalidity
and reliability. The participants were being cautious because
they identified the need for reliable PGHD to inform
evidence-based treatment implementation and evaluation:

When you're saying hard data from a device that
measures sleep, | would need to know for myself how
it'smeasuring sleep... | think | would tend to question
the specificity and accuracy of those for actual seep...
| find that patient self-reports of sleep are unreliable.
[PO4]

Concerns About I ntegrating PGHD | nto Workflow and
EHR

Clinicians' concerns about integrating PGHD into workflow
and EHR systemswere arecurring themein theinterviews. One
participant indicated that there was no app that seamlessly
integrates its datainto EHR:

S0... the way things work now [is] very much sort of
pen and paper. You show up at a doctor's office. They
get handed some of these screeners and somebody
must manually enter it into Epic, which is kind of a
pain. We would love to be able to send patients a
MyChart message or something and say fill this out
and send it back to us and have it automatically go
into a flow sheet in Epic that we then track over time
with the patient. That would be amazing. [PO3]

A total of 7 participants preferred using paper-based PGHD in
their practice because of the patients’ preference or the lack of
data sharing mechanismsin the apps. In this case, the data flow
is deemed indirect. Clinicians would review the PGHD in the
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session and put the interpretations in the clinical notes, which
can sdow down the clinical workflow. Generating data
visualization of PGHD to facilitate the interpretation of the data
seemsto be apreferable method for both clinicians and patients:

We also graph patient data over time. | do this with

all my patients... It would take 20 minutes of the

patient session—ypatient wouldn’t get care for that 20

minutes and it’s literally I'll have a calculator out,

an actual calculator, my graphing calculator, and

I'll sit there and cal cul ate the data and then manually

make the graph. So having programs built in that

aggregate data and automatically populate graphs

are great; and patients like to see the visual, the

graph—they do, overall. And generally it's good

discussion even if the graph is not great in terms of

what it's explaining. [P10]
Manually transcribing data into electronic medical records is
not only time consuming but also interferes with the
patient-clinician interaction because the clinicians are distracted
by the data entry tasks on their computer. Common concerns
found included the difficulties of having to face the computer
and type in data during sessions:

I'm put[ting] in the data in the computer and looking
at the questionnaires and if there was a different way
of doing that, you know, it would actually make me
take my life away from the computer screen and
interact with my patient. [PO1]

Lack of Information for App Selection

In addition to the challenges in using data from mHealth apps,
it can be challenging to identify what apps to use in the first
place. In all, 3 participants found that it was difficult to find an
app that met all the requirements. Others sometimes found useful
appsthrough patient recommendations. Thefollowing 2 quotes
exemplify this situation:

I've not been able to figure out an app that | could
actually use [and] that was specific to be able to
individualized for patients; that's been a challenge.
[P11]

There are lots of great apps out there for sure...and
sometimes they'll bring stuff to me that I'm unaware
of. [P08]

When asked about using appsfor collecting data, someclinicians
responded that they did not know that mobile apps could
perform certain data tracking tasks:

So, we look at this daily measure sheet, which would
be perfect for an app that looks at what their moods
have been, what kind of sleep they had. [P11]

In contrast, the app review (see details given in the section Seep
and Mood Tracking App Reviews) showed that mood apps in
the current market can offer certain functions, which means
there is a lack of information to increase app awareness and
support app selection process, especialy for clinicians. This
suggests that an app recommendation system for the clinician
to use would be very helpful.
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Limited App Features to Support Personalization and
Collaborative Care

Onefactor contributing to the difficulty of finding the right app
is the variety in patients heath statuses and conditions.
Clinicians would prefer to personalize treatment and collect
datain a personalized manner. However, current apps were not
designed with features to support personalization in data
collection. One participant elaborated that:

A psychiatric exam, ugh, depends on a lot offactors
actually...Let's say | have a 60-year-old sort of
borderlineintellectual functioning person, maybe 8th
grade education with never seen a psychiatrist and
cominginfirst time... So that exam...maybe take more
time there, more explanation, more education, more
time to dicit... | may have to offer something, a
different questionnaire other than the standard four
tofive that | sent to every patient. [PO1]

Another type of feature that current apps may be missing is to
support collaborative care. It is beneficia to support

Table 2. Statistical summary of the selected sleep and mood tracking apps.
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collaborative care so that patients can be more engaged in their
health and take control of their care, and clinicians can create
a treatment plan that is most suitable and effective for the
patient’s situation. One clinician further talked about the
difficulty in finding an app in current app markets to address
his needs of data collection, athough they do have data
collection features:

The app would have to collect data on several
different domains like nutrition, like Sleep, like
physical activity, and then maybe sampling mood
multiple times a day. So there are apps that look at
theindividual factors, but | don't know, I'mnot aware
there may be an app [that can offer all above]. [P09]

Sleep and Mood Tracking App Reviews

Statistical Summary

Table 2 showsthe statistical summary of the selected apps. The
datawereretrieved on September 8, 2019. The average number
of reviews was around 400, and the average user rating was
around 4.0 for both sleep and mood tracking apps.

App characteristics Sleep Mood
Number of apps, n (%) 31 (55) 25 (45)
Number of reviews, mean (SD) 346.1 (896.8) 387.8 (912.5)
User rating, mean (SD) 3.88(0.78) 3.99 (0.54)
Had a data interpretation feature, n (%) 31 (55) 21 (38)

Had a data sharing feature, n (%) 18 (32) 16 (29)

Data I nterpretation and Sharing Features

The data interpretation, which includes collection and
visualization, and sharing features in the selected apps varied.
All 31 sleep tracking apps offered at least one feature for data
interpretation, including sleep quantity statistics (n=27) and
deep quality analysis (n=5). Of the 31 dleep tracking apps, 18
(58%) support data sharing in various means, including direct
sharing with other people (n=8) and integration with other apps
(n=7).

The major source of data interpretation is through collecting
statistics, through recording several days' worth of accumulated
data points. These data points are either manually inputted by
usersor automatically recorded by the app. Overall, 5 appsalso
offer qualitative assessments of sleep patternsby presenting the
deep cyclesthat users experience, recording sound files, and/or
providing descriptive sleep analyses.

Many deep tracking apps also support sharing data. This is
usualy done by exporting and downloading the data as a
comma-separated values (CSV), PDF, etc file (N=8) or via
integration with an aternate app, such as Apple Health (n=7).
Other sourcesinclude social media(n=3) and email (n=4). Many
apps a so support multiple forms of sharing.

Many users find accurate sleep tracking to be helpful in
improving their sleep quality and daily life:
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I lovethisapp. Pleasing to the eye and so many great
features! | lovethat it keeps statson your sleep cycles
and can be set to accommodate how your sleep may
be affected by working out, caffeine, or other factors.

On the other hand, common complaints of sleep appsincluded
inaccurate tracking, failuresin data collection, and difficulty in
use due to technical issues. For example, one user expressed
frustration in inaccurate tracking:

This app has been super frustrating. | use it while
wearing my watch and it has recorded me in a deep
sleep while | was making food.

The analysis of mood tracking apps shows similar results. Of
the 25 mood tracking apps, 21 (84%) offered either aqualitative
(n=4) and/or quantitative (n=22) data interpretation feature.
Eight mood apps had more than one mode of quantitative data
interpretation. Of the 25 mood tracking apps, 16 (64%) had data
sharing capabilities, mainly through direct sharing with other
users (n=13) or socia media (n=5). Three mood apps had more
than one mode of data sharing.

Many apps offer multiple means of data interpretation. The
forms of qualitative datainterpretation include monthly reports
of the moods logged. Forms of quantitative data interpretation
include daily, weekly, or monthly graphs or charts of the
frequency of moods logged by the user. The modes of sharing
data are exporting the data as a spreadsheet, CSV, PDF, etcfile
(n=6); viaemail (n=3); or viacloud sharing (n=3).
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Many users find that the ability of the apps to track and reflect
on one’'s mood trends was very helpful:

| am not exaggerating to say this app has been life
changing. This app allows me to customize the
settings so | can simultaneously track my moods,
medications, activity level, wellness tools, triggers
and alternative treatments. All of this info is so
important. Daily logging with an easy interface means
| cantrack LOTSOF DATA in an organized way. The
visual graphs show the relationships between these
various data points. The info gathered is a valuable
tool in my wellness and recovery.

The most common complaint was the limited options of mood
offered, which caused difficultiesfor usersin tracking their real
mood, as indicated in the following review comments:

More moods. Exactly the kind of app | need. | just
wish there were more moods like: anxious, on edge,
tearful, sensitive, irritable, exhausted.

With both mood and sleep apps, the primary method of data
visualization was through graphs and charts (n=37). Sleep apps,
which recorded quantitative data more frequently than
qualitative data, used statistics (such asthe length of time slept)
to present graphical summaries of sleep over time. These graphs
werethen analyzed to show the quality of sleep over time, track
trends, inconsistencies, and improvements. Similarly, mood
apps also used graphical representations to present data
summaries. However, these appstypically used qualitative data
entries (such as recorded moods on certain days) to provide
graphs and charts that showed the number of times certain
moodswere recorded and how moods fluctuated over the course
of weeks or months. The popular usage of graphs across both
categories suggests that regardless of the nature of data
collection (either quantitative or qualitative), users prefer apps
that visualize data through digestible and succinct
representations that make trendsidentifiable and trackable over
time.

Discussion

Principal Findings

We conducted a mixed methods study with 12 clinicians in
mental health practice to understand their perspectiveson PGHD
and the current use and to share features of the mHealth apps
on the market. The results show that mental health clinicians
had adual attitudetoward PGHD. The advantagesand concerns
of PGHD use were aligned with those in the literature. It is not
surprising that mental health clinicians have seen the potential
of PGHD because they have been largely relying on PROs to
develop treatment plans [18]. Our results also confirmed that
mental health clinicians have concerns about data validity and
reliability similar to clinicians in other specialties [13,14].
Although mental health practices have started to use PGHD,
their use has not been optimized in clinica workflow and
integrated into EHR. However, limited PGHD integration with
EHRs may not be totally native. Clinicians who have concerns
with data reliability and ability may prefer to review PGHD
before putting them into EHR, rather than including them
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directly from mHealth apps and/or wearables. Moreover, our
findings revealed that there are different ways to make use of
PGHD without integrating it into EHR systems, such as using
it to check patient conditions and homework in between clinical
sessions. However, personalized datatracking and visualization
are critical factors in the successful use of PGHD for both
patients and clinicians.

In addition to using PGHD in clinics, we found that mental
health clinicians may have ahard time finding the right mHealth
appsfor their patientsto collect PGHD in thefirst place. There
was alack of information to hel p them choose the most suitable
apps for their patients to use. Part of the reason is that each
patient has a unique mental health status and condition, and
mHealth apps do not support much personalization. Moreover,
most of the mHealth apps were patient centered but may not
support collaborative care. Asclinicians and patients frequently
make shared decisions for the treatment plan, mHealth apps
without features to support collaborative care could reduce
clinicians' willingness to adopt them or introduce barriers in
clinical workflow. In addition, our review on sleep and mood
tracking apps confirmed that the current mHealth apps on the
market had limited features in data interpretation (eg,
visualization) and limited mechanism to share PGHD with other
people and EHR systems.

Design Implications

I mprove Data | nterpretation and Sharing Mechanisms

Current mood or sleep tracking apps are focused on collecting
PGHD in a patient-centered manner, which is a critical first
step. However, to maximize the value of PGHD, these apps
should improve their mechanisms in data interpretation and
sharing. Specifically, data visualization can be a viable way to
help both mental health clinicians and patients interpret much
PGHD and identify patterns and trends regardless of their
integration into EHR. On the other hand, mHealth apps should
enable data sharing mechanismswith different parties, including,
but not limited to, clinicians, families, friends, and other
practitioners, as this was a concern noted by both clinicians
during interviews and users in the app review [58]. It is worth
emphasizing theimportance of information confidentiality when
designing a sharing mechanism. Psychology clinics are
considered as a safe bed for patients to discuss their mental
health status and conditionswith clinicians. Hence, data sharing
mechanisms should not be one-size-fit-all; they should be
designed to allow patientsto select which part of PGHD to share
and how to share to keep highest data confidentiality based on
their psychiatric conditions.

Consider Clinical Workflow and EHR I ntegration

Technology-enabled clinical data capture and documentation
should consider the clinical workflow [65]. Similarly, we
suggest that mHealth apps designed to gather PGHD should
consider clinical workflow to improve the quality of patient
experience. Although PROs and PGHD have been used in
mental health clinics, there are no guidelinesfor data collection
and use. It would be beneficial to conduct observational
workflow analysis, such as time and motion studies, to
understand when and where PGHD are used and identified
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bottlenecks. In fact, it is common to conduct such workflow
analysis to design and develop any health information
technology that will be used in clinics (eg, clinical decision
support tools) [66].

On the other hand, mHealth apps should also consider EHR
integration. We have discussed theimportance of sharing PGHD
with various parties in a way to protect information
confidentiality. PGHD may be shared with clinicians directly
through EHR integration or indirectly through data
summarization and electronic reports. We have also seen a
working example in our interviews to integrate PGHD with
EHR using a Research Electronic Data Capture database [67].
As clinicians may have concerns on data reliability and
accuracy, having an indirect EHR integration (eg, a dashboard
or PDF report demonstrating patternsin PGHD for review) may
be aviableway to reduceclinicians concernsand increase their
PGHD adoption in clinics. As many apps are coming into the
market and are al so going obsolete at afast pace, astandardized
datamanagement and export system could be proposed to better
integrate PGHD into clinical practice regardless of specific
kinds of apps.

Support Personalized and Collaborative Care

Our results showed that mHealth apps must support both
personalization in data collection and collaboration between
patientsand clinicians during clinics. Interms of personalization,
as each patient has aunique mental health status and conditions
invarious social contexts, it may be difficult to find an app that
coversall kinds of needs of PGHD collection. Thereare 2 ways
to approach thisissue from adesign perspective. First, mHealth
apps should maximizetheir ability to personalize datacollection
methods to fit different patient needs. Participatory design
methods may be helpful in identifying such needs and
incorporating them into app features. Second, as clinicians do
not always have the information of some existing apps that are
potentially useful, an app recommendation system may be
developed to assist clinicians in choosing which apps to use to
collect PGHD. Currently, some clinicians rely on patients
recommendations. This app recommendation system may be
maintained by both clinicians and patients.

In addition, mHealth apps should be designed to support
collaborative care. It is critical to ensure that PGHD are used
effectively and efficiently during clinics. Ethnographic
observations may be needed to systematically document the
behaviors and interactions between patients and clinicians. The
results can help researchers better understand the rolethat PGHD
and mHealth apps play during clinic visits and generate
guidelines to redesign mHealth apps and improve the use of
PGHD to support shared decision-making and collaborative
care.

Limitations

This study has afew limitations. First, it was conducted in one
institution using convenience sampling to recruit participants,
thereby limiting generalizability. Second, the study only
included clinicians, whereas patients' perspectives were only
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indirectly approached through our research on app reviews.
However, we believe that the clinician perspective on PGHD
was sufficiently understood because we continued recruiting
the participants until the data reached saturation. M oreover, we
compared the interview data with the app review data, which
were complementary, to generate the design implications. Third,
the app review was conducted using a snapshot of mHealth apps
investigated in the past 2 years. The apps may have since then
been updated, resulting in fluctuating ratings and different
features. However, the efficacy of the app review remains the
same, as it helps identify the keep features that users ook for
in mHealth apps and provides sufficient data to inform app
designers. Finaly, clinicians can have several subspecialtiesin
mental health, which affects their workflow and how they use
PGHD. We were not able to recruit a diverse sasmpleto include
all the opinions from the mental health clinicians. However,
this study focused on the common workflow components in
mental health practices and served as apilot study to understand
clinician perspectives.

Future Directions

We will continue investigating the best practices for using
PGHD at the point of care, considering clinical workflow and
developing informatics solutions to facilitate the devel opment
of a collaborative model to make sense of PGHD to inform
shared decisions. The PGHD here will not be limited to data
gathered from mHealth apps and wearable devices. They can
include data from social media (eg, Twitter and forums) to
synthesize more information about patients' opinions on their
health [68]. Interactive data visualization may be a viable way
to achieve the common goals of clinicians and patients.
Moreover, we will pay specific attention to the integration
between PGHD and EHR and further develop clinical decision
support tools with machine intelligence to use this new and
valuable dataset to improve patient outcomes.

Conclusions

This study demonstrated the clinicians’ perspectives on PGHD
and the current features of mHealth apps. The results showed
that PGHD have been used in mental health practices but in a
suboptimal way without guidelines. Clinicians ook forward to
the potential benefit of using PGHD but have dua attitudes
toward PGHD. That is, clinicians see the potential of PGHD
but hesitate to embrace them mainly because of data validity
and reliability concerns. Other concerns about workflow and
EHR integration exist prevalently. Moreover, clinicians
experienced challenges in selecting suitable apps for their
patients, partly because of the limited features of mHealth apps
in supporting personalized and collaborative care. Weidentified
3 design implications: (1) improve data interpretation and
sharing mechanisms, (2) consider clinical workflow and EHR
integration, and (3) support personalized and collaborative care.
We will continue our research with a focus on designing and
developing informatics solutions to demonstrate the best
practices of PGHD use and evaluate their effectiveness in
improving patient outcomes.
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Abstract

Background: Many college studentswho have mental health issues do not receive professional carefor variousreasons. Students
who do not receive help often have both short- and long-term adverse health outcomes. Mobile apps for mental health services
such as MySSP, a service provided to college students through their university, may help eliminate barriers to seeking mental
health care and result in more positive outcomes for college students.

Objective: This qualitative study aims to better understand college students' perceptions and attitudes toward the adoption and
use of amobile phone app for mental health, MySSP, using the technology acceptance model (TAM).

Methods: A series of nine focus groups were conducted with college students (N=30) between February and May 2019 at a
large, public Midwestern university. The moderator’s guide was based on the TAM, and focus group sessions primarily focused
on the use and knowledge of apps for mental health, specifically, MySSP. The focus group transcriptions were hand-coded to
develop a set of themes that encompassed students’ perceptions and attitudes toward MySSP.

Results: The analysis of the focus groups suggested the following themes: (1) existing awareness of the app, (2) perceived
usefulness, (3) perceived ease of use, (4) attitudes toward apps for mental health and MySSP, and (5) social influence.

Conclusions: The results of this study provide deeper insights into the perceptions of a mobile app for mental health among
college students. Future research should explore the specific contexts in which an app for mental health will be most effective
for college students.

(IMIR Form Res 2020;4(8):€18347) doi:10.2196/18347

KEYWORDS
mental health; mobile phone; mHealth

months and even fewer had sought help for depression (20%).

Introduction Many college students who have mental health issues do not
Background receive professional help because of the limited resources on

college campuses, the time required to receive help, the lack of
awareness of college mental health resources, and the stigma
around receiving care [4-6]. Students who do not receive help
have a higher incidence of dropping out before completing a

The prevalence and severity of mental health disorders among
college students has been steadily rising [1]. Data from the
American College Health Association showed that 45.1% of

college students reported feeling so depressed that it was degree [7,8] and experience long-term adverse outcomes,

difficult to function and 65.7% felt overwhelmed with anX|ety includi ng low employment [9] perpetual emotional and physcal
over the last 12 months [2] In addition, from 2015 to 2019, health problems [10], and relationship dysfunction [11]
there has been a 4% (from 9.3% to 13.3%) increase in students Consequently, many colleges and universities are seeking

reporting that they have seriously considered suicideinthelast  ;qnovative waysto help students receive the help they need.
12 months [2,3]. However, the same report showed that only
24.3% of students had sought help for anxiety over the past 12
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Mobile phones may prove to be a beneficial tool for providing
mental health access and to overcome the barriers associated
with receiving treatment. Mobile phones are ubiquitous among
college students, with 95% of college students owning a
smartphone [12]. College students and young adults are rarely
without their phones, using them for several facets of their lives,
generaly through mobile apps. Some research suggests that
college students would rather use in-person resources than
web-based resources for mental health; however, college
students are likely to use web-based resources because of their
availability, convenience, and confidentiality [13-15]. Maobile
appsfor mental health services can provide userswith additional
benefits that seeking face-to-face help does not provide, such
asitsrelatively low cost for care and the lack of stigma from
seeking in-person treatment. In addition, mental health apps
could be ahelpful supplement to in-person care or asafirst step
in seeking in-person care.

Although there has been much research on mental health apps
for college students, this qualitative study uses the technology
acceptance model (TAM) as a framework to better understand
college students' perceptions and attitudes toward the adoption
and use of amabile phone app, MySSP (Morneau Shepell), for
mental health [16,17]. MySSP isamaobile app service purchased
by universities and is aresource for college students to receive
mental health help, including support from professional
counselors. As MySSP is readily available to participants
through their university, this study focuses on perceptions and
attitudes toward the adoption of this app specifically. Focus
groups were conducted with both undergraduate and graduate
students to explore their perceptions and use of mental health
apps, specifically MySSP. This study can also provide insights
into this population’s attitude of other apps that are devel oped
to support mental health. In the next section Literature Review,
we review the research related to mental health services via
information and communi cationstechnologies (ICTs), including
mobile phone apps for mental health for college students,
followed by a brief review of the TAM. Finally, our research
guestions are presented.

Literature Review

Mobile Health for Mental Health

There has been an increasing number of ICTsthat seek to help
people with mental health issues, such as web-based
psychological therapy, remote video consultation, and social
media platforms. The use of these technologies “represent a
cultural change in mental health care by empowering patients
to exercise greater choice and control” [18]. These appsaim to
help with avariety of mental health conditions such as anxiety,
depression, and obsessive-compulsive disorder, to name a few.
Many of these apps attempt to provide different functionalities,
such as controlled breathing, positive thinking, and meditation
[19,20]. A vast mgjority of these apps remain unstudied and
have not been thoroughly tested, leaving little evidencefor their
proposed benefits [20-22]. However, ahandful of appsthat have
been studied provide valuable insights into their usefulness.
Clinical trials that have been conducted sought to test the
effectiveness of mobile appsfor mental health, and the findings
suggest that the apps are more beneficial for those with low or
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moderate levels of depression but can improve symptoms of
depression and anxiety [23-25]. Further research has
demonstrated that many of these apps had limited and short-term
use because of some acceptance barriers; however, the results
suggest that some treatment is better than no treatment
[22,26-29].

Mental Health Apps and College Students

When examining college students’ opennessand attitudestoward
using mental health appsin acollege setting, researchersfound
that 26.1% of college studentswere open to using mental health
apps; however, only 7.3% had ever used such an app before
[13]. Therelatively low rate of mental health app adoption was
attributed to participants having no current mental health needs,
perceptions that mental health apps felt too impersonal,
confidentiality concerns, and the utility of the apps [13,30].
Similar to the general population, college students have aso
tended to use mobile apps for mental health for short periods
(=4 weeks), although it is unknown if this short-term adoption
can be attributed to feeling better, poor app design, student
workload, or something else [13,14].

TAM

The TAM isone of the most widely used frameworksto examine
the adoption of technology in a multitude of settings [16]. An
extension of the theory of reasoned action [31], the TAM
suggests that there are 2 key factorsthat predict the acceptance
and use of a new technology, including perceived usefulness
and perceived ease of use, both of which impact the attitude
toward using a technology. Perceived usefulness is the users
perceptions of how well atechnology will improvetheir current
practices. The ease of useisdefined as how easy the technology
is to learn and use. Attitude refers to the general feeling of a
user when implementing a technology into their everyday
routines. The TAM hasbeen used in avariety of health contexts,
including among college students and in mental health mobile
apps [32]. Furthermore, the TAM has been used in the analysis
of qualitative data using a grounded theory approach [33], but
the TAM has also been used to deductively inform the
development of semistructured interview protocols [34,35].

In addition, socia factors deeply affect an individual’s attitude,
and a multitude of theories posit that social influence is a key
consideration in understanding adoption behaviors [31,36,37].
In the context of technology, the perception that the technology
is accepted by one's peers has been demonstrated to be an
important factor of adoption [38]. Therefore, the individual’s
attitudes, informed partially by their peersand partially by their
evaluation of the technology (ie, ease of use and usefulness),
will influence their overall intentions of acceptance of an app
for mental health issues [39]. As college-aged adults have a
greater communi cation with their peers about topics of personal
importance such as health [38], we believe that social influence
will be asalient factor for our population. Therefore, this study
uses the TAM to deductively explore college students
perspectives of perceived usefulness and ease of use, related to
MySSP, which are key to understanding their intentions to use

the app.
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MySSP App Description

MySSPisamental health services app, developed by Morneau
Shepell, which is purchased by universities for their students.
In the summer of 2018, the student heath system of the
university where this study took place made a contract with the
company to provide mental health services to the university’s
students. Once a contract is signed, the app is freely available
tothe university’s students providing immediate and confidential
support from professional counsel orsthrough Morneau Shepell

Figure 1. Student life screen of the MySSP app.
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through chat (texting), voice, or video. The counselors are
trained about the university and are connected to the university’s
mental health staff. The app al so providestext tips about mental
health and well-being and provides a variety of informational
articles that are relevant to the mental health and well-being of
college students (eg, roommate problems, homesickness, stress
around exams, etc). The app is available on the Google Play
store and the Apple App Store. Figures 1-3 show app
screenshots.

Figure 2. Health screen of the MySSP app.

Eating well when studying

Figure 3. About screen for the MySSP app.
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To promote the use of the MySSP app, the university sent out
all-campus emails, promoted the service through several social
media channels throughout the different departments and
colleges, and posted flyers throughout the campus. Faculty
members and academic advisors were given information about
the resources and asked to share it with their students. In
addition, students were told about the app if they called the
campus counseling center.

This qualitative study aimed to further our understanding of
college students' attitudes and perceptions of mental health

https://formative.jmir.org/2020/8/€18347
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apps, specifically MySSP. The TAM guided the framework of
the focus groups to better understand students’ intention to use
the app. In addition, this formative research is a necessary first
step in understanding how a campaign could be developed to
further promote mental health awareness of campus resources.
The research questions that guided this work included
understanding the students’ general awareness of appsfor mental
health, specifically, the MySSP app. Once the MySSP app was
demonstrated, we sought to understand their overall perceptions
of the app.
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Methods

Data Source and Participants

A seriesof 9focus groupswere conducted with college students
(N=30) at a large, public, Midwestern land-grant university.
The focus groups took place between February and May 2019.
To be eligible, participants had to be currently enrolled at the
university and be aged older than 18 years. The university’s
institutional review board approved all portions of this study.

https://formative.jmir.org/2020/8/€18347
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Participant Demographics

Most participants were aged between 18 and 22 years (27/30,
90%) and were identified as female (25/30, 83%). Most
participants were undergraduates, and seniors (fourth and fifth
year) made up 27% (8/30) of the participants. M ost participants
indicated their race as white (19/30, 63%), followed by Asian
or Pacific Islander (9/30, 30%). Participants were also asked in
the demographic survey if they had ever used mental health
services; the majority (16/30, 55%) stated that they had never
used mental health services. They were also asked if they had
used mental health resources in the last 12 months, and 7
students reported that they had used mental health resources.
Table 1 provides participant demographics.
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Table 1. Participant demographics (N=30).

Holtz et al

Variables Frequency, n (%)
Age (years)
18 13
19 9(30)
20 6(20)
21 7(23)
22 4(13)
30 10
33 13
41 1(3)
Year in school
First-year undergraduate 4(13)
Second-year undergraduate 7(23)
Third-year undergraduate 7(23)
Fourth-year undergraduate 8(27)
Graduate or professional student 4(13)
Gender
Male 5(17)
Female 25(83)
Ethnicity origin (or race)
White 19 (63)
Black 1(3)
Asian or Pacific Islander 9(30)
American Indian 1(3)
Grade point average
40 6(20)
35 14 (48)
30 9(31)
Use of mental health services
Yes 13 (45)
No 16 (55)
Use of mental health services (last 12 months)
Yes 7(24)
No 22 (76)
Procedure useful?” The session began with a short written demographic

Participants were recruited through the communication college's
SONA system, a subject pool software. The participants were
paid $15 to complete the focus group. Participants sat around
a table equipped with a recording device, and there was a
notetaker present. Sessions were audiotaped and lasted
approximately 60 to 90 min. The moderator's guide was
developed based on the TAM and included questions such as
“Do you think that this app could provide mental health
help/care?’ and “What must this app have to be considered

https://formative.jmir.org/2020/8/€18347

survey. Then, the focus group started with a brief discussion of
genera app use and was followed by a discussion of apps used
for general health. This was done as an icebreaker for the
sessions and to understand how general app use is similar to
and different from apps for mental health. The majority of the
session focused on apps used specifically for mental health,
including their use and knowledge of the MySSP app. Following
thediscussion of appsfor mental health, the moderator provided
a brief overview of the MySSP app whereas the participants
were given flyers, the informational email that had been sent
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to al students, and several screenshots of the MySSP app to
review. After approximately 3 to 5 min of reviewing the
materials, the participants were asked about their perceptions
of usefulness, ease of use, and attitudes toward the MySSP app.

Analysis

After each focus group, the notetaker and the moderator
debriefed to develop a sense of severa overarching themes.
Datawere analyzed using adescriptive analysis approach [40].
First, after the recordings of the focus groups were transcribed
verbatim and returned to the research team, 3 members of the
research team familiarized themselves with the data, reading,
rereading, and making noteswithinitial ideas. Thisled theteam
to generate initial codes. We then iteratively developed a set of
themesthat captured the focus group dialog [41]. After the ninth
focus group, the team concluded that saturation was reached.
The themes were then presented to the whole team for
clarification and feedback. Then, 2 members of the team coded
arandom selection (10%) of the transcriptsto ensureintercoder
reliability until reliability was reached (Cohen k>0.8). Then,
each coder independently coded half of the transcripts.
Disagreements were identified and resolved by primary
researchers. As aresult of using the TAM to design the focus
group protocol, the themes that emerged from the data were
aligned with the TAM constructs. However, additional themes
emerged from the analysis and are discussed in the Results
section.

Results

The results are organized based on themes that emerged from
the descriptive analysis of the focus group, which included the
constructs of the TAM and the additions of awareness of the
app and socid influence.

Existing Awareness of the App

Although the app has been available to all students of the
university and was announced through emails and flyers around
campus starting in the fall of 2018 and continued through the
spring of 2019 (when this study took place), very few students
had even heard of the MySSP app. Of 30 participants, 7 (23%)
had downloaded the MySSP app before attending the focus
group. Theremaining 23 participants (77%) had never heard of
the MySSP app. During the focus group sessions, participants
shared similar feedback about MySSP regardless of whether or
not they had previously used the app.

Per ceived Usefulness

Most participants perceived that the MySSP app would be a
useful tool for themselves, their friends, and other students at
the university. Participants noted that MySSP would be useful
for themselves, particularly in situations related to academic
stress. For example, one participant said:

I know my friends, none of them have the same major
asme so they don't really get my stressthat | get from
my classes. So maybe in that case if...a student was
very stressed out, they could go talk to somebody
about it [in the app]

https://formative.jmir.org/2020/8/€18347

Holtz et al

Another participant felt that MySSP would be useful among
their friend group, particularly the instant messaging feature
that allows usersto text a counselor. The participant stated:

| like that you can text because a lot of my
friends...we're especially anxious about phone calls...
texting is kind of stress free for us.

The participants also described several situations in which the
MySSP app would be useful for other studentsat the university.
One participant commented that the app would be particularly
helpful to new students who may be having trouble adjusting
to living in anew place. The participant said:

| think it would be a good resource for freshmen,
especially if you're from out of state or you're [an]
international [student] and you don't really know
anybody. Or if you're having problems making
friends, if you're stressed out, or homesick.

Participants al so described scenariosin which a college student
might need help navigating. For example, one participant said:

| feel like [MySSP] would also work out for people
who are having relationship struggles...Maybe
someone had a dramatic event happen...maybe they
got alittletoo drunk at a party and they aretrying to
figure out and recollect what happened...

There was, however, some skepticism regarding the long-term
usefulness of MySSP. One participant felt that the app was not
equipped to deal with more serious mental health i ssues, saying:

| feel like it can help in maybe a crisis or if you're
feeling lost, but | don't [think]...in the long term, it
can do a ton...I think this is way too general for if
someone has clinical depression, anxiety, specific
OCD...it'smorefor peoplewho arerealizing that they
might need help.

Another participant felt that MySSP would not have the same
impact asin-person carein thelong run but would still be useful
in certain scenarios. This participant stated:

| think this mostly seems to be a gateway to
something, | don't think it's going to be the same as
atherapist or anything but for a lot of problems that
students face around here like stress, breakups,
relationship issues...this would really work well.

Perceived Ease of Use

In general, health app use and retention varied among
participants. Much of the feedback around short-term use is
related to a lack of ease of use. For example, one participant
noted how an app they used was too tedious to keep up with,
saying:

| have this app downloaded but | haven't been keeping

up with it...it's just really tedious because you have

to really say how has your day been...you have to get

all introspective.

Other participants mentioned that their short-term use was
because they were focused on acertain goal (ie, losing weight),
and once they achieved the goal, they no longer found a need
for that particular app.
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After the MySSP app presentation, all participants perceived
the app to be easy to use. One participant specifically mentioned
the ease of communicating:

| think it sounds like it's quite easy...to get in touch
with someone and there's a lot of different methods
of communication you can useif phone calling isjust
not your thing, for example.

Another participant echoed that perspective, saying:

I'd say that it's free to all students...and that it's
anytime, anywhere that you can be in contact with
someone [a counselor], so accessible.

In addition, participants appreciated that the app was available
in multiple languages. One participant said:

I like the fact it says you can access an advisor or
counselor who speaks your preferred language and
understands your culture. That's helpful for an
international student.

AttitudesToward Appsfor Mental Health and MySSP

Asexpected, the mgjority of the student parti cipants used social
media apps such as Facebook, Instagram, and Snapchat the
most. In addition, many participants had experience using
general health apps. However, very few of the participants used
or had ever used an app for mental health. For example, one
participant reported:

| haven't really tried them [mental health apps]. |
don’'t know, sometimes my phone stresses me out so
| don’t want to be on that to try to relax.

Many of the participants perceived that the app could be
beneficial. For example, one participant appreciated that MySSP
could provide her quick accessto care, saying:

I’ve had interest in going out to find a therapist...but
| feel like because we're all so busy all thetimeit's
hard to go out of your way to just talk to somebody.
| feel like having access through your phone is
something that’s really cool.

Another participant noted that as she would not personally use
MySSP for her mental health, othersin more serious situations
might use MySSP. She went on to say:

| feel like it just depends where someone is at the
stage in their mental health...| wouldn’t useit for my
mental health. But then other people may be need it
inacrisisor just having that person to talk to, so |
fed it just depends or where you're at or what you
need.

Some participants felt that MySSP could address a spectrum of
mental health needs. One participant said:

| feel like every student could benefit fromit. People
that maybe have several problems, or somebody that
isjust having a bad day and needs somebody to talk
to.

Participants also approved the appearance of the app, which
impacted their perception of the quality of care. Regarding the
quality, one participant shared:

https://formative.jmir.org/2020/8/€18347
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I’d say it looksa lot better than | had imagined it. So,
I think it looks very professional. So, | think the
quality of help you would be getting would be more
professional [as well]

Overall, the mgjority of the participants had positive feelings
about the app and that the university was looking for different
ways to help service students’ mental health issues.

However, some of the participants did not believe that an app
wasthe best way to receive mental health services. For example,
a handful of participants felt that they would turn to family or
friendsfor mental health support before turning to an app. One
participant said:

| can’'t really imagine that, because | think whatever
problems | have, | can talk to my boyfriend first, or
my sister, and also my friends.

Some other participants felt that they did not have any mental
health concerns that were serious enough to justify using a
mental health app. When asked about their attitudes toward
using amental health app for themsel ves, one participant shared:

| just feel that | don’t really need to [use a mental
health app], I'm not in the state where | [would]
download an app to take care of [my mental health].
Most of it is just like situational stress with test or
quizzes or things like that. It's not reoccurring or
continuing.

Another participant expressed asimilar sentiment saying:

| don’t have[a] mental health disorder, but everyone
getsstressed and | like the way most people cope with
it istrying to take their mind off of it. For me, that's
just listening to music or something. So, | don’t need
to go to the extent of doing that [using amental health

app]
Social Influence

Participants were asked if they had ever downloaded an app
because a friend or family member recommended it. Many
participants had downloaded an app based on others
recommendations. One participant said:

If I'm talking about something interesting and they
mention something [ about an app], | don’t really take
a second thought, I'll say, “ Oh yeah that sounds
good”” I'll add it to my phone without thinking about
it.
However, the appsthat were recommended to participantswere
not mental health apps, rather games, photo editing, music
streaming, or networking apps.

Researchers asked participants if they thought their friends
would usethe MySSP app. The majority of participants thought
that if their friend needed mental health help and was aware of
MySSP, then they would use it. One participant reiterated that
MySSPis particularly useful in that their friend would be more
likely to use the app than see a counselor face-to-face, saying:

I know my one friend struggled with depression and
she'salwaysjust like, she wants help, but she doesn’t
want to walk. She's like | don’t have time to walk to
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this place, or whatever, but since that’s available
24/7, and it's just on your phone. You always have
your phone on you, that would be really good.

Participants also mentioned their thoughts if they found that
their good friend was using MySSP. Some responses included
“Good that they're getting help” and “1'd feel happy for them
that they were doing something about the problem they had.”

Discussion

Principal Findings

Using the TAM, this study was an initial exploration of college
students’ perceptions, attitudes, and intentions of using amobile
app for mental health. The results indicate that most students
were not aware that MySSP is an available campus resourcefor
mental health issues. Although the app was perceived by the
participants, on initial judgment, it was useful and easy to use.
Overall, they had positive attitudes toward the app; however,
most participants did not perceive that they needed MySSP
because they did not have any mental health issues. In addition,
socia influence appears to be a key component in college
students' use of apps. This study furthered our understanding
of how TAM can be applied in a university setting for
perceptions of mobile health for menta health, using a
descriptive analysis to explain reasons for app adoption for
mental health by college students.

Astheresults suggest, studentswere not aware of the app, which
hinders the use and adoption of any intervention, not just this
particular one. It is key that when an organization rolls out a
resource, it effectively promotes the resource and finds
champions who can share the information [42]. Past research
shows that the students most likely to use these types of apps
are generally women and those with lower levels of depression
and anxiety [23,41]. However, male college students also face
elevated rates of anxiety and depression. Feedback from the
participants will be used to help inform the university on how
to better promote mental health resources on campus. In
addition, future research should consider how to connect with
students who may need the most help.

The multiple modes available for communicating with a
counselor, particularly through texting, were seen as key
usefulness attributes of MySSP. Physically attending mental
health counseling is often time consuming and can leave the
student feeling stigmatized [43]. The more anonymous nature
of the mediated communication viathe app appeared to increase
the perceived usefulness for many of the college student
participants. In addition, communication mediated through an
app is likely to increase rates of self-disclosure, which may
positively impact long-term mental health outcomes [44].
Conversely, and similar to past research, participants indicated
that the app may not be effective for longer-term use but rather
as a tool to overcome the barriers to initial face-to-face
counseling. The specific context in which an app for mental
health is used is essential to college students perceived
usefulness. Further research should consider the context in
which an app, such as MySSP, is most useful for students
seeking mental health help.
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Although some mental health apps offer a wider variety of
features to users, this can increase the complexity of the app.
The TAM suggests that apps that are perceived to be easier to
use are more likely to be accepted by users [45]. Previous
research hasfound that perceived usefulness and perceived ease
of use affect young people’s health app acceptance and
effectiveness [17]. Participants noted that MySSP appeared to
be easy, understandabl e, and accessible, which areall indications
of an overall positive perception of ease of use. Goal setting
was mentioned as a context in which long-term use may not
apply; however, general hedlth literature suggests that small,
specific, and sustainable goals set and achieved over a period
of timelead to positivelong-term changes[46]. Therefore, with
the help of a counselor, the app could implement goal setting
in an effective way that actually increases use.

Many participants indicated that they did not feel they need an
app for mental health, although the rates of college students
who indicate facing issues of mental health are at historic highs
[2]. The majority of college students reported feeling stressed
on a regular basis. Previous research has indicated that this
reoccurring stress can lead to anxiety and depression, in which
college students are particularly susceptible. Furthermore, there
appearsto beanorm inwhich this stress, anxiety, and depression
are accepted by college students. It is possible that the largest
barrier to seeking help for mental health, whether face-to-face
or viaamobile app, is because of the normative nature of these
mental health issues during college. In addition, it is critical to
note that when the students were discussing that they would
likely not use MySSP, many of the comments were related to
feeling like they did not need any professional mental health
resources in any form. However, the students in this study did
indicate that MySSP would likely help other students overcome
the barriersfrequently cited for not receiving face-to-face help.
Thisindicates that factors other than barriers to seeking mental
health help should be considered in future research.

Social influence is another key factor in establishing intention
to use and the effectiveness of health apps[17]. The participants
recalled many instances in which they downloaded an app
because afriend or family member recommended it. Although
none of the participants had experience with a mental health
app being recommended to them, the power of peer influence
in the uptake of mental health apps may be an avenue for
increased use. In addition, participants reflected on how they
would feel if their friend used an app for mental health. This
feedback further confirmed that college students could benefit
from an app for mental health and that the social attitudes around
the use of mental health resources are generally positive.

Limitations

As with most research, this study also has some limitations.
First, the population of the focus groups was mostly white
women, which does not reflect the university’s overall
population. In addition, all of the participants had a grade point
average of 3.0 or higher, indicating that they may be more highly
motivated than the general student body. Thisis also indicated
by their willingness to participate in the focus group. The
students were also recruited through a communication college
SONA system, which may not be representative of the student
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body. In addition, because mental health issues are often
stigmatized, we might not have been able to get everyone'strue
opinions regarding the issue. However, the potential use of the
MySSP app was able to draw out more neutral experiences.
Therefore, these results are still useful when developing a
campaign promoting mental health resources, especially at larger
public universities.

Our formative research into students’ perceptions of app use
for mental health provides a path to further explore this issue.
A strength of this study is that there were screenshots of an
existing app for students to look at, and they could download
the app to use during the session. In addition, some studentsin
the focus groups had prior experience using the app. This
provided concrete examples rather than an idea or concept of
what amabile app for mental health might look like. Using our
findings, we have developed and are currently surveying the
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population about their mental health and intentions of using this
app as aresource. This should provide us with more rigorous
data and additional results.

Conclusions

This study provides a deeper understanding of the perceptions
of college students regarding a mobile app for mental health.
The feedback from students will help the student health center
promote the university’s resources for mental health help and
encourage their use. Although this study used the TAM to
understand students’ perceptions and attitudes toward a mental
health app, further research is needed into the specific contexts
in which an app for mental health will be most effective for
college students. Furthermore, future work must identify why
there is a gap between rates of depression and anxiety among
college students and their intention to use mental health services.
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Abstract

Background: Poor mental health and emotional well-being can negatively impact ability to engage in healthy lifestyle behavior
change. Health care staff have higher rates of sickness and absence than other public sector staff, which hasimplications at both
individual and societal levels. Individual effortsto self-manage health and well-being which add to the UK mental health prevention
agenda need to be supported.

Objective: Theobjective of this study wasto establish thefeasibility and acceptability of theinclusion of aself-guided, automated,
web-based acceptance and commitment therapy intervention in an existing health promotion program, to improve subjective
well-being and encourage engagement with lifestyle behavior change.

Methods: For this 12-week, 4-armed, randomized controlled cluster feasibility study, we recruited participants offline and
randomly allocated them to 1 of 3 intervention arms or control (no well-being intervention) using an automated web-based
allocation procedure. Eligibility criteria were current health care staff in 1 Welsh health board, age>18 years, ability to read
English, and ability to provide consent. The primary researcher was blinded to cluster alocation. Feasibility outcomes were
randomization procedure, acceptance of intervention, and adherence to and engagement with the wider program. We evaluated
health and well-being data via self-assessment at 2 time points, registration and postintervention, using the 14-item
Warwick-Edinburgh Mental Well-Being Scale, the 4-item Patient Health Questionnaire, and the 7-item Acceptance and Action
Questionnaire—Revised.

Results: Of 124 participants who provided consent and were randomly allocated, 103 completed full registration and engaged
with the program. Most participants (76/103) enrolled in at least one health behavior change module, and 43% (41/96) of those
randomly allocated to an intervention arm enrolled in the well-being module. Adherence and engagement was low (7/103, 6.8%),
but qualitative feedback was positive.

Conclusions: The procedure and randomization process proved feasible, and the addition of the well-being module proved
acceptable to health care staff. However, participant engagement was limited, and no one completed the full 12-week program.
User feedback should be used to develop the intervention to address poor engagement. Effectiveness should then be evaluated
in afull-scale randomized controlled trial, which would be feasible with additional recruitment.

Trial Registration: International Standard Randomised Controlled Trial Number (ISRCTN) 50074817,
http://www.isrctn.com/ISRCTN50074817
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Introduction

Background

Poor mental health and emotiona well-being underpin many
physical diseases and unhealthy lifestyles and can negatively
impact an individual’s ability to engage in hedlthy lifestyle
behavior change [1-3]. Recent recognition that positive mental
health and emotional well-being are fundamental components
of good hedlth has given rise to a strong UK menta health
prevention agenda. For example, the Five Year Forward view
for Mental Health [4], the Prevention Concordat for Better
Mental Health [5] and the National Health Service (NHS) Long
Term Plan [6] saw local and national services come together
(in 2019) at an unprecedented level in their commitment to
addressing the mental health crisis. This development built on
earlier publications from the UK Department of Health and
Social Care, which outlined the importance of well-being and
itsrolein health outcomes[7-9]. Economic analysis hasfurther
supported the case for greater investment in mental well-being
[20]. Thisrecent and sustained UK focus on well-being builds
on global recognition that mental health and emotional
well-being are a fundamental component of good health [11].

Mental Health: United Kingdom Picture

Staff sickness and absenteeism in the public sector ishigh, more
so than that of the private sector [12]. Stress is the most
commonly cited reason for absenteeism [13)], and the associated
economic cost is significant at an estimated £105.2 billion a
year [14].

Further to their own mental health and well-being needs, health
care staff arewell placed to promote positive lifestyle behaviors
to others, through effective role modelling [ 15]. Personal health
behaviors are critical in establishing effective and confident
health behaviors[16,17]. Frontline staff havedaily contact with
patients and the public and can exhibit health behaviors to be
emulated by others. In the United Kingdom, the Nursing and
Midwifery Council identified role modelling as a statutory
requirement, stating that nurses must “take every opportunity
to encourage health-promoting behaviour through education,
role modelling and effective communication” [18]. Likewise,
for UK medical professionals, the General Medical Council
include clear expectations in Outcomes for Graduates (pg 23)
[19]. Research findings have highlighted the need for ongoing
support for health care workersto improvetheir own health and
to fully realize their potential as credible role models and
healthy-living advocatesfor the popul ationsthey serve[20-24].
Indeed, Public Health England recently launched Every Mind
Matters [25], a website to support well-being and physical
health. The proliferation of interest in this area serves to
highlight the need for formal evaluation of these approaches.

https://formative.jmir.org/2020/8/e18586

Web-Based Approach

Globa mental heath prevention has incorporated diverse
initiatives directed at different levels in society, such as
individual, community, and societal level regulations. One key
area, which has seen exponential growth, is that of
web-delivered interventions. The cost-effective benefits of
evidence-based, web-delivered therapies that improve mental
health are well established [26-28]; however, poor adherence
and engagement remain a significant factor that limits
effectiveness [29,30] and application.

To address poor adherence and engagement, this study used a
therapeutic approach associated with positive adherence:
acceptance and commitment therapy (ACT) [31,32]. ACT is
based on the principle of psychological flexibility, which
involves accepting one’'s unwanted thoughts and feelings while
moving toward personal values. Several successful web-based
ACT intervention studies have been reported [33-40], for
example, in the treatment of depression among smokers [37]
and in the prevention of mental health problems among
university students [38]. Earlier systematic reviews and
meta-analyses have found web-delivered ACT to be effective
for the management of depression [41], and others report its
effectivenessin both group and individual settings [42-45].

Randomized Controlled Feasibility Study

This study will provide initial insight into the impact,
acceptance, and feasibility of a web-delivered, multifaceted
workplace lifestyle behavior change program, which
incorporates an ACT-based well-being intervention to support
staff mental health in the context of a preventive approach.

Objectives

The study objectives were to (1) determine whether the
randomization procedure was feasible, (2) determine whether
the inclusion of an ACT-based well-being intervention, within
aweb-based lifestyle behavior change program, was acceptable
to health care staff, (3) determine whether the well-being
intervention positively affected adherence and engagement to
the wider program, and (4) explore the impact of additional
intervention elements.

Methods

Trial Design
This was a 4-armed, cluster randomized controlled feasibility
trial.

Trial consent, registration, and assignment to trial arm were
automated. The principal researcher (MB) wasblinded to cluster
allocation throughout thetrial; participantswere not. A computer
codewritten in Python randomly allocated each cluster to atrial
arm using abuilt-in randomization function. No changesto the
program were made during the trial period.
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Trial Arms

The control group used Championsfor Health, which consisted
of 5 lifestyle behavior change modules. Quit Smoking, Drink
Responsibly, Weight Optimization, Regular Exercise, and Eat
Headlthily.

Intervention 1 group used Champions for Health plus the
ACT-based well-being module (ACTivate your Well-being).

Intervention 2 group used Championsfor Health and ACTivate
your Well-being, plus 5 premade well-being films (see
Multimedia Appendix 1).

Intervention 3 group used Championsfor Health and ACTivate
your Well-being, plus a static social norm message (eg, “ Other
userslike you have reduced their weight, on averageto 75kg.”).

Ethics

The study received ethical approval from the College of the
Human and Health Sciences and the College of Medicine
Research Ethics Committee, Swansea University, Swanses,
UK, and research and development approval from Abertawe
Bro Morgannwg University Health Board Joint Study Review
Committee 2017 as service evaluation. The trial is registered
with the ISRCTN registry (50074817; Multimedia Appendix 2
[46])

Clusters

Staff from 1 health board in Wales, UK participated. A health
board is an organizational and administrative unit consisting of
hospitals, community clinics, and general practices (primary
care). Thereare 7 in Wales.

We created 4 clusters based on key hospital and community
sites within the participating health board: 3 clusters received
the intervention and 1 did not (the control). Use of this tria
design is common in health care contexts where cluster trials
are an important methodology used to compare different ways
of encouraging health behavior change [47,48].

Clusters. We selected this design for pragmatic reasons. The
reasons were 3-fold. First, focus group discussions identified
that participants who had taken part in earlier releases of the
website had discussed its content with colleagues. As such it
became evident that if we allocated participants at the individual
level, they may discuss and share the content of theintervention
with those not alocated to that triadl arm. This approach is
reported elsewhere [49,50]. Second, the clusters are natural
groups of people, determined by their place of employment.
Outcomes within naturally occurring clusters may tend to be
more correlated than those across clusters; this is because
individuals within a health board may have similar practices,
arising from organizational culture and shared environment or
demographic features that might influence the outcome [48].
Third, alocation by site location may support recruitment.
Undertaking randomization after consent and baseline would
introduce significant delay, which might have a negative effect
on enrollment and engagement.

The Program: Championsfor Health

Champions for Health, developed by Public Health Wales,
comprised 5 lifestyle behavior change modules. Each included
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text and images and they were based on the health belief model
[51], the theory of planned behavior [52], plan, do, study, act
[53], and the self-regulatory model [54].

The Intervention: ACTivate your Well-being

Following a participatory design process [55-58], NHS staff
(n=39), researchers, ACT practitioners, mental health experts,
and computer scientistsworked together to co-design thewebsite
and intervention through a series of exploratory interviews,
focus groups, usability sessions, and a pilot evaluation.

We developed an automated, interactive, 12-week, self-guided
intervention called ACTivate your Well-being for predetermined
sequential rel ease. Recommended time spent on each week was
20 minutes per day, 3 daysaweek. In addition to the structured
modules, 3 pop-upswere available: Green Spacegallery, Sleep,
and Relaxation. These could be accessed freely.

Recruitment and Eligibility

All staff employed by the health board at the time of the study
were eligible to participate. Eligibility criteria were current
health care staff in 1 Welsh health board, age>18 years, ability
to read English, and ability to provide consent.

We recruited participants between January 28 and February 7,
2019 at 4 hospital sites. Electronic invitation and advertisements
were displayed on the hospital intranet, electronic, and physical
notice boards. Presentationswere made at 4 sitelocations during
induction training to a voluntary staff Well-Being Champions
scheme.

Procedure

Participants registered individually via the website. All
participants were required to provide consent using a checkbox
process prior to completing a registration form, which asked
for username, password, gender, age, location, self-rated health,
self-rated work performance, sicknessleavein the past 6 months,
quantity of 1-week absences in the past 30 days, and
self-assessed primary outcome measures. Users could opt to
receive asemiautomated weekly email reminder, which included
the website link and a motivational quote.

Once registered, participants accessed the website freely by
logging into their account. At this point, participants found out
whether they had access to the well-being intervention. A
personalized dashboard enabled participants to enroll in 1 or
more modules and track their progress. We incorporated 2
gamification features to support sustained engagement [59]:
Rewards and Feedback. Gamification is the use of game
elements in non-game contexts [60]. Health points were
rewarded for website engagement and converted into trophies
at predetermined thresholds, and a bar showed progress toward
each trophy. Feedback graphs were generated to show progress
(Multimedia Appendix 3). In week 12 participants were
reminded, via the home page and weekly email, to complete
the time 2 outcome measures and provide feedback. At this
point they were also invited to take part in a focus group. We
sent 3 email reminders.
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Outcome M easures

Primary Outcome Measure

The 14-item Warwick-Edinburgh Mental Well-Being Scale
(WEMWRBS) isavalidated measure of mental well-beinginthe
general population, responsive to change at both the individual
and group levels [61-63]. A higher score represents more
positive well-being. A score of 43.5 or less is considered a
screening threshold for depression [62]. An increase of 2.77 or
greater indicates statistically significant improvement [63].

The 4-item Patient Health Questionnaire (PHQ-4) Anxiety and
Depression Scale [64] screened for anxiety and depression. On
each subscale, a score of 3 (range 0-6) or greater is considered
positivefor screening purposesfor anxiety and depression [64].

Process Measures

The 7-item Acceptance and Action Questionnaire—Revised
(AAQ-II) is a validated, 1-factor measure of psychological
inflexibility [65]. Higher scores (range 7-49) indicate greater
levels of psychological inflexibility [65]. Cutoff points are not
published for this measurement tool; however, a score of 17.5
and greater has been identified to indicate significant
psychological inflexibility [66].

Sample Size Consider ations

Feasibility trial designsdo not commonly employ formal power
calculations[67]. Assuch we aimed to recruit 100 participants,
25in each trial arm, to allow comparison across groups and to
explore the study objectives.

Data Analysis

Randomization Procedure

Functionality was assessed by the web developer during week
1to ensurethat self-reported |ocation datawere used accurately
to populate trial arms.

https://formative.jmir.org/2020/8/e18586
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Acceptability, Adherence, and Engagement

Descriptive statistics reported website registration and
participant characteristics. We conducted statistical analysis
using nonparametric methods in IBM SPSS version 26 (IBM
Corporation) to explore baseline characteristics of each trial
arm. Adherence was measured by completion of outcome
measure at baseline and postintervention. Qualitative feedback,
collected at the end of the program via a structured feedback
form, interview, and focus group discussion, was audio recorded
and transcribed verbatim. Data were analyzed using inductive
thematic analysis[68].

Primary Outcome Effect

The feasibility study was not powered to test statistical
significance, but merely to explore theimpact and effectiveness
of theintervention on lifestyle behavior change and well-being
acrosstrial arms.

Results

Randomization

The automated randomization procedure proved effective, and
participants were allocated as expected.

Recruitment and Participant Summary

A total of 124 users consented to participate and were randomly
allocated to atrial arm. Of these, 103 users provided baseline
data for the primary outcome measures and were analyzed
(Figure 1).
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Figure 1. Consolidated Standards of Reporting Trials flow diagram. AAQ-11: Acceptance and Action Questionnaire—Revised; PHQ-4: Patient Health
Questionnaire-4, WEMWBS: Warwick-Edinburgh Mental Well-Being Scale.

Users spanned all age brackets (18-65 years old). Most users
(91/103, 88.4%) were female and rated their health as “good”
to “excellent” (82/101, 81.2%) on a 5-point Likert scale. Over
half (63/103, 61.2%) reported no days off work in the past 6

Enrollment
|

| Consented and registered to the program. Completed baseline primary outcome measures (N=124)

]

Randomized to control
(Champions for Health) (n=7)

Randomized
4 dtoi . Randomized to intervention 2 Randomized to intervention 3
[E::mopTcl'Tﬂi pt\zsll‘;'lt;aea::mo:r (Champions and ACTivate your (Champions and ACTivate your
¥ well-being plus PocketMedic) well-being plus social narm
well-being) (n=42)
(n=34) message) (n=41)
¥ ¥ ¥
Enrolled in ACTivate your Enrolled in ACTivate your Enrolled in ACTivate your
Wellbeing (n=13) Wellbeing (n=11) Wellbeing (n=17)
) ] )
Completed process measures Completed process measures Completed process measures
(n=0} (n=7) (n=8)
1 Follow-up 1 1
Reasons given for self-withdrawal (n=3)
1.  Did not want to provide data on weight
Excluded for incomplete 2. lack of time and technical issues including forgotten
registration data (n=21) username/password
3. Access to weighing equipment was removed (withdrew from
Analysis weight optimization module)
¥

Completed postintervention primary outcomes:

WEMWBS (n=6), PHQ-4 (n=7)

Completed postintervention process measures: AAQ-I (n=2)

months and, in line with this, the majority (81/103, 78.6%) did

Table 1. Participant characteristics (n=103).

not report any 1-week absencesin the past month. On average,
users rated their general work performance 8 on ascale of 1to
10, with 10 being highest. All opted to receive email reminders
(Table 1).

Characteristics Trial arm
Control Intervention 1 (Champi- Intervention 2 (Championsand Intervention 3 (Champions and
(Champions ons plus ACTivateyour ~ ACTivate plus PocketMedic)  ACTivate your Well-being plus
for Health)  el|-peing?) social norm message)
Randomized, n 7 42 34 41
Analyzed, n 7 21b 34 41
Female, n (%) 6 (86) 19 (90) 30 (88) 38(93)
Age bracket (years), n (%)
18-25 0 0 4(12) 2(5)
26-35 2(28) 8(39) 10 (29) 10 (24)
36-45 3(43) 5 (24) 11(32) 12 (29)
46-55 1(14) 5(24) 7(20) 14 (32)
56-65 1(14) 3(14) 2(6) 4 (10)
Self-reported days off work, mean (SD) 1.4 (2.1) 9.3(18.4) 1.0(15) 6.9 (25.3)
Self-rated genera work performance 7.3 (1.6) 7.6 (1.7) 75(1.3) 75(1.7)

score®, mean (SD)

8ACTivate your Well-being intervention based on acceptance and commitment therapy.
b21 users were excluded based on incomplete registration.
®On ascale of 1-10, with 10 being the highest.
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Trial Arms

We detected no significant differences between trial arms, using
the Kruskal-Wallis test, at baseline (n=103) for registration
week (P=.17), age (P=.51), self-rated health (P=.36), days off
work (P=.84), absences of 1-week duration (P=.09), self-rated
work performance (P=.94), WEMWBS (P=.24), PHQ-4 (P=.27),
AAQ-I1 (P=.25) or gender (x%=103; P=.56).

We observed no difference for enrollment in module: Weight
Optimization, x%=103, P=.38; Regular Exercise, x%=103,

Table 2. Module engagement (no. of participants) per trial arm (n=103).

Brown et d

P=.25; Drink Responsibly, )(23:103, P=.88; Eat Healthily,
X%=103, P=.74; Quit Smoking, X%=103, P=.85). However,
modul e engagement differed acrossintervention groups (x%=96,
P=.40).

Enrollment (x%,=96, P=.10) or engagement (asabinary variable)
in the well-being intervention did not differ significantly
between the 3 intervention groups (x,=96, P=.79) (Table 2).

Module Trial arm

Control (Champi-

Intervention 1 (Champions

Intervention 2 (Champions  Intervention 3 (Champions

onsfor Health)  and ACTivate your Well-be-  and ACTivate your Well-be-  and ACTivate your Well-be-
ing® ing plus PocketMedic) ing plus socia norm message)

Randomized, n 7 21 34 41
Enrolled, n (%)

Champions for Health 5(71) 13 (62) 29 (85) 27 (66)

ACTivate your Well-being AP 13 (62) 11 (32) 17 (41)
Engaged, n (%)

Champions for Health 2(28) 0 9 (26) 9(22)

ACTivate your Well-being N/A 1(5) 3(9 4(10)

8ACTivate your Well-being intervention based on acceptance and commitment therapy.

Outcome M easures

Primary Outcome Measure

At baseline, participant well-being scores, measured using
WEMWABS, was mean 46.3 (SD 8.8, range 29-68). This was
lower than the general population. Only 6 participants completed
WEMWABS postintervention, and this group recorded a higher
score (mean 53.8, SD 3.1) and higher minimum score (43).
When this subgroup was tested, 5 participants showed raised
scores, which presented some evidence of animprovement, but
this fell below the level of datistical significance (P=.11;
Wilcoxon signed rank test).

Baseline anxiety and depression scores, measured using PHQ-4,
were within the normal population range, with means of 1.8
(SD 1.6) and 1.3 (SD 1.5), respectively. A small subset of users
met the screening criteria (20/103, 19.4%; 11/103, 10.7%,
respectively). The combined PHQ-4 scores (n=7) did not change
significantly postintervention (P=.34; Wilcoxon signed rank
test).

Process Measures

The mean AAQ-I1 score was 21.7 (SD 9.8; n=22). However,
no comparison could be drawn, as only 2 participants compl eted
the postintervention questionnaire.

Acceptability, Adherence, and Engagement

Adherence to the study protocol was poor (7/103, 6.8%).
However, the mgjority of participants (76/103, 73.8%) enrolled
in at least one module. Almost half (50/103, 48.5%) enrolled
in 1 module, 17 (16.5%) enrolled in 2 modules, 7 (6.8%)

https://formative.jmir.org/2020/8/e18586

enrolled in 3modules, and 2 (1.9%) enrolled in 4 modules. The
most popular modules were well-being (41/96, 43%), Regular
Exercise (40/103, 38.8%), and Weight Optimization (39/103,
37.9%).

Of the 9 participants who enrolled in Drink Responsibly, only
3 (33%) engaged. However, health outcomesimproved for these
active users; 1 reported a reduction in days per week that they
consumed alcohol from 4 to 2, with areduction from 20 drinks
per week to 8. Another reduced their consumption from 4 to 3
days per week, with a reduction from 11 to 5 drinks, and the
third increased their number of days drinking but their overall
alcohol consumption reduced (from 18 to 4). Of the 23
participants (22.3%) who enrolled in Eat Heal thily, only 6 (26%)
engaged, 1 until week 6. User data indicated poor fruit and
vegetable consumption, with few meeting recommended
guidelinesand some never consuming the recommended 5-a-day
portion (5/23). AlImost all who enrolled in Weight Optimization
(37/39, 95%) engaged and provided an initial weight (mean
75.77, SD 15.80kg). A small subsample (10/39, 26%) provided
asecond weight (mean 75, SD 10.89 kg). Of the 40 participants
who enrolled in Regular Exercise, 33% (13/40) actively
engaged. This module saw the longest sustained engagement
of the modules, with activity recorded until week 9. Only 2
(2/103, 1.9%) participantsenrolled in Quit Smoking and neither
entered nor tracked any data. Well-being had the highest
enrollment (41/96, 42%). However, of thosewho enrolled, only
7 (17%) compl eted any of theweekly “try-now” activities. This
module had the longest sustained engagement overall, with 1
user active until week 10.
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Qualitative Data

Tofully explore acceptability, we collected arange of quaitative
data. We facilitated 2 oneto-one interviews (25-minute
duration) and 2 focus groups (77- and 73-minute durations, 4
participants each). A total of 15 participants contacted the
principal researcher via email and 8 completed the feedback
survey.

Brown et d

Qualitative feedback was positive (Table 3), and it was clear
that staff welcomed theinclusion of the well-being intervention;
indeed, people who had used the prior releases requested its
inclusion. Analysis identified recommendations for future
development.

Table 3. Sample quotes from participants’ feedback and their recommendations.

Theme

Illustrative quotes and recommendations

Feedback on website and well-being
module

Nonadherence

Participant recommendations

“| liked that it would tell you what you should be doing to keep up with the NHS? recommendations and
then how it compared that to Wales and the rest of the population. | liked all that information.” [Interview]

“1 would have liked to set weekly goals.” [Interview]
“Easy to use, visually was nice” [Interview]

“The health and fitness aspects were quite helpful, | was enrolled on the modules, health eating, weight
management, and regular exercise. They were quite simple and straightforward and the information there
was very useful.” [Interview]

“| really liked the PocketMedic. | looked at al the films on there.” [Focus group]

“| liked some aspects of the ACTP therapy and | found some aspects helpful. Certainly, I've suffered from
intrusive thoughts and it's helpful to sort of just accept them rather than fighting against them.” [Interview]

“To meit was purely entering my weight, which | understand needed to be done...where | sit in my office
everyone can see my screen clearly and that was why | was not happy to enter my weight.” [Email]

“Couldn’t log in, then other prioritiestook over firefighting through work. It's atime factor thing.” [Email]

“| stopped doing the one about weight management, as when | started there were scales up in outpatients
that | used to use and then they took them away.” [Interview]

Provide an option to set weekly goals and the option to report whether this goal was achieved or not.
Provide the option to return to the previous week to enter progress data.

Display progress data per activity undertaken; for example, during week 1 you swam for atotal of 80
minutes; you did yogafor 60 minutes, or more detailed track-your-progress optionsto facilitate competitive
and personalized elements.

Provide personalization of the profile area. Provide the option to edit data displayed on the screen specifi-
cally in reference to weight due to lack of privacy in the work setting or the option to hide private details

such as weight.

Streamline access to well-being exercises and activities.

Include additional signposts to aternative sources of help.

Incorporate opportunities to connect and interact with others.

Improve the layout of AAQ-11C.

3NHS: National Health Service.

PACT: ACTivate your Well-being intervention based on acceptance and commitment therapy.

CAAQ-11: Acceptance and Action Questionnaire—Revised.

Discussion

Principal Findings

This study explored the feasibility and acceptability of the
inclusion of an ACT-based well-being intervention, within an
existing web-based, workplace lifestyle behavior change
program for health care staff. The cluster design and automated
randomization procedure proved feasible. Participants were
successfully randomly allocated based on self-reported location,
and the principal researcher remained blinded until
postintervention. The new multifaceted program also proved
acceptable to NHS saff. Recruitment was positive and

https://formative.jmir.org/2020/8/e18586

participation rates compared equally with previous rel eases; for
example, the 2015 campaign administered by Public Health
Wales recruited 140 staff from 1 health board.

The proportion of users (43%) who selected to enroll in the
well-being intervention highlighted that initiatives such asthese
are desirable and that well-being support is required in the
workplace. Indeed, the qualitative interviews, focus groups, and
feedback were positive, and this is encouraging. Staff who
engaged with the program and well-being module enjoyed the
resources and reported personal benefit. Feedback also
highlighted specific waysto devel op theintervention to address
poor engagement from the staff perspective, which will be used
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to support future development. However, the lack of engagement
isstill aconcern. Only 7 participants were active in the try-now
elements of theintervention, and engagement was equally poor
across the modules. It is worth noting that poor engagement
may have occurred as an artifact of what was measured.
Specifically, the website recorded activity only for “track your
progress.” it was not possible to assess log-on rate, time spent
on each page, and general website activity. Therefore, it is
possible that users engaged with other program elements.
Indeed, the focus group and interview data suggested that the
siteoverall waswell used. Inlinewith this, it isalso encouraging
that most participants enrolled in and engaged with at least one
module, the most popular being Regular Exercise and Weight
Optimization. Indeed, these were often sel ected in combination.
Quit Smoking was the least popular, with only 2 users, despite
local rates of smoking remaining at 22% [69].

Looking at the global picture, thisstudy found health care staffs
well-being scores (WEMWABYS) to be lower than the general
population (datafor England). Mean scoresfor men and women
on this measure are 50.1 and 49.6 [61], respectively, compared
with 46.3in our study. In addition to this, asubset of participants
had PHQ-4 scores associated with anxiety and depression. These
findings add to the global picture, which suggests prevalence
rates of common mental disorders, such as anxiety and
depression, are high. In the United Kingdom, estimated
population incidence rates are 4% to 10% [70]. Elsewhere,
similar instances are reported. For example, lifetime disorder
rates in Australia are reported to be 45% [71]. The individual
and economic cost associated with common mental disorders
is significant. Mental health problems constitute the largest
single source of world economic burden, with an estimated
global cost of £1.6 trillion [72]. In the United Kingdom, the
estimated costs of mental health problems are £70 billion to
£100 billion each year and account for 4.5% of gross domestic
product [73].

Finaly, in this study we were also interested in exploring the
impact of the additional intervention elements, PocketMedic
and social norm message. There was no significant difference
in engagement across the 3 interventions. Qualitative feedback
indicated that PocketMedic films were appreciated. Future
exploration could collapse the additional elements into one.
Thisisline with earlier findings [74].

Limitations
Several limitations must be acknowledged.

First, the small samplerecruited for thisfeasibility study limited
the statistical analysis undertaken. Thiswas particularly relevant
to the control arm, as participants were randomly allocated in
al:3ratioinfavor of theintervention. While we undertook the
same recruitment process at each site, only 7 members of staff
registered from the | ocation randomized to the control. However,
the sample size is not dissimilar to other published studies
reporting the effects of similar interventions [36]. In future,
cluster size should be considered.

Second, intervention 1 had a high number of participants
excluded from the analysisas aresult of incompleteregistration
data. Thisfurther reduced the sample size and equality between
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trial arms. The registration process should include mandatory
fieldsto avoid thisissue in future iterations.

A third study limitation resulted from low adherence. Few
participants compl eted the postintervention outcome measures.
This limited exploration of intervention impact. In response it
will be important to explore alternative ways to encourage
self-reported completion at postintervention. One option is to
track individual nonuse and request feedback within 1 week.
Thismay go someway to improving adherencerates, asreasons
for nonuse could be identified and resolved during the study
period. Alternatively, the intervention could be shortened to
support continued use. Another option might be to redesign
engagement data collection points within the website. In this
version, engagement monitoring was limited to the
track-your-progress or try-now features, both of which are user
initiated. No automated data were recorded. Feedback and
interview data suggested that participants engaged at many
additional time points, which was not captured in our analysis.
This should be addressed. Equally, the use of rewards and
feedback did not support sustained engagement. Future
developments should consider use of additional or different
gamification features, for example, avatarsor social interaction
[75], or guided support and structured feedback, which have
been associated with better adherence.

Fourth, dueto an error in the database, which has been amended,
we were not able to examine health care worker rolein relation
to self-reported absenteeism.

Comparison With Prior Work

The inclusion of ACTivate your Well-being within the
Championsfor Health program created amultifaceted program
free and easily accessible to arange of health care staff.

Limited research has explored the role of well-being
interventions on lifestyle behavior change programs. To our
knowledge, this study is one of the first to explicitly explore
the additional benefit of an emotiona well-being intervention
on lifestyle behavior change. We identified 2 prior studies that
incorporated a mental health intervention within a physical
health promotion program [76,77]; however, neither explicitly
evaluated the additional benefit of awell-being intervention on
lifestyle behavior choices and neither used ACT.

The web-based interface used in this health care setting offered
an opportunity to provide tailored support to public sector staff
through convenient and accessible means. Theinclusion of the
emotional well-being intervention, in combination with the
modules, is a significant step forward in terms of prevention
and early intervention for self-management of positive health
behaviors and builds on the UK menta health prevention
agenda. The multifaceted program targeted both physical health
behaviors and emotiona well-being in 1 integrated program.
Thisisthe unique feature of this program.

Conclusion

Thisfeasibility study was not powered to statistically assessthe
impact on physical health. A full-scale randomized controlled
trial with wider-ranging recruitment methods and additional
participant groups would likely support this. We are hopeful
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thelarger-scaletria will answer thisquestion. Study participants  for Health reported positive feedback and made several useful
who engaged with ACTivate your Well-being and Champions recommendations to take this project forward.
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Abstract

Background: Objective and continuous severity measures of anxiety and depression are highly valuable and would have many
applications in psychiatry and psychology. A collective source of data for objective measures are the sensors in a person’s
smartphone, and a particularly rich source is the microphone that can be used to sample the audio environment. This may give
broad insight into activity, sleep, and social interaction, which may be associated with quality of life and severity of anxiety and
depression.

Objective: This study aimed to explore the properties of passively recorded environmental audio from a subject’s smartphone
to find potential correlates of symptom severity of social anxiety disorder, generalized anxiety disorder, depression, and general
impairment.

Methods: An Android app was designed, together with a centralized server system, to collect periodic measurements of the
volume of sounds in the environment and to detect the presence or absence of English-speaking voices. Subjects were recruited
into a 2-week observational study during which the app was run on their personal smartphone to collect audio data. Subjectsalso
completed self-report severity measures of social anxiety disorder, generalized anxiety disorder, depression, and functional
impairment. Participants were 112 Canadian adults from a nonclinical population. High-level features were extracted from the
environmental audio of 84 participants with sufficient data, and correlations were measured between the 4 audio features and the
4 self-report measures.

Results: Theregularity in daily patterns of activity and inactivity inferred from the environmental audio volume was correlated
with the severity of depression (r=-0.37; P<.001). A measure of sleep disturbance inferred from the environmental audio volume
was also correlated with the severity of depression (r=0.23; P=.03). A proxy measure of social interaction based on the detection
of speaking voices in the environmental audio was correlated with depression (r=-0.37; P<.001) and functional impairment
(r=—0.29; P=.01). None of the 4 environmental audio-based features tested showed significant correlations with the measures of
generalized anxiety or social anxiety.

Conclusions: In this study group, the environmental audio was shown to contain signals that were associated with the severity
of depression and functional impai rment. Associationswith the severity of social anxiety disorder and generalized anxiety disorder
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were much weaker in comparison and not statistically significant at the 5% significance level. Thiswork also confirmed previous
work showing that the presence of voices is associated with depression. Furthermore, this study suggests that sparsely sampled
audio volume could provide potentially relevant insight into subjects’ mental health.

(JMIR Form Res 2020;4(8):€18751) doi:10.2196/18751

KEYWORDS

depression; anxiety; mobile phone; ecological momentary assessment; mobile apps; mobile health; digital signal processing;

acoustics; speech recognition software

Introduction

Background

Depression and anxiety disorders are some of the most prevalent
mental health disorders[1], yet accessto services and treatment
for these disorders is lacking. It is common for many Ontario
residents with mental health problems to wait for 6 months to
1 year for treatment [2]. Automation of a part of the mental
health care process may help address this service gap in our
health care system, as automated assessment could alleviate
some of the workload that is currently being carried by health
care workers.

The health care process can be modeled as beginning with
assessment and measurement, followed by diagnosis, and finally
treatment. Subsequent rounds of measurement or assessment
occur with the final goal of achieving remission. This work
focuses on the measurement and diagnosis components by
working toward building an automated and objective severity
measurement of anxiety, depression, and functional impairment
associated with poor mental health.

Researchin both psychiatry and clinical psychology traditionally
involves assessments of subjects’ state (eg, mood and behavior)
in clinical or research settings where they are removed from
their natura home and living environment. Often, these
assessments were performed retrospectively, where the subjects
were asked to recollect behaviors and feelings over severa
weeks in the past. Ecologica momentary assessment (EMA)
[3] isan alternative approach that endeavors to assess subjects’
mood and behaviors in a naturalistic setting. It occurs in red
time and has a higher frequency of measurement, possibly
multiple times aday. These assessments are frequent and occur
in subjects’ natural setting(s), removing clinicians (and the
potentia for bias), from the measurement process. Furthermore,
EMA is not limited to self-report data but can also use data
collected from sensors (physiological sensors and smartphone
sensors). Sensor-based dataare especially interestinginan EMA
context because they can be collected passively without any
interaction from the study subject, essentially addressing
concerns of self-report biases surrounding self-reported data
[4,5]. Researchers now use the term passive EMA [6] to refer
to EMA systems in which sensor-based data are collected
without any interaction from the user. It is also sometimes
referred to as unobtrusive EMA or passive sensing.

The feasibility of building passive EMA systems has been
greatly improved by the smartphone revolution. Smartphones
are ubiquitous and affordable consumer electronics, which are
equipped with awide range of sensorsthat can enable the type

https://formative.jmir.org/2020/8/€18751

of sensing or monitoring necessary to perform passive EMA
[7]. A brief survey of some of the existing work using passive
EMA in the mental health space follows, including a more
detailed review of studies that have used ecological audio data
to predict mental health state.

Previous Work

A general methodology inthese passive EMA or mobile sensing
studies, and onethat isused in thiswork, isto compute metrics,
or features, from objective data sources that are designed to
capture behaviors or traits of subjects that are known or
suspected to be predictive of mental state. These features
condense alarge number of data pointsfrom a data source (eg,
thousands of GPS coordinates measured over weeks of a study)
into a single metric of behavior. This metric of behavior can
then betested for correlation with clinical measures of subjects’
mental state. One such example of a GPS location—derived
featureisthe proportion of time a subject spends outside home.
A low proportion might be indicative of avoidance behavior or
low energy and, therefore, relevant to depression, for example.

A systematic review by Rohani et al [8] examined correlations
between passively sensed smartphone data and symptoms of
depression. Homestay, the proportion of time spent by the
subject at home (computed from GPS data), and screen active
duration, the proportion of time spent using the phone were 2
of the most strongly correlated features with depression. These
features were reported as significant by numerous studies
included in the review [8].

This genera methodology of sampling objective data from
subjects’ smartphones (or other digital sensors) to infer health
characteristics has been used in numerous studies, across many
conditions. Although we will provide a focused review of
relevant works that have used audio data to predict or measure
mood and anxiety disorders, there is a wealth of research that
has looked at using many different data sources to investigate,
predict, or measure the severity of many characteristics of health
and mental health disorders. Interested readers are directed to
work that has investigated subjects’ general mood and mental
health [9-15], substance abuse [16,17], depression [18-24],
bipolar disorder [25-29], anxiety disorders [30-32], and
schizophrenia [33,34]. The most commonly used sources of
passively collected smartphone data in these works include
subjects’ geolocation (ie, GPS data), screen activity and phone
usagetime, SM Sand phone metadata, and physical activity and
motion sensor data.

As al smartphones are equipped with microphones, they can
be used to detect audio-based features of a subject’'s
environment. Several works have investigated the recording
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and analysis of speech audio from subjects’ smartphones. There
aredifferent strategiesto record audio, ranging from (1) actively
prompting users to speak into a microphone, (2) passively
recording subjects’ phone calls, and (3) to passively recording
environmental audio with no interaction from the user.

Using the active prompt-style methodology, Dickerson et al
[35] conducted a study of depression in which subjects were
asked twice daily to respond verbally to a prompt in free-form
speech recorded by amicrophone, yielding responsesthat were,
on average, 1to 2 minlong. These audio recordings of prompted
speech were then analyzed to produce 2 features: the
fundamental frequency of subjects’ speaking voices (Fy) and
subjects’ speech pausetime. These 2 featureswere used to build
alinear model for predicting the mood of the subjects. Mood
was measured on a1 to 10 scale (on the continuum of extremely
depressed to extremely elevated mood), and the linear model
was able to predict mood scores with aresidual error of 0.092
(12 degrees of freedom, P=.011) [35]. Similarly, Guidi et al
[36] investigated the fundamental frequency of speech (F)
actively recorded from subjects viapromptsin astudy of bipolar
disorder. This study was able to distinguish between individual
bipolar subject’s mood states. A total of 7 features extracted
from speech audio were subjected to Kruskal-Wallis tests, and
all features showed significant differences (at a5% significance
level) across angry, neutral, bored, and happy emotional states.

Using the passive phone call recording-style methodology,
Faurholt-Jepsen et a [29] conducted a study of 28 outpatient
subjects with bipolar disorder. Voice features produced from
patients' phone callswere used to build 2 classification models
that classified patients’ states as manic or mixed versus euthymic
(area under the curve=0.89) and depressive versus euthymic
(areaunder the curve=0.78). Another study of bipolar subjects
conducted by Griinerbl et al [25] used features of subjects
voices produced from the recordings of phone calls to predict
mood state with 70% accuracy.

Finaly, audio can be sampled in a much more passive and
pervasive manner by using asmartphone’s microphoneto record
environmental (ambient) audio. The StudentL ife study by Wang
et a [37] sampled ambient audio and used audio analysis
techniques to detect the presence of human voices in the
environment as a proxy measure of conversation frequency.
They found that conversation frequency has a significant
negative correlation with self-reported measures of depression
severity [37]. The work by Abdullah et al [26] used the same
approach in a study of 7 subjects with bipolar disorder. The
conversation frequency feature was found to be weakly
correlated with mood patterns (r=0.16; P=.06) as measured by
the socia rhythm metric. Ben-Zeev et al [10] used the amount
of time proximal to human speech as a predictive feature in a
study of general mental health. In a functional regression
analysis, the amount of time spent proximal to human voices
was found to be significantly associated with changes in a
self-reported measure of depressive symptoms over the course
of the study (P=.048).
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Goal of This Study

This exploratory study seeksto discover potential correlates of
anxiety and depression symptomatology from environmental
audio acquired using passive smartphone sensing. Although
previous research has studied how some features of the audio
environment relate to depression and bipolar mood disorders,
we will extend this to include anxiety disorders. In addition,
one aspect of our study isthe exploration of the sampled average
volume of the environment over time, which has
privacy-preserving attributes. We are not aware of any other
study of mental health that makes use of this measurement. We
hypothesize that the time series of the volume of subjects
environmentsreveal s some qualities and characteristics of their
daily activities, which are associated with symptoms of
depression and anxiety, a hypothesis that we believe has not
been investigated in the literature. In addition, we explore the
effect of the presence of voicesin the sampled audio.

Methods

Overview

Subjects from a nonclinical population were recruited for a
2-week observational study inwhich acustom app wasinstalled
on their personal Android phone. Self-report measures of
anxiety, depression, and general quality of life and impairment
were collected at the beginning and end of the study. Throughout
the duration of the study, the smartphone app passively collected
the average volume of environmental audio and the presence
of voice activity (whether or not speech was detected in the
environment at the time of recording). A set of features was
designed and used to extract higher-level information from this
set of data, and a statistical analysiswas performed to determine
if a significant relationship existed between subjects
self-reported anxiety, depression, and general impairment and
these features. The study was approved by the University of
Toronto Health Sciences Research Ethics Board (Protocol
#36687).

Recruitment

Subjectswererecruited from Prolific [38], aweb-based platform
for recruiting study participants. Prolific maintains an active
pool of subjects who wish to engage in research activities and
enables researchers to deploy web-based tasks to subjects with
specified demographics. It is similar to other services, such as
Amazon’'s Mechanical Turk [39], but has some properties that
make it more attractive to academic researchers. These include
ethical payment requirements and a comprehensive database of
subjects’ demographic data to enable prescreening.

The study inclusion criteria were as follows: subjects should
(1) reside in Canada, (2) be fluent in English, (3) own an
Android phone, (4) have completed at least 95% of their
previous Prolific studies successfully, and (5) have previously
participated in at least 20 Prolific studies. The final criterion
was used to ensure that subjects were proficient at using the
Prolific system and were generally technology literate. There
wereno exclusion criteriafor the study. Subjectswere paid Can
$18.50 (US $14) for participating in the study.
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Study Procedure

Members of the Prolific community who met the inclusion
criteria could read a description of the study, which included
an informed consent guide. Those who consented to the study
were then directed to a webpage that acted as the study entry
point. Thiswebsite directed subjectsto install the app from the
Google Play app storeand provided them with log-in credentials
for using the study app. Once installed, the study app guided
subjectsthrough a short setup, wherethey were asked to provide
the app with the necessary permissions to access their data,
followed by alog-in. Immediately following setup and log-in,
subjects were asked to complete a set of 4 self-report measures
in digital form within the study app. At this point, following
the completion of the self-report measures, the app began to
periodically collect datain the background. No further actions
or interactions with the study app were performed until the end
of the study, exactly 14 days later, at the same time of day as
the app installation/self-report work. At this time, subjects
received a naotification on their phone, informing them that the
study had ended and requesting that they compl ete the same set
of 4 self-report measures done at the beginning, again in the
smartphone app. Following completion of this task, subjects
were directed to uninstall the app from their phone and mark
their study tasks as complete on the Prolific website. Subjects
were then paid through Prolific's payment system.

Self-Report M easures

Subjects completed 4 self-report measuresin digital form within
the study app at the beginning and end of the 14-day study. A
review by Belisario et al [40] found that self-administered survey
scoresdo not differ when deployed by app versusother delivery
modes. The 4 measures were the Liebowitz Social Anxiety
Scale (LSAYS) [41], the 7-item Generalized Anxiety Disorder
Scale (GAD-7) [42], the 8-item Patient Health Questionnaire
Scale (PHQ-8) [43], and the Sheehan Disability Scale (SDS)
[44]. The LSASisa 24-item scale used to assess the symptoms
of social anxiety disorder by measuring respondents’ fear and
avoidance of various social situations [41]. The LSAS was
originally developed asaclinician-administered instrument, yet
the self-report version has been shown to have good
psychometric properties[45]. The GAD-7 isa7-item self-report
scale used as a screener and severity measure of generalized
anxiety disorder [42]. The PHQ-8 isan abbreviated form of the
Patient Health Questionnaire 9-item depression scale[46], which
omits the final item of the PHQ-9, a question that assesses
suicidal ideation. The PHQ-8, similar to the PHQ-9, has been
shown to be a valid diagnostic and severity measure for
depressive disorders [43]. The PHQ-8 was chosen instead of
the PHQ-9 because, owing to the anonymous and remote nature
of the data collection in this study, the study investigators would
be unable to properly intervene in the case of any evidence of
risk for self-harm. Finaly, the SDS is a 3-item self-report
measure of general impairment, which has been shown to be a
sensitive tool for measuring mental health—related functional
impairment [44].

Both the GAD-7 and PHQ-8 instruments ask subjectsto evaluate
their symptoms over the past 2 weeks, whereas the LSAS and
SDS ask subjectsto evaluatetheir symptoms over the past week.
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Therefore, 2 weeks was the shortest duration possible to
encompass the largest time window of assessment of the
self-report measures, which is the rationale behind a 2-week
study duration.

Smartphone Data Collection

An Android app was designed and created to collect all study
data. Thisincludes both the self-reported measures, described
earlier, and the passively collected audio data—the volume of
environmental audio and the presence or absence of speaking
voices in the environment.

The study app records audio every 5 min, for a duration of 15
seconds, by turning on the microphone and recording the
environment. This recording process occurs without any
interaction from the user and with no notification to the user.
Audio recordings are then securely transmitted from subjects’
smartphones over the internet to a computer server where 2
further processing stepsare performed. First, the average volume
of each 15-second audio recording was calculated using the
FFmpeg audio processing software framework [47]. Second,
the presence of voicesin the audio recording was detected using
the Google Cloud Speech-to-Text software product [48]. This
software generates text transcripts from audio recordings of
speech; it was used to detect the presence of speech in audio
recordings by simply noting whether each audio recording
generated atranscript. Audio files containing silence, noise, or
unintelligible speech do not successfully generate a text
transcript, whereas recordings that contain intelligible speech
produce atranscript.

The audio sampling period was chosen to be 5 min as a good
trade-off between large amounts of data (with a shorter period)
and the preservation of battery life of subjects’ smartphones
(with alonger period). Internal testing before the study showed
a5-min sampling period to be satisfactory for preserving battery
life. Although a shorter period could yield more data, versions
of the Android operating system since version 6 prevent this.
Specifically, devicesare prevented from performing background
processing (such as this type of microphone sampling) while
the device is deeping more than once in a 9-min period [49].
Thus, for many devices, we are aready at the limit of how
frequently we can sample datain the background.

Data Preprocessing

Preprocessing of the volume time series was performed before
feature extraction to account for missing data and to perform
normalization. Periodic audio recordings were not reliably
produced at a precise period of 5 min by the study app, so the
volume time series were resampled to a period of 5 min, and
missing sampleswereimputed using linear interpolation. After
resampling and interpolation, volume samples were clipped at
the ceiling and floor of 3 SDsfrom the mean of the volumetime
series to remove outliers (using subject mean and subject SD,
not group). Finally, the volume time serieswere scaled linearly
to ensure that all volume measurements were within the range
of 0to 1. No preprocessing of the voice presence time series
was performed.
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Feature Extraction

This subsection describes the methods used to compute the 4
correlates of anxiety and depression symptomatology derived
from subjects’ environmental audio recordings. These correlates,
or features, were extracted from the volume and speech presence
time series data to test for the association with symptoms of
anxiety and depression as measured by the LSAS, GAD-7,
PHQ-8, and SDS. In the sections below, we describe 3 features
from the volume time series, caled daily similarity, sleep
disturbance-all nights, and sleep disturbance-weeknights. A
fourth feature was extracted from the speech presence time
series called the speech presence ratio.

Daily Similarity

Thedaily similarity feature was designed to infer the consistency
of the subjects sequence of daily activities. Visualizations of
the volume time series clearly show distinct periods of activity
(characterized by large spikes in volume) and inactivity

(characterized by quieter volume with less variance). These
periods coincide roughly with daytime and nighttime,
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respectively. Furthermore, these patterns are periodic and repeat
daily. Figure 1 shows a visualization of 7 days of a subject’s
environmental audio volume data

A link between regularity in daily activities, including sleep,
and anxiety and depression is commonly described in the
literature[50,51], and therefore, it follows that this feature may
be associated with symptoms of anxiety and depression. To
quantify the regularity of this pattern of daily activity, the
autocorrelation function was computed for each subject’s
volume time series. Thisis asigna processing technique that
computes the correlation between a signal and a time-delayed
copy of itself [52]. The autocorrelation function of asignal is
a time-dependent Pearson correlation coefficient of the signal
and its copy for varying degrees of time lag between the two.
As we are interested in quantifying the similarity between a
subject’s days, the value of the autocorrelation function at a
timelag of 24 hoursismost relevant. Thedaily similarity feature
is, therefore, defined asthe value of the autocorrel ation function
of the volume time series evaluated at alag time of 24 hours.

Figure 1. Visualization of a subject's environmental audio volume data (7 of 14 days).
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Sleep Disturbance

Majority of the periods of apparent inactivity that arevisiblein
the volume time series appear to coincide with sleep. It was
hypothesized that a proxy measure of sleep quality can be
inferred by measuring how chaotic the volume of subjects
environments are during eep times, replicating the link between
sleep and mental health reported in the literature. For example,
the prevalence of mood disorders has been shown to be much
higher in populations with chronic sleep problems [53], and
insomnia may be a state marker of anxiety disorders [54]. It
follows, therefore, that a feature that infers the quality of
subjects’ sleep may be associated with symptoms of anxiety
and depression.

To quantify sleep quality, the volume time serieswas examined
with periods of quiet noted to be characterized by low variance
in volume. Although the absolute value of the volume is also
low at quiet times, the threshold for what can be considered
quiet isgreatly dependent on the specific microphone and phone

https://formative.jmir.org/2020/8/€18751
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placement; therefore, variance was considered a more
appropriate measure of the noisiness of the environment. The
deep disturbance feature is defined as the SD of the volume
time seriesbetween the hours of 12:00 AM and 06:00 AM, local
time. Thisisaproxy measure of sleep quality. More specifically,
itisameasure of the noisiness of a subject’s environment during
common hours of sleep. In addition, as people's patterns of
deep can vary between weeknights and weekends, we compute
2 versions of this feature: (1) using volume data between the
hours of 12:00 AM and 06:00 AM on al nights of the week,
and (2) using only volume data from weeknights (Monday
through Friday). These choices are made without specific
knowledge of the subjects’ workday or workweek schedule.

Speech Presence Ratio

Previous studies of mental health using mobile sensing have
computed proxy measures of socia interaction as a feature
predictive of depression severity [10,37]. To replicate these
results and to ascertain if this aso holds for measures of socid
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anxiety, generalized anxiety, and general impairment, a proxy
measure of socia interaction was computed. The speech
presence ratio feature is computed from the speech presence
time series data and is defined as the proportion of audio
recordings containing the presence of speech to thetotal number
of audio recordings.

Privacy

A number of privacy considerations drove the design of the
study procedure, app, and data collection. Pralific, the platform
from which subjects were recruited, anonymizes subjects.
Subjectswere provided with app |og-in credential s, which were
provided on demand to each subject asthey enrolled in the study
to avoid subjectsusing their name, email address, or some other
potentially identifying information astheir log-in name. Audio
recordings were encrypted both at rest (on subjects’ phones)
and in transit to the server. Once processed on the server side,
audio files were deleted. The speech transcripts generated to
detect the presence of speech were processed in the following
way: each transcript was broken into pairs of words (ie, bigrams)
and then stored in random order for use in later studies. The
stripping of ordering and time information from bigrams was
done to prevent later re-creation of transcripts.

Figure 2. Flow chart of study recruitment.

Accepted study on Prolific
N=205
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Results

Overview and Data Inclusion

From July 2019 to December 2019, 205 dligible Prolific
members entered the study. Withdrawals were common, with
86 subjects choosing to withdraw at some point in the study
(commentary on the high withdrawal rate is provided in the
Limitations subsection of the Discussion section). Of the 119
subjects who did not withdraw, 112 completed both sets of
self-report questionnaires. Finally, 84 of the 112 completed
subjects yielded sufficient audio data for analysis based on the
criterion that at least 50% of the expected number of audio
recordings were made by the study app. Figure 2 provides an
illustration of the study recruitment results. Although self-report
measures were collected at both the beginning and end of the
2-week study, all resultsthat followed used the values collected
a the end of the study. The postobservation values of the
self-report measures were used in the analysis because if such
a smartphone-based assessment system were to exist, it would
be more useful to predict trajectories or upcoming symptom
severity, not severity 2 weeks before the start of datarecording
(as would be the case if correlationg/associations with the
prestudy scales were measured).

Withdrew

Logged in to study app
N=130

v

Completed intake scales
N=125

Completed exit scales
N=112

N=75

Withdrew
N=4

Withdrew
N=7
Did not respond
N=7

Insufficient audio data

Included in analysis
N=84

Study Group Characteristics

The study sample had an average age of 30 years (SD 8.6) and
42% (35/84) of subjects were female. The mean and SD of the
4 salf-reported measures are presented in Table 1. To understand
whether the self-reported measures may be related to the age
and sex of subjects, 2 statistics were computed. The Pearson
correlation coefficient was computed to measure the correlation
between sdlf-reported measures and subject age, and an
independent samples t test was performed to test whether the
mean scale score differed between the male and female sexes.
The LSAS, GAD-7, and SDS were negatively correlated with
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subject age, but there was no significant difference in the mean
scale scores of the 2 sexes (at a 5% significance level). Table
1 also lists the results of these tests.

To further characterize the mental health of our study subjects,
self-report measures were used to screen for social anxiety
disorder, generalized anxiety disorder, and major depressive
disorder. A cutoff of 60 was used with the LSAS scoresto screen
for social anxiety disorder (generalized subtype), as
recommended by Mennin et al [55]. A cutoff of 10 was used
with the GAD-7 scores to screen for generalized anxiety
disorder. This cutoff was shown to optimize sensitivity (89%)
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and specificity (82%) [42]. A cutoff of 10 was used with the
PHQ-8 scores to screen for depression, as recommended by
Kroenke et al [43]. Table 2 summarizes the results of these
screenings on our study sample. The rates of social anxiety

Di Matteo et a

(32%), generalized anxiety (26%), and depression (37%) in our
study sample were all compared with the rates in the general
Canadian population. Thiswill be elaborated in the Discussion
section.

Table 1. Descriptive statistics for self-report measures of anxiety and depression (n=84).

Measures Score, mean (SD)  Correlation with age Difference between mean scores of the sexes
r P vaue t test (df) P value

Liebowitz Social Anxiety Scale 53.7 (25.8) -0.27 .01 -1.68(82) .10

Generalized Anxiety Disorder seven-item scale 6.6 (4.6) -0.29 .01 -1.37(82) A7

Patient Health Questionnaire eight-item scale 8.5 (5.6) -0.19 .09 -1.18(82) .24

Sheehan Disability Scale 10.8(7.7) -0.26 02 -1.12(82) 27

Table 2. Results of screening the study sample for depression and anxiety disorders (n=84).

Disorders Screening criteria

Positive screenings, n (%)

Social anxiety disorder
Generalized anxiety disorder

Major depressive disorder

Liebowitz Social Anxiety Scale score =60
Generalized Anxiety Disorder seven-item scale score 210

Patient Health Questionnaire eight-item scale score =10

32(39)
22 (26)
31(37)

Objective Audio Features

The objective audio features described in subsection Feature
Extraction of the Methods section were computed using the
environmental audio time series data of the 84 study subjects.
Descriptive statistics for the 4 features are presented in Table
3. These descriptive statistics include the mean and SD of the

Table 3. Descriptive statistics for objective audio features (n=84).

features observed in the study sample, and additionally the
minimum value observed, the maximum value observed, and
the values of the first three quartiles. The values of the speech
presence ratio appear to align reasonably with intuition, with
subjects spending anywhere from 1% to 30% of their timein
the presence of speech.

Features Mean (SD) Minimum Q1 Q2 Q3 Maximum
Daily similarity 0.80 (0.07) 0.45 0.77 0.83 0.85 0.90
Sleep disturbance—all nights 0.14 (0.06) 0.03 0.10 0.13 0.17 0.32
Sleep disturbance—weeknights 0.14 (0.06) 0.03 0.09 0.12 0.18 0.34
Speech presence ratio 0.15 (0.06) 0.01 0.11 0.16 0.20 0.30

Correlations Between Audio Featuresand Self-Report
Measures

To test the association between the audio features and the
self-reported measures of anxiety, depression, and functional
impairment, the Pearson correlation coefficient was computed
between each feature and scale. The daily similarity featureis
negatively correlated with all 4 self-report measures, which
supports the hypothesis that regularity in daily activity and
circadian rhythm is associated with more positive mental health
(ie, lower scale scores). This feature was most strongly
correlated with depressive symptoms. The sleep disturbance

https://formative.jmir.org/2020/8/€18751

feature, whether computed using all nighttime audio or only
weeknight audio, was positively correlated with al 4 self-report
measures, which isin line with the hypothesis that better sleep
quality (ie, less sleep disturbance) is associated with positive
mental health. The strength of the correlation isimproved when
only the weeknight audio is considered. Finally, the speech
presence ratio feature was negatively correlated with all 4
self-report measures, where the correlation with depressive
symptoms was the strongest for all observed correlations
(r=—0.37; P<.001). Table 4 summarizes the results of the
correlation analysis. No correction for multiple tests was
performed, as we view thiswork as exploratory.
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Table 4. Pearson correlation between objective audio features and self-reported measures of anxiety and depression (n=84).

Features Liebowitz Social Anxiety ~Generalized Anxiety Disorder  Petient Health Questionnaireeight-  Sheehan Disability
Scae seven-item scale item scale Scale
r P value r P vaue r P value r P vaue
Daily similarity -0.20 .07 -0.19 .09 -0.37 <.001 -0.18 10
Sleep disturbance—all 0.00 .99 0.07 52 0.17 A3 0.15 a7
nights
Sleep distur- 0.05 .65 0.12 .26 0.23 .03 0.18 A1
bance—weeknights
Speech presence ratio -0.19 .08 -0.16 14 -0.37 <.001 -0.29 .01

Discussion

Population

The self-report measures completed by the subjects revealed
that this study’s sample, despite being recruited from a healthy
population, had a high prevalence of depression and anxiety.
Data reported by the Government of Canadain 2006 estimate
a 12-month prevalence of major depressive disorder at 4.8%
[1], compared with a positive screening rate of 37% in our
sample. The same 2006 report lists a 12-year prevalence of the
combined class of anxiety disorders at 4.8%, a figure that is
significantly lower than the positive screening rates for
generalized anxiety disorder (26%) and social anxiety disorder
(38%) observed in our sample. Given that the cutpoints used
for screening were al shown to have high specificity, it seems
unlikely that these high rates are solely aresult of false-positive
screenings. Instead, 2 possible explanations are proposed, which
may be jointly responsible. First, the Canadian population of
subjects on the Prolific recruitment platform may have elevated
rates of mood and anxiety disorders with respect to the general
Canadian population. It may be that people who chooseto find
work on the platform go there because of these conditions,
which might prevent them from doing outside-the-home work.
Second, that subject sampling was impacted by self-selection
bias. In other words, Prolific participants who struggle with
mental health to some degree may be morelikely to have chosen
to enroll and remain in a study that focuses on mental health.

Negative correlations were measured between age and
self-reported measures of social anxiety (r=-0.27; P=.01),
generalized anxiety (r=-0.29; P=.01), depression (r=—0.19;
P=.09), and general impairment owing to poor mental health
(r=—0.26; P=.02) in our sample of subjects. Thisindicates that
younger subjects generally displayed worse mental health than
older subjects. It isnot clear if thisobservationis part of amore
general trend in the greater population or if it is specific to the
Prolific population. A review of studies examining the
occurrence of anxiety, depression, and distress found some
evidence that aging is associated with less susceptibility to
anxiety and depression, but it is unclear if that was because of
aging or cohort effects [56]. A study of mood disorders and
suicide using data on American adolescents and adults from
2005 to 2017 observed an increase in mood disorders and
suicidal ideation since the mid-2000s, and it is suggested that
cultural trends in the use of digital media among younger
individuals may beresponsiblefor creating acohort effect [57].
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Correlations

The key finding of thiswork isthe development and evaluation
of a set of features, computed from subjects environmental
audio, as potential correlates of symptoms of anxiety,
depression, and functional impairment. Correlation analysis of
thesefeatures and self-reported measures, summarized in Table
4, shows that all 4 features are associated more strongly with
symptoms of depression (measured by the PHQ-8) than with
any other symptoms. The daily similarity and speech presence
ratio were both significantly correlated with PHQ-8 scores at a
5% significance level. Speech presence ratio, but not daily
similarity, waslikewise significantly correlated with SDS scores
at a 5% significance level. None of the 4 features were found
to be significantly correlated with either LSAS or GAD-7 scores
at a 5% significance level.

We note that while associationswith the LSAS and GAD-7 are
weak or nonexistent, the associations with the SDS are nearly
as strong as those with the PHQ-8. This may suggest that the
impairment that is being measured by the SDS may, in large
part, be due to symptoms of depression. Indeed, we measured
a stronger correlation between the SDS and the PHQ-8 scores
of subjects (r=0.76; P<.001) than between the SDS and the
LSAS (r=0.48; P<.001) or the GAD-7 (r=0.62; P<.001).

The fact that some features are associated with depressive
symptomatology but none are associated with the
symptomatology of generalized anxiety or social anxiety
disorder isinteresting, and we offer some speculation asto why
this may be the case. First, we must observe that our features
are very coarse—they measure sleep, activity, and speech, but
with no specific context (they are measured on a gross scale).
Depression is broadly debilitating on energy and activity, and
if thisimpact isindependent of a specific context, our features
are appropriately designed to detect this impact. This is in
contrast to anxiety disorders, which often have specific triggers
that are context dependent. Individuals with anxiety can avoid
contexts that trigger their anxiety and, therefore, present as if
they do not suffer from the effects of anxiety as long as they
continueto exhibit avoidance behaviors. Althoughitisunlikely
that anxiousindividualsare ableto avoid all triggers, especialy
those with generalized subtypes, avoidance behavior may be
partially responsible for weakening the associations between
inferred behavior and mental state. To passively measure the
severity of anxiety disorders, it seems that any feature must
capture avoidance behavior as a proxy for anxiety itself and
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also have some measure of state anxiety to detect when asubject
isin aspecific context that acts as an anxiety trigger.

Comparison With Other Studies

To our knowledge, no other studies haveinferred daily patterns
of activity and inactivity solely from volume samples of ambient
audio, whichiscaptured by the daily similarity feature, so direct
comparisons of the daily similarity feature with other known
works are not possible. However, a feature called circadian
movement, first proposed by Saeb et al [20], capturesthe degree
towhich the pattern of asubject’svisitsto different geolocations
follows a 24-hour or circadian rhythm. The study by Saeb et a
[20] measured a significant negative correlation between
circadian movement and PHQ-9 scores (r=—0.63; P=.01; n=18).
Our ambient volume-based measure of daily regularity in
activity, caled daily similarity, was also negatively correlated
with PHQ-8 scores (r=—0.37; P<.001; n=84). This further
supports the hypothesis that regularity in daily activities is
associated with lower severity of depressive symptoms. It is
interesting to consider that the same underlying signal may be
present in both GPS data and ambient audio data. A study by
Ware et al [58] also used the circadian movement feature in the
prediction of depression. Although thisfeature was one of many
used in aclassifier that achieved an F1 score as high as 0.86, it
isunclear to what degree this feature alone was associated with
the severity of depressive symptoms.

The association between sleep and mental health has been
investigated in a number of studies. Self-reported measures of
sleep quality have been shown to be associated with state anxiety
[59], anxiety disorders [60], and depression [61,62]. Sleep
duration has been measured objectively in mobile sensing
studies and shown to have a significant association with the
severity of depressive symptoms [10,23,37]. although sleep
duration and sleep disturbance features are different measures
and as such cannot be directly compared, these studies support
our resultsin demonstrating ageneral association between sleep
and depression.

Finally, although the speech presence ratio feature does not
appear inidentical formin theliterature, there are other studies
that have used similar proxy measures of socia interaction as
correlates of depression severity. The pioneering study by Wang
et a [37] inferred the number of conversations that subjects
encountered throughout their days by performing an analysis
of ambient audio and aso found a significant negative
correlation with PHQ-9 scores (r=—0.39; P=.02; n=48). This
specific feature by Wang et al is more contextually aware than
our speech presence ratio because not all audio that they found
to contain speech was considered conversational intheir system.
Specifically, they ignored speech if it was detected during
lecture or group meeting hours of their student subject
population. Despite the fact that our proxy measure of social
interaction is context unaware, we aso show a negative
correlation between the speech presenceratio and PHQ-8 scores
(r=—0.37; P<.001; n=84). Time spent proximal to human speech
was aso found to be significantly associated with changes in
PHQ-9 scores (P=.048) in astudy by Ben-Zeev et a [10].
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Limitations

A fundamental limitation of the study design is that as a
cross-sectional study, it is not possible to make any claim
regarding causation between the observed features and severity
of anxiety, depression, or functional impairment. It cannot be
determined, for example, if avoiding social contact (asinferred
by the speech presenceratio feature) causesincreased depression
severity or if an increase in depression severity owing to some
other factor causesindividualsto retreat socially and engagein
less speaking.

A high proportion of subject withdrawals can also be considered
as a limitation of this study (86/205 subjects, 42%, chose to
withdraw). The magjority of withdrawals, 87% (75/86), occurred
before a successful log-in to the study app (see Figure 2 for an
illustration of the withdrawals throughout the study timeline).
Having observed how most withdrawals occurred early in the
study, we provide 2 possible hypotheses for the high number
of withdrawals. The first is the relative difficulty in setting up
the study app on apersonal smartphone, whichismore complex
than the typical task asked of subjects recruited on the Prolific
platform. Our setup procedure included turning off the
smartphone's battery optimizations for the study app, which
requires some facility with Android settings. The second isthe
possibility that subjects are unwilling to provide the app with
the permissions necessary for data collection. The study app
asks users to grant permissions before log-in, which might
explain why 87% (75/86) of the withdrawals occurred without
logging in. Our previous study explored clinical patients
willingness to consent to the collection of different forms of
data collection for mental health purposes[54]. The number of
withdrawalsisin line with the data from the previous study.

A further limitation surrounding subject withdrawals is the
possibility of sample bias. The 86 individuals who withdrew
from the study may differ from those who remained in the study.
We are unableto test this because Prolific removesresearchers
access to the demographic data (age and sex) of participants
who withdraw from studies. Nondemographic data (ie, digital
data and self-report measures) may also differ between the
groups, yet this is difficult to test because 92% (79/86) of
withdrawals withdrew early enough in the study so as not to
provide any digital data or self-report measures. Of the 112
individuals who remained in the study and completed all tasks,
it ispossible to test for differences between the group included
inthe analysis (ie, the group with sufficient audio data) and the
group excluded from the analysis. These 2 groups did not differ
significantly in age or on any of the 4 self-report measures,
either at intake or exit, as tested by t tests at a 5% significance
level (two-sided). These 2 groups also did not differ by sex
(counts of men and women), as tested by a chi-square test (1
degree of freedom) for independence at a5% significancelevel.

Some limitationsalso exist regarding the validity of thefeatures.
The speech presence ratio feature does not distinguish between
recorded speech (eg, fromaTV or radio) and human speech, it
simply detects intelligible speech. This method does not
distinguish between speakers, so in many cases, the subject
themselves may not be the person speaking. The method also
only detects English speech, so it will potentially miss speech
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if, for example, a subject does not speak English at home.
Finally, our technique for detecting speech using automatic
speech recognition is more biased toward false negatives than
false positives. If speech is detected by the system, it is highly
likely that the speech is present, yet it is much more likely to
miss speech in noisy environments or environments with
multiple speakers speaking concurrently.

The deep disturbance feature is affected by the subjects’ specific
mobile phone hardware, where different microphones with
different automatic gain control functionality (which
dynamically adjusts the volume and is not controllable by
programmers) could produce different measurements in the
same environment. To produce perfectly consistent features,
onewould be required to use adevice such asacalibrated sound
level meter, which measures volume as an absolute measure
with no gain control.

Finally, it must be noted that the feasibility of completely
passive mobile sensing with a high frequency of data sampling
is becoming increasingly difficult on Android devices. Battery
optimization features limit the rate at which apps can turn on

Di Matteo et a

in the background and sample their environment [63] because
any app activity that wakes up a device not actively being used
will drain device battery. Although Google does offer
mechanisms for limiting battery optimizations to improve the
frequency at which passive sensing can occur, many Android
device vendors add third-party battery optimization software
that can be difficult to disable systematically. This
vendor-specific constraint on appsisasignificant i ssue because
of the fragmented nature of the Android ecosystem.

Conclusions

This work contributes toward the development of automated
and objective severity measurements of anxiety, depression,
and functional impairment associated with poor mental health.
Focusing solely on environmental audio, which was passively
sensed from subjects’ smartphones, this work presents 2 new
correlates of depressive symptoms and general impairment,
which we refer to as the daily similarity and sleep disturbance
features. Furthermore, this work supports previous findings by
reproducing ameasured associ ation between time spent proximal
to speech and severity of depression.
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Abstract

Background: To assess whether commercial-grade activity monitors are appropriate for measuring step counts in older adults,
it is essential to evaluate their measurement propertiesin this population.

Objective:  This study aimed to evaluate test-retest reliability and criterion validity of step counting in older adults with
self-reported intact and limited mobility from 6 commercial-grade activity monitors: Fitbit Charge, Fitbit One, Garmin vivofit
2, Jawbone UP2, Misfit Shine, and New-Lifestyles NL-1000.

Methods: For test-retest reliability, participants completed two 100-step overground walks at a usual pace while wearing all
monitors. We tested the effects of the activity monitor and mobility status on the absolute difference in step count error (%) and
computed the standard error of measurement (SEM) between repeat trials. To assess criterion validity, participants completed
two 400-meter overground walks at a usual pace while wearing all monitors. The first walk was continuous; the second walk
incorporated interruptions to mimic the conditions of daily walking. Criterion step counts were from the researcher tally count.
We estimated the effects of the activity monitor, mobility status, and walk interruptions on step count error (%). We al so generated
Bland-Altman plots and conducted equivalence tests.

Results: A total of 36 individuals participated (n=20 intact mobility and n=16 limited mobility; 19/36, 53% female) with amean

age of 71.4 (SD 4.7) yearsand BMI of 29.4 (SD 5.9) kg/m?. Considering test-retest reliability, there was an effect of the activity
monitor (P<.001). The Fitbit One (1.0%, 95% CI 0.6% to 1.3%), the New-Lifestyles NL-1000 (2.6%, 95% Cl 1.3% to 3.9%),
and the Garmin vivofit 2 (6.0%, 95 Cl 3.2% to 8.8%) had the smallest mean absolute differences in step count errors. The SEM
values ranged from 1.0% (Fitbit One) to 23.5% (Jawbone UP2). Regarding criterion validity, all monitors undercounted the steps.
Step count error was affected by the activity monitor (P<.001) and walk interruptions (P=.02). Three monitors had small mean
step count errors: Misfit Shine (—1.3%, 95% Cl —19.5% to 16.8%), Fitbit One (—2.1%, 95% CI —6.1%t0 2.0%), and New-L ifestyles
NL-1000 (—4.3%, 95 Cl —18.9% to 10.3%). Mean step count error was larger during interrupted walking than continuous walking
(-5.5% vs -3.6%; P=.02). Bland-Altman plots illustrated nonsystematic bias and small limits of agreement for Fitbit One and
Jawbone UP2. Mean step count error lay within an equivalence bound of £5% for Fitbit One (P<.001) and Misfit Shine (P=.001).

Conclusions. Test-retest reliability and criterion validity of step counting varied across 6 consumer-grade activity monitors
worn by older adults with self-reported intact and limited mobility. Walk interruptions increased the step count error for all
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monitors, whereas mobility status did not affect the step count error. The hip-worn Fitbit One was the only monitor with high

test-retest reliability and criterion validity.

(IMIR Form Res 2020;4(8):€16537) doi:10.2196/16537

KEYWORDS

aged; gait; mobility limitation; exercise; movement; wearable electronic devices, mobile phone; reproducibility of results; bias;

dimensional measurement accuracy

Introduction

Background and Rationale

In Canada, almost 90% of older adults (aged =65 years) do not
meet the national physical activity recommendation of =150
min per week of moderate-to-vigorous aerobic physical activity
[1]. Worldwide, physical inactivity is linked to an increased
risk of type 2 diabetes, cardiovascular disease, colon cancer,
osteoporosis, and postmenopausal breast cancer [2-7]. In
addition, physically inactive older adults are at risk for fals,
dependencein activities of daily living, and mobility limitation
[8]. Mohility limitation affects approximately 30% of older
adultsin Canada and the United States and is linked to adverse
health outcomes, including mobility disability and nursing home
admission [9-11]. Older adultswith amobility limitation could
especialy benefit from physical activity interventions and
corresponding physical activity monitoring [9-11].

Monitoring physical activity in older adult populations in both
research and clinical settings is useful for several reasons: to
detect longitudinal changes in physical activity levels [12], to
determine the effects of interventions [13-19], to assess
adherence to physical activity programs [14,18], to quantify
daily physical activity patterns [20,21], and to motivate older
adults to meet physical activity goas [22]. Consumer-grade
activity monitors are a relatively affordable type of wearable
technology that count steps in addition to quantifying other
metrics of physical activity behavior. Older adults accept activity
monitors, find them helpful for motivation, and often prefer
them over simple pedometers [23].

To use a commercial-grade activity monitor to count the steps
of older adults in research and clinical settings, the measured
step counts must bereliableand valid [24]. If step counts exhibit
poor test-retest reliability (eg, measurement errors vary from
day to day), this limits the ability to detect changes in an
individual’s physical activity over time [25]. If step counts
exhibit poor criterion validity (eg, systematic under or over
counting of steps), thismay lead to incorrect conclusions about
the effectiveness of physical activity interventionsor the effects
of physical activity on health outcomes [24].

Prior Work

Substantial  evidence indicates that step counts from
consumer-grade activity monitors exhibit high interdevice
reliability and criterion validity in healthy adults[26]. However,
age-related changesin gait may affect the precision and accuracy
of step counting [27]. To this end, emerging evidence from
studies of older adults shows that the criterion validity of step
counts from consumer-grade activity monitors is high during
short-distance walks conducted in controlled |aboratory settings

http://formative.jmir.org/2020/8/e16537/

a waking speeds >0.8 m per second [28]. However,
consumer-grade activity monitors tend to overcount the steps
of older adults during longer distance walking in free-living
conditions [28-31] and undercount the steps when older adults
walk with an assistive device, such as awalker [8,28,32,33].

Important gaps in evidence remain to be addressed. First, the
test-retest reliability of step countsfrom consumer-grade activity
monitors has not been evaluated in older adults [28]. Second,
the influence of self-reported mobility limitation on the
reliability and validity of activity monitor step counts in older
adults has not been investigated. Finally, although aspects of
thewalking environment, including interruptionsto continuous
walking, have been suggested to influence the reliability and
validity of step counting in adults [34-37], the effects of
interruptions on walking have not been studied in older adults.

Study Aims

This study was motivated by our need to select a
consumer-grade activity monitor for a randomized trial of a
physical activity intervention for older adults, and the necessary
data on the reliability and validity of step counts were not
available. Thus, the purpose of this study was to evaluate the
reliability and validity of step counts from consumer-grade
activity monitors when worn by community-dwelling older
adults during overground walking. The first aim was to
determine how the test-retest reliability of step counting varied
across 6 consumer-grade activity monitors and was affected by
the presence of self-reported mobility limitations. The second
aim wasto determine how thecriterion validity of step counting
varied across 6 consumer-grade activity monitors and was
affected by the presence of self-reported mobility limitations
and walk interruptions.

Methods

Recruitment

Older adultswere recruited through avariety of methods: study
flyers posted around the community (eg, libraries, community
and seniors centers, and coffee shops); presentations by
researchers and fitness instructors to groups of older adults (eg,
at exercise classes); advertisements in local newspapers and
recreation program guides; and email messages to previous
research participants, fitness class attendees, and university
alumni.

Individuals were eligible for inclusion, determined through
telephone screening, if they were aged 65 years or older,
community dwelling, and ableto speak, read, and write English.
We purposely recruited individuals with and without
self-reported limited mobility. Individuals were classified as
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having limited mohility if they self-reported difficulty walking
one-quarter mile (2to 3 blocks) outside onlevel ground or going
up aflight of stairs (about 10 steps) without resting [10,38,39];
otherwise, they were classified as having intact mobility.
Individuals were excluded if they reported an inability to walk
400 meters independently or scored below 26 (indicative of
cognitive impairment) on the Montreal Cognitive Assessment
[40,41]. If the Physical Activity Readiness Questionnaire for
Everyone[42] indicated any medical contraindication to physical
activity, the individual had to receive physician approval to
participate in the study.

The study was approved by Simon Fraser University’s Research
Ethics Board and the University of British Columbia's Clinical
Research Ethics Board. All participants provided verbal consent
to telephone screening and written informed consent to
participate in the study.

Descriptive M easures

Participant demographicsincluding age, sex, racia background,
level of education, and smoking history were obtained through
a self-report questionnaire. Participants also self-rated their
health compared with others of asimilar age on a 5-point scale
(excellent, good, fair, poor, or very poor). Height was measured
with a portable stadiometer (seca GmbH & Co. model 217
1821009), and weight was measured with a digital scale (seca

GmbH & Co. model 874 1321009). The BMI (kg/m?) was then
calculated. Lower extremity physical function was assessed

Table 1. Description of activity monitors.

Maganja et al

using the Short Physical Performance Battery (SPPB) [10,11],
which involved tests of standing balance, 6-meter gait speed,
and chair stands to assess leg strength. The SPPB was scored
out of 12, with a higher score indicating better function.
Additional descriptive information was collected through
self-report  questionnaires, including physical activity,
comorbidities (Functional Comorbidity Index) [43], and
computer and cellphone use.

Outcome M easures

Activity Monitors

Six activity monitors were evaluated (Table 1). Three monitors
were worn on the hip: Fitbit One, Misfit Shine, and
New-Lifestyles NL-1000 Pedometer. The other 3 monitors, the
Fitbit Charge, Garmin vivofit 2, and the Jawbone UP2, were
worn on the wrist. The settings for each monitor were
customized to the participant’s height, weight, and age and were
simultaneously placed on the nondominant side of their body
according to the manufacturer’s instructions. Wrist-worn
monitors were randomized to their location on the arm (closest
to the wrist, middle, or farthest from the wrist). Two of the
hip-worn monitorswere randomly assigned to 1 of 2 sites, either
closer to the belly button or to the hip. The position of the
New-Lifestyles NL-1000 hip-worn monitor was not randomized
and was always placed halfway between the belly button and
the hip, according to the manufacturer’s recommendation. The
randomization procedure was performed before testing.

Monitors Manufacturers Body place- Digital diss  Step counting instruments
ment play
Fitbit Charge Fitbit, San Francisco, California, United States Wrist Yes Three-axis accelerometer
Fitbit One Fitbit, San Francisco, California, United States Hip Yes Three-axis accelerometer
Garmin vivofit 2 Garmin, Olathe, Kansas, United States Wrist Yes Three-axis accelerometer
Jawbone UP2 JAWBONE, San Francisco, California, United States Wrist No Three-axis accelerometer
Misfit Shine Misfit, Burlingame, California, United States Hip No Three-axis accelerometer
and magnetometer

New-Lifestyles NL-1000 New-Lifestyles, Lee's Summit, Missouri, United States ~ Hip Yes Piezoelectric pedometer

Walking Trials

Participants completed 4 walking trialsin along hallway (Figure
1). Testing was conducted on weekends to avoid weekday foot
traffic, and signs were displayed to minimize disruptions. For
each walk, one researcher instructed the participant to start and
stop walking, whereas another researcher timed the walk with
astopwatch and recorded the time to completethewalk. During
the walks, the 2 researchers waked dlightly behind the
participants and counted their steps using tally counters. Tally
counts were used as the criterion measure, which is common
in activity monitor assessment [24,37,44]. When discrepancies
occurred between steps counted by the 2 researchers, the median
value was used and rounded up to the nearest whole number
unless one researcher believed they miscounted the steps, in
which case the other researcher’s number was used. In total, 6
activity monitor step counts were recorded immediately before
and after each walk.

http://formative.jmir.org/2020/8/e16537/

For all trias, participants were instructed to walk at their
preferred walking speed, defined as a comfortable speed that
they could maintain for the duration of the walk. To prevent
fatigue, participants were provided with adequate rest time
between the walks (5 to 15 min). The 4 walking trials were
typically completed within 1 hour, within which approximately
15 min of walking was completed (approximately 1 min for
each 100-step wak and approximately 5 to 7 min for each
400-meter walk).

The first 2 reliability walks (RW1 and RW2) required the
participant to walk 100 steps (Figure 1). A researcher notified
the participants when they had 5 steps|eft to walk and provided
averbal countdown to the end of the walk. If a participant did
not walk exactly 100 steps on their first walk, the participant
wasinstructed to walk the same number of stepsfor their second
walk.
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For the 400-meter continuous walk (CW), a 100-meter course
was defined using pylons (Figure 1). Participants completed 4
laps of the course without stopping, beginning, and ending at
the same point on the course.

Research suggests that the walking environment and
interruptions can affect the validity and reliability of step counts
from activity monitors[34-36], so a400-meter interrupted walk
(IW) was included to mimic the conditions of daily walking

Maganja et al

more closely than the CW (Figure 1). Participants walked the
same 400 meters as in the CW, but 7 interruptions were
incorporated into each lap using additional pylons and signs.
Theseinterruptionsincluded an S-curve, 2 consecutive 5-second
stops, object avoidance (stepping over a tree branch), a sharp
turn to change the direction, one 5-second stop, 2 successive
90-degree angle turns, and an additional sharp turn. In
completing 4 laps, participants encountered each interruption
4 timesfor 36 interruptionsin total.

Figurel. Walking trialscompleted in alevel hallway. For criterion validity testing, participants walked 4 1aps of the continuous and interrupted courses

to reach 400 meters.

Test-retest Criterion
reliability validity
Y
L
g s | .
W N \
A
2x 100-step Continuous Interrupted
walk walk walk
(400 m) (400 m)

M easurements

Walking trial step counts for each activity monitor were
caculated by subtracting the step count recorded at the
beginning of the walk from the step count recorded at the end
of thewalk (eg, end of CW step count — beginning of CW step
count = CW step count). To account for participants walking a
different number of stepsper tria, al step countswere converted
to step count percent errors, which were calculated as follows:

@

Step count percent errors closer to zero are more desirable.
Positive step count percent errors indicated that the activity
monitor was overcounting steps relative to the tally count
(criterion), whereas negative step count percent errorsindicated
undercounting relative to the tally count.

Statistical Analysis

Sample Size

We calculated that a total sample size of 34 participants (17
within each group of intact mobility and limited mobility) would
provide 80% statistical power to detect an effect size of 5% step
count error within each group with significance level alpha of

http://formative.jmir.org/2020/8/e16537/

RenderX

.05, assuming that the SD in step count error was similar to
what was observed in our pilot data (SD 3.3, n=5 young adults).
We aimed to recruit 20 parti cipants within each group to account
for potential missing data.

Descriptive Analysis

Descriptive data for participant characteristics are presented as
means and SDs for normally distributed continuous variables
and medians and IQRs for skewed continuous variables.
Judgments of normality were based on the visual inspection of
frequency distributions. Categorical variables are reported as
frequencies and percentages. To assess differencesin descriptive
characteristics between the groups with intact and limited
mobility, 3 types of statistical tests were used depending on
how the data were distributed: independent sample t tests for
normally distributed continuous variables, Wilcoxon rank-sum
test for skewed continuous variables, and chi-square tests for
categorical variables. These tests were performed using IMP
software (SAS Institute; version 13.1; 2016). Descriptive data
for step count errors are presented as means and 95% ClI.
Statistical modeling was conducted using RStudio version
1.0.136. The family-wise significance level for statistical tests
was set at an alpha of .05.
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Test-Retest Reliability
Asameasure of trial-to-trial consistency, the absolute difference

between step count percent errors from RW1 and RW2 was
calculated asfollows:
E

A two-way analysis of variance (ANOVA) was used to assess
the effects of the activity monitor and mobility status on the
mean absolute difference in step count percent error between
RW1 and RW2. A post hoc analysis of pairwise differenceswas
conducted using the Tukey honest significant difference (HSD)
test, where appropriate, which held the experiment-wise error
rate constant at an alpha level of .05. To assess the normality
of the step count percent error distributions, we visualy
inspected the quantiles of the distribution, histograms, and
density plots and ran a Shapiro-Wilk normality test. Owing to
suggestions of nonnormality, we also ran anonparametric test,
Kruskal-Wallis, which produced the same results and led to the
same conclusions as the ANOVA. For ease of interpretation,
we reported only the results of the ANOVA.

In addition, the standard error of measurement (SEM) was
calculated as a descriptive measure of test-retest reliability.
SEM was calculated as the SD of the differences between the
step count percent errors of RW1 and RW2, divided by the
squareroot of the number of walks, in accordance with Hopkins

[25].
El
Criterion Validity

A three-way ANOVA was used to determine whether the activity
monitor, interruptionsto walking, and mobility status had effects
on the mean step count percent error. A post hoc analysis of
pairwise comparisons was conducted using the Tukey HSD test,
where appropriate.
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Bland-Altman plots [45,46] were produced to assess for
systematic bias and limits of agreement in step counts for each
activity monitor and for the CW and IW. The mean step count
from the 2 measures was plotted on the x-axis (eg, [activity
monitor step count]+[tally counter step count]/2), and the error
between the 2 measures was plotted on the y-axis (eg, [activity
monitor step count]—[tally counter step count]). Referencelines
indicate the mean step count error, trend, and 95% limits of
agreement (mean +1.96 SD and -1.96 SD).

In accordance with previous studies [33], equivalence testing
was conducted to evaluate whether mean step count percent
errors were equivalent to a zero step count percent error for
each activity monitor and for both 400-meter walks. We defined
the equivalence bound as -5.0% to +5.0% step count error,
which we deemed to be clinically relevant. Two one-sided t
tests were conducted to evaluate both sides of the equivalence
interval. If there was sufficient evidence to reject both the null
hypothesis of the upper threshold (mean error <5%) and the
null hypothesis of the lower threshold (mean =-5%), then the
mean step count error was interpreted as practically equival ent
to azero step count error.

Results

Participants

A total of 36 individuals participated in the study, including 20
with self-reported intact mobility (7 females) and 16 with
self-reported limited mobility (12 females; Table 2). The mean
age of the participants was 71.4 years (SD 4.7), and the mean

BMI was 29.4 kg/m? (SD 5.9). For most characteristics, there
were no significant differences between the groups with intact
and limited mobility. However, the group with limited mobility
had significantly slower gait speed than the group with intact
mobility for the 6-meter (P<.001) and continuous 400-meter
(P<.001) walks. In addition, the group with limited mobility
had a greater number of comorbidities (P=.02).
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Table 2. Participant characteristics.
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Characteristics Groups P value?

Overal Intact mobility Limited mobility

(n=36) (n=20) (n=16)
Female, n (%) 19 (53) 7(35) 12 (75) .02
Age (years), mean (SD) 714 (4.7) 731(3.7) 716 (5.8) 40
Weight (kg), mean (SD) 82.0 (16.8) 78.1(17.4) 87.0 (15.1) A1
BMI (kg/m?), mean (SD) 29.4(5.9) 27.7 (4.4) 315(7.0) .07
White, n (%) 25 (69) 13 (65) 12 (75) 46
University education, n (%) 16 (44) 9 (45) 7 (44) >.99
Montreal Cognitive Assessment (of 30), median (IQR) 27 (26-28) 27 (26-27) 28 (27-29) 03P
Smoked previously, n (%) 17 (47) 8 (40) 9 (56) 33
Good or excellent self-rated health, n (%) 29 (81) 18 (90) 11 (69) .20
Short Physical Performance Battery (of 12), median (IQR)  11.0 (10.0-11.0) 11.0 (10.0-12.0) 10.0 (9.8-11.0) 6P
6-meter gait speed (m/s), mean (SD) 1.2(0.2) 1.3(0.2) 1.1(0.2) <.001
400-meter gait speed (m/s), mean (SD) 1.3(0.2) 14(0.1) 1.2(0.2) <.001
400-meter continuous walk step count, mean (SD) 600 (70) 562 (29) 648 (76) <.001
400-meter interrupted walk step count, mean (SD) 656 (73) 617 (41) 703 (77) <.001
Self-reported moderate-to-vigorous physical a(:tivityd 343 (368) 343 (272) 343 (471) 10
(min/week), mean (SD)
Self-reported walking (min/week), mean (SD) 208 (197) 240 (208) 167 (182) .27
Number of comorbidities, median (IQR) 2.0(0.0-3.0) 0.0 (0.0-2.0) 2.5(1.0-4.0) .02°
>1 comorbidity, n (%) 19 (53) 8 (40) 11 (69) .04
=2 comorbidities, n (%) 12 (33) 4(20) 8(50) .09°
Arthritis, n (%) 13(36) 4 (20) 9 (56) .04
Obesity, n (%) 10 (28) 3(15) 7(44) .07
Visual impairments®, n (%) 10 (28) 7(35) 3(19) 46
Degenerative disc disease’, n (%) 6 (17) 2(10) 4(25) 37
Depression, n (%) 4(11) 1(5) 3(19) .30
Diabetes (type 1 or 2), n (%) 4(11) 1(5) 3(19) 30
Osteoporosis, n (%) 3(8) 0(0) 3(19) .08
Access to a computer with internet, n (%) 31 (86) 17 (85) 14 (88) >.99
Access to cellphone or smartphone, n (%) 33(92) 18 (90) 14 (88) .57

3P values comparing intact mobility versus limited mobility, from a chi-square Fisher exact test for categorical variables and from an independent

samplet test for continuous variables.

BFrom a Wilcoxon rank-sum test.

®From a chi-square Pearson test.

dModerate-to-vi gorous physical activity includes self-reported walking.
For example, cataracts, glaucoma, and macular degeneration.

fror example, back disease, spinal stenosis, or severe chronic back pain.

Test-Retest Reliability
We found a significant main effect of the activity monitor on

the absolute difference between the step count percent errors
of RW1 and RW2 (P<.001), but we found no main effect of

http://formative.jmir.org/2020/8/e16537/

RenderX

mobility status (P=.31) and no interaction between the activity
monitor and mobility status (P=.29). We found the smallest
mean absolute differences in step count percent errors for the
Fitbit One (1.0%, 95% CI 0.6% to 1.3%), New-Lifestyles
NL-1000 (2.6%, 95% CI 1.3% to 3.9%), and Garmin vivofit 2
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(6.0%, 95% ClI: 3.2% to 8.8%; Figure 2). Post hoc testsrevealed
that the Fitbit Charge (P=.02), Jawbone UP2 (P<.001), and
Misfit Shine (P<.001) exhibited significantly higher mean
absolute differencesthan the Fitbit One. In addition, the Jawbone
UP2 (P<.001) and Misfit Shine (P<.001) had greater mean

Maganja et al

absolute differencesthan the New-LifestylesNL-1000. Finally,
the Jawbone UP2 (P=.002) and Misfit Shine (P=.004) had
greater mean absolute differences than the Garmin vivofit 2.
The SEM values ranged from 1.0% (Fitbit One) to 23.5%
(Jawbone UP2; Figure 2).

Figure 2. Box plotsillustrating median absolute difference in step count percent errors between the 100-step test-retest reliability walk 1 (RW1) and
walk 2 (RW2) for the 6 activity monitors (n=36 for all monitors except Misfit Shine, n=28). Central rectangle spansthe |QR, and the whiskers represent
the inner fence (upper: Q3+1.5xIQR and lower: Q1-1.5xIQR). Fithit Charge different than Fitbit One (P=.02); Misfit Shine different from Fitbit One
(P<.001), New-LifestylesNL-1000 (P<.001), and Garmin vivofit 2 (P=.004); Jawbone UP2 different from Fitbit One (P<.001), New-LifestylesNL-1000
(P<.001), and Garmin vivofit 2 (P=.002). SEM: standard error of measurement.
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Criterion Validity

The mean (SD) step count from the criterion tally counter on
the 400-meter CW was 600 (SD 79) steps and on the 400-meter
IW was 656 (SD 73) steps (Table 2). All monitors undercounted
steps relative to the criterion (tally) counts (Figure 3), with the
Misfit Shine exhibiting the lowest mean step count percent error
(-1.3%). We found significant main effects of the activity
monitor (P<.001) and walk interruptions (P=.02) on step count
percent error, but no main effect of mobility status (P=.65). We
observed no interactions between any of the factors. Regarding
the main effect of the activity monitor, post hoc tests revealed
that the Fithit Charge (P<.001) and Garmin vivafit 2 (P=.02)
exhibited significantly higher mean step count percent errors
than the Misfit Shine. In addition, the Fitbit Charge exhibited
a greater mean step count percent error than the Fithit One
(P<.001) and the New-Lifestyles NL-1000 (P=.03). Regarding
the main effect of interruptions, the IW resulted in a greater
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mean step count percent error than the CW (mean difference
1.9%; P=.02).

Bland-Altman plots revealed nonsystematic bias across the
range of observed step counts for the Fitbit One and Jawbone
UP2 (Figure 4). Systematic bias and wide limits of agreement
were observed for Misfit Shine, New-Lifestyles NL-1000,
Garmin vivafit 2, and Fitbit Charge. In addition, Bland-Altman
plotsindicated systematic bias acrossthe range of observed step
counts and wide limits of agreement for both the CW and IW.

Equivalence tests indicated that the mean step count percent
errors of 2 monitors lay within the -5% and +5% equivalence
bound, the Fitbit One (P<.001) and Misfit Shine (P=.001); thus,
step counts from these monitors were deemed equivalent to a
zero step count percent error (Figure 5). The CW mean step
count percent error was statistically equivalent to zero (P=.002),
whereas the IW mean step count percent error lay outside the
equivalence bounds (P=.28).
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Figure 3. Box plotsillustrating median step count percent errors for the 6 activity monitors (n=72 for all monitors except the Misfit Shine, n=67) and
for the 2 different 400-meter walks (n=213 for continuous and n=214 interrupted) from 36 older adults. Central rectangle spansthe IQR, and the whiskers
represent theinner fence (upper: Q3+1.5xIQR and lower: Q1-1.5xIQR). Horizontal dotted lines represent zero step count percent error. Garmin vivofit
2 different from Misfit Shine (P=.02); Fitbit Charge different from Misfit Shine (P<.001), Fitbit One (P<.001), and New-Lifestyles NL-1000 (P=.03);
interrupted different from continuous (P=.02).
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Figure 4. Bland-Altman plots for each activity monitor (n=72 for all monitors except the Misfit Shine, n=67) and for walk interruptions (n=213 for
continuous and n=214 for interrupted) compared with the criterion tally counts from 36 older adults. The solid lines represent the mean step count error
(horizontal) and line of best fit (trend line). Dotted lines represent the limits of agreement (mean+1.96 SD).
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Figure 5. Equivalence testing plots for activity monitor (n=72 for all monitors except the Misfit Shine, n=67) and walk interruptions (n=213 for
continuous and n=214 for interrupted). Mean step count errors (%) with 95% CI. Areabetween dotted vertical lines represents equival ence bounds (+/-

5.0%).
Misfit Shine i i !
Fitbit One i % :
i~ i :
< : !
‘= New-Lifestyles ' !
= NL-1000 ! !
2 ! 5
E Jawbone UP2 - i
> ! !
< | ! | !
Garmin vivofit 2 ‘ ; | !
Fitbit Charge | I . } ! E
-10 5 0 5
. ! i
: 1 1
= Continuous :}—{ :
- 1 1
= | .
= 1 1
£ . .
= | |
FE’ Interrupted H !
-10 5 0 5
Mean step count error with 95% CI
: : only 2 monitors had small mean absolute percent differences
Discussion y P

Principal Findings

Our study aimed to determine (1) how test-retest reliability of
step counting by 6 consumer-grade activity monitors was
affected by the presence of self-reported mobility limitations
in community-dwelling ol der adults during overground walking
and (2) how the criterion validity of step counting by these 6
activity monitors was affected by the presence of self-reported
mobility  limitations and walk interruptions in
community-dwelling older adults during overground walking.
We found that test-retest reliability varied across activity
monitors (highest for the Fitbit One and lowest for the Jawbone
UP2) but was unaffected by the self-reported mobility status.
The monitors featured varying degrees of criterion validity,
with the Fitbit One exhibiting the highest and the Fitbit Charge,
the lowest. Criterion validities were negatively impacted by
walk interruptions but were unaffected by self-reported mobility
status. The hip-worn Fitbit One was the only monitor that
exhibited both high test-retest reliability and criterion validity.

Comparison With Prior Work

To the best of our knowledge, our study isthefirst to report on
the test-retest reliability of consumer-grade activity monitors
in acommunity-dwelling older adult population [28]. Wefound
that test-retest reliability of step counting, measured by mean
absolute percent differencein step count error between repeated
100-step walks, varied across activity monitors. Specifically,
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in the step count error of less than 5.0%: the Fitbit One and the
New-Lifestyles NL-1000. Three monitors (Fitbit Charge,
Jawbone UP2, and Misfit Shine) were significantly lessreliable
than either or both the Fitbit One and New-L ifestyles NL-1000.
Finally, the SEM of the Fithit Onewas small, within -2.5% and
+2.5%, which translatesinto abetween-trial difference of —4.9%
and +4.9% step count error in 95 of 100 instances (95% likely
range of —4.9% to 4.9%). All other monitors had SEM values
indicative of poor reproducibility. Therefore, we conclude that
only the Fitbit One had sufficiently high test-retest reliability.

Wefound that the criterion validity of step counting was affected
by both the activity monitor and walk interruptions during
400-meter walks, with no interaction observed between these
2 factors. Fitbit One was the only monitor with high criterion
validity. This interpretation is based on the Fitbit One's small
mean step count percent error (lessthan —5.0% or +5.0%), lack
of systematic bias, and small limits of agreement, and it was
deemed equivalent to a zero step count percent error
(equivalence bound of —5.0% to +5.0%). Three of the other
monitors (Misfit Shine, New-LifestylesNL-1000, and Jawbone
UP2) exhibited moderate correspondence to the criterion,
whereas both the Garmin vivofit 2 and Fitbit Charge had poor
correspondence with the criterion. Our results for criterion
validity are consistent with previous research by Floegel et a
[33] who found that the Fitbit One had the lowest mean step
count percent error and outperformed other monitors
(StepWatch, Omron HJ-112, Fitbit Flex, and Jawbone UP) when

JMIR Form Res 2020 | vol. 4 | iss. 8 |€16537 | p.75
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

compared with direct observation during a 100-meter walk
involving both older adults with and without mobility
impairments.

For all activity monitors that we tested, walking with
interruptions resulted in greater mean step count percent errors
than walking continuously. In addition, the mean step count
percent error for interrupted walking was not equivalent to zero
(equivalence bound of -5.0% to +5.0%), whereas it was
equivalent to zero for continuous walking. We observed a
systematic biasin step count errorsfor both walking conditions;
specifically, step count errors increased in proportion to the
number of steps taken, and the limits of agreement were wide.
Previous studies have not tested interrupted walking in older
adults in controlled settings, as we did. However, in previous
studies that investigated activity monitors during free-living
walking conditions in older adults [29-31,47,48], 5 of 8
consumer-grade hip- and wrist-worn activity monitors were
found to overcount steps relative to criterion measures
[29-31,47,48]. These results are inconsistent with our finding
that consumer-grade activity monitors undercounted stepsduring
continuous and interrupted walking. A possible reason for this
discrepancy is that during free-living conditions, movements
other than stepping (eg, movements during eating or
conversation) may reach accelerations that exceed the monitor
algorithm thresholds, causing steps to be erroneously recorded
[49]. In support of thisnotion, Tudor-Locke et a [50] compared
the hip- and wrist-worn ActiGraph accelerometers during
controlled treadmill walking and in free-living conditions.
During treadmill testing, they found that the wrist-worn monitor
detected fewer stepsthan the hip-worn monitor; however, during
free-living conditions the wrist-worn monitor counted more
steps than the hip-worn monitor.

Regarding self-reported mobility, we found that test-retest
reliability and criterion validity of step counting were unaffected
by the presence of a self-reported mohility limitation, suggesting
that older adults with a self-reported mobility limitation can
expect similar performance from the activity monitorstestedin
this study as older adults with self-reported intact mobility.
Consistent with our results, Floegel et al [33] reported that mean
step count errorsfor most monitorsthey tested were similar and
small for older adults with or without walking impairment who
did not walk with a cane or walker (StepWatch -4.42% vs
-3.45%, Fitbit One —2.59% vs —1.71%, Omron -4.48% vs
-3.15%, Fithit Flex —26.94% vs -16.31%, and Jawbone UP
—2.86% vs —8.43%). In contrast to our results, Lauritzen et al
[8] reported that mobility limitations decreased activity monitor
validity when comparing a small group of walker-dependent
older adultsin nursing homesto healthy older adults[8]. In that
study, lower gait assessment scoreswere significantly correlated
with larger absolute percent errors, whereas longer walk times
and larger step counts were significantly correlated with larger
absolute percent errors. Our study population differed because
participants did not use walking aids.

Previous literature indicates that slow gait speed significantly
affectsthe criterion validity of activity monitors[32]. Simpson
et al [32] reported that the Fitbit One, when worn on the hip,
recorded zero steps when participants walked at speeds between
0.3 m/s and 0.5 m/s, and it had a mean percent error smaller
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than 10% only when walking speed was 0.8 m/s and 0.9 m/s
[32]. Our participants walked, on average, at 1.2 m/s (intact
mobility 1.3 m/s and limited mobility 1.1 m/s); thus, speed
should not have negatively impacted activity monitor
performance in our study. If participants with a self-reported
mobility limitation had very slow gait speed or more severe
asymmetriesin their gait, we may have detected differencesin
test-retest reliability and criterion validity of step counts from
the monitors based on the self-reported mobility status. Future
studies of older adults with slower gait speeds (eg, 0.4 m/s to
0.8 m/s) are still needed to understand the performance of
consumer-grade activity monitorsin the growing population of
older adults living with frailty and more severe mobility
limitation than this study population.

Limitationsand Strengths

Thisstudy had certain limitations. First, the results have limited
generalizability with respect to the activity monitors. Wetested
asingle monitor of each activity monitor model with arelatively
small sample size. Thus, the results obtained from this study
may not be applicable to al versions of the activity monitor
model tested or other monitors produced by the same brand. A
poorly calibrated monitor (in relation to the average monitor)
would have led us to underestimate monitor validity, whereas
a better-than-average calibrated monitor would have led us to
overestimate monitor validity. Ideally, multiple versions of each
monitor would have been tested, and the difference between
the monitors was assessed. We had to limit the number and
distance of waks performed with our older adult study
population to manage participant burden and prevent fatigue,
so it was not feasible to conduct additional testing. However,
we believe that interdevice variation would likely have been
minimal based on a systematic review of consumer-grade
activity monitors that reported high interdevice reliability for
step countsfrom 4 studiestesting 3 Fithit models (Classic, One,
and Ultra; intraclass correlation coefficients ranged from 0.76
to 1.00) [26]. Second, as the reliability of consumer-grade
activity monitors had not been previously evaluated in older
adults, we chose to begin by assessing test-retest reliability on
short, 100-step CWs. Future studies are needed to examine the
effects of walking interruptions and longer distances on
test-retest reliability. Our results suggest that reliability under
these conditions would likely be better for a hip-worn Fitbit
monitor, such as the Fithit One, than for other monitors. Third,
we did not consider the contributions of sex, walking speed,
participant height, or stride length on test-retest reliability or
criterion validity. In addition, we did not investigate how
common daily tasks, other than walking, might affect activity
monitor step counts. It will be important for future studies to
evaluate the rdiability and validity of step counting by
consumer-grade activity monitors during awider range of daily
movements than wastested in this study. Further, future studies
should seek to determine sources of error during activities of
daily living, which often result in overcounting during
free-living assessment of consumer-grade activity monitors.

This study also has severa strengths. First, all walking tests
were performed during overground walking, which represented
natural walking conditions more closely than treadmill walking.
Treadmill walking has been used frequently in previous studies
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to evaluate the measurement properties of activity monitors
because it enables monitors to be tested at controlled walking
speeds. However, older adultswho are unfamiliar with treadmill
walking exhibit increased heart rate and oxygen consumption
whilewalking on atreadmill compared with overground walking
[51]. Moreover, treadmills impose greater symmetry in gait
than may be observed naturally, which could, in turn, influence
the measurement of reliability and validity. Second, this study
tested 6 different activity monitors, and, to our knowledge, 4
of the 6 (Fitbit Charge, Garmin vivofit 2, Jawbone UP2, and
New-Lifestyles NL-1000) have not been previously tested in
older adults. Unfortunately, because of fast product cycles for
consumer-grade monitors, only the Misfit Shine and the
New-Lifestyles NL-1000 are currently available for purchase;
Fitbit advanced from the One to Inspire and from the Charge
to Charge 4, Garmin replaced the vivofit 2 with vivofit 4, and
Jawbone went out of business. Nevertheless, the strength of this
study isthat it presents systematic methodsthat other researchers
can adopt or modify to evaluate the performance of current
versions of consumer-grade activity monitors before their use
intrials, observational studies, or surveillance systems. Finally,
we studied older adults with self-reported mobility limitations,
which is important because they are a relevant population for
physical activity interventions and surveillance and comprise
asizable proportion of the older adult population.

Maganja et al

Conclusions

Theresults of this study contribute to the growing literature on
consumer-grade activity monitorsin the older adult population.
This study provides information about the test-retest reliability
and criterion validity of step counting by several consumer-grade
activity monitorsin older adults with either self-reported intact
or limited mobility. The results of this study may assist in the
selection of an activity monitor for future studies designed to
detect changes in physical activity levels, assess adherence to
physical activity programs, quantify daily physical activity
patterns (in conjunction with self-report questionnaires), or
motivate physical activity behavior via goa setting in older
adult study populations.

We found variations in step count test-retest reliability and
criterion validity across 6 consumer-grade activity monitors
when worn by asample of older adults with self-reported intact
and limited mobility. Walk interruptions increased the step
count error for all monitors but did not affect any monitor to a
greater extent than the others. The presence of self-reported
mobility limitations did not affect the step count error. Only
one monitor exhibited both high test-retest reliability and
criterion validity, the hip-worn Fitbit One, and it is
recommended for usein groups of older adultswith self-reported
intact and limited mobility.
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Abstract

Background: Secondhand smoke (SHS) exposure in children and adolescents has adverse health effects. For adolescents of
lower socioeconomic status (SES), exposure iswidespread, evidenced in the measurement of urinary cotinine, amajor metabolite
of nicotine. Direct intervention with exposed children has been proposed as a hovel method, yet there is minimal evidence of its
efficacy. Combining this approach with a mobile health (mHealth) intervention may be more time and cost-effective and feasible
for adolescent populations.

Objective: Inthispilot study, we assessed the feasibility and preliminary evidence of efficacy of a 30-day text message—based
mHealth intervention targeted at reducing SHS exposure in adolescent populations of low SES.

Methods: For the study, 14 nonsmoking and nonvaping participants between the ages of 12-21 years exposed to SHS were
enrolled. The intervention consisted of a daily text message sent to the participants over the course of a month. Text message
types included facts and information about SHS, behavioral methods for SHS avoidance, or true-or-fal se questions. Participants
were asked to respond to each message within 24 hours as confirmation of receipt. Feasibility outcomes included completion of
the 30-day intervention, receiving and responding to text messages, and feedback on the messages. Efficacy outcomes included
areduction in urinary cotinine, accuracy of true-or-false responses, and participants' perceptions of effectiveness.

Results: Of the 14 participants that were enrolled, 13 completed the intervention. Though not required, all participants had their
own cell phones with unlimited text messaging plans. Of the total number of text messages sent to the 13 completers, 91%
(372/407) of them received on-time responses. Participant feedback was generally positive, with most requesting moreinformational
and true-or-false questions. In terms of efficacy, 54% (6/11) of participants reduced their cotinine levels (however, change for
the group overall was not statistically significant (P=.33) and 45% (5/11) of participants increased their cotinine levels. Of the
total number of true-or-false questions sent across all completers, 77% (56/73) were answered correctly. Participants' ratings of
message effectiveness averaged 85 on a scale of 100.

Conclusions: Inthispilot study, theintervention wasfeasible asthe majority of participants had accessto acell phone, compl eted
the study, and engaged by responding to the messages. The efficacy of the study requires further replication, as only half of the
participants reduced their cotinine levels. However, participants answered the mgjority of true-or-false questions accurately and
reported that the messages were helpful.
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Introduction

Secondhand smoke (SHS) exposure is associated with adverse
health effectsin children and adolescents, including respiratory
disease and asthma [1-4]. In a study of adolescents of low
socioeconomic status (SES) in San Francisco, California, 76%
were found to have recent light or heavy SHS exposure based
on biochemical screening of the major nicotine metabolite,
cotinine, with ranges of 0.05-30 ng/mL [5]. Inafollow-up study,
these adol escents reported common exposure to SHS in public
areas, however, reported SHS in homes and cars significantly
predicted biochemical exposure [6]. Interventions targeted at
reducing SHS may improve adolescent health.

Past interventions to reduce SHS exposure in children and
adolescents have demonstrated mixed results. Many have
focused on intervening on parental or caregiver smoking status,
with a recent meta-analytic review demonstrating that some
studies were effective at reducing SHS exposure while many
others were not [7]. In addition, the focus on caregivers may
not translate to patient care, as pediatricians are often reluctant
to intervene on parental smoking [8].

Intervening directly with exposed children without theinclusion
of cessation counseling for parentsis a novel approach [9,10].
One proposed study for decreasing SHS exposure describes an
educational intervention developed from behavioral change
theory, consisting of three 40-minute educational sessions on
the adverse effects of tobacco, international laws regarding
tobacco, and methods to prevent tobacco exposure; weekly
take-home brochures; and 3 reinforcement lessons [9]. A
school-based study conducted in Bangladesh with children aged
10-12 years evaluated a similar method, consisting of two
45-minute educational sessions over a 2-day period followed
by four 15-minute refresher sessions over the following month;
saliva cotinine at the 2-month follow-up showed a significant
difference between the intervention (0.53 ng/mL) and control
groups (2.02 ng/mL) [10].

Delivery of SHS prevention educational interventionsfor youth
via mobile health (mHealth) technologies may be more time
and cost-effective and may be particularly acceptable to an
adolescent population. MHealth interventions, such as sending
daily text messages, have been developed utilizing behavioral
[11] and social cognitive theories [12], and they have been
effective for increasing physical activity among adolescents
with attention deficit hyperactivity disorder (ADHD) [13], for
promoting weight lossin adol escents with obesity [14], and for
type 1 diabetes management in children and adolescents, with
afocus on healthy eating and activity [11].

While mHealth interventions have been efficaciousfor avariety
of indications [9,10,13], a downside to these methods may be
low levels of engagement. Studies have provided participants
with cell phones or prepaid phone cards to facilitate their
participation [12,15]. Others have reported that technical
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problems led to a loss of data and affected the participants
levels of motivation to continuein the study [15-18]. Past studies
have assessed feasibility as participant satisfaction and rates of
participant retention [15,16]. In determining the efficacy of
mHealth interventions, outcome measures are varied and include
biomarker reductions, self-reported efficacy, and changes in
disease or condition knowledge [11,13,14]. To date, mHealth
interventions have not been developed to assist adolescentsin
reducing SHS exposure.

In this pilot study, we examined the feasibility and efficacy of
anovel mHealth intervention to reduce measured SHS exposure
in asmall sample of urban adolescents of low SES. Feasibility
was measured by intervention completion, receipt of text
messages, participant responses to messages, and participant
feedback on the quality and delivery of the messages. Efficacy
was measured by reduction in urinary cotinine, SHS knowledge,
and participant perception of the effectiveness of the messages
for changing their behavior to reduce SHS exposures.

Methods

Participants

Participants of the ages of 12-21 yearswere recruited from July
2017 to May 2018. Recruitment occurred through (1) invitation
from prior research studies [5,6], if the individual’s cotinine
level waswithinthe heavy SHS range (urinary cotinine 0.25-30
ng/mL) during their prior study involvement; (2) social media
ads on Facebook and Instagram; and (3) flyers posted in the
Children’s Health Center (CHC) at the Zuckerberg San
Francisco General Hospital. We included participants over the
age of 18 years, as the CHC services adolescent patients up to
the age of 21 years. A screening measure assessed tobacco use
and SHS exposure [6]. Self-reported active use of cigarettes,
electronic cigarettes, or other tobacco productswas an exclusion.

The University of Cdifornia, San Francisco (UCSF),
Ingtitutional Review Board approved the research. Informed
consent was obtained from the youths and from parents of those
under the age of 18 years. Parentswere asked if their adolescents
had their own cell phones with unlimited text messaging
services. The study team was prepared to provide astudy phone
on loan and gift cards for messaging fees, if applicable.

M easures

At baseline and the 30-day follow-up, the adolescents provided
aurine sample for cotinine testing, and they self-reported their
exposure to SHS across several environments for the past 7
days and the past 24 hours [6]. At the follow-up visit, through
an online questionnaire, the adol escents were asked about their
experiences with the intervention, with questions like “Have
the text messages made you more active in reducing your contact
with secondhand smoke?’” They were also asked to rate how
helpful the messages were (on a scale of 0-100), how they felt
about receiving them, if they shared the messages with others,
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what they liked most about the study, how the study could be
improved, and why they may not have responded to the
messages. Adolescents’ age, sex, and race were recorded, and
nicotine and tobacco product ever use were assessed. All
guestionnaires were created for this study using standard items
where available.

Text Message I ntervention

Theintervention consisted of one text message sent per day via
Outlook’s SM S text message service, a free feature available
as part of the Outlook package (version 16.0; Microsoft Corp).
Messages were cued in Outlook to be sent from the research
center’s email address to the participants' phones at a time of
their choosing. Participants were asked to respond to each
message within 24 hours as confirmation of receipt. Text
message categories included facts and information about SHS
(eg, “Breathing secondhand smoke for a short period of time
can hurt your body”), behaviora methods to avoid SHS
exposure (eg, “Avoid SHS today by walking away from
someonewho issmoking”), and “bonus’ true-or-false questions
(eg, “Trueor False: SHSisannoying, but it'snot really ahealth
concern”). All messagesincluded emojis, which were pretested
to ensure compatibility with differing phone models. A total of
35 text messages were created to ensure that there were enough
for additional days if participants were not able to return for
their follow-up visit on day 30. A 30-day duration was selected
asit wassimilar to prior interventions designed for an adol escent
population [9,10]; in addition, 30 daysislong enough to see a
change in steady-state cotinine levels [19].

The primary sources for the information presented in the
messages were websites from government agencies
(http://cde.gov/, http://smokefree.gov, http://cancer.gov) and
the 2006 Surgeon General Report [1].

Analytical Chemistry

Basdline and follow-up urine sampleswere analyzed for cotinine
by liquid chromatography—tandem mass spectrometry [20].
Cotinine, the main proximate metabolite of nicotine, has a
half-life of about 16 hours[19] and is a biomarker of ongoing
or recent exposure (past 5-6 days). The limit of quantitation
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(LOQ) for cotinine was 0.05 ng/mL. Cotinine cutpoints were
0.05-30 ng/mL for light or heavy SHS and >30 ng/mL for active
smoking or vaping [5].

Statistical Analysis

We utilized descriptive statistics to summarize participant
characteristics and rates of responseto text messages. To assess
changesin cotininelevels pre- and postintervention, we utilized
a Wilcoxon signed rank test, a nonparametric equivalent to a
paired sample t test. Biomarkers falling below the limit of
guantitation (BL Q) were replaced with the LOQ divided by the
sguare root of 2.

Results

Demographicsand SHS Exposure at Baseline

A total of 263 participantswere screened, and 14 consented and
were enrolled in the study. The primary reason for ineligibility
was not meeting the criteria for recent SHS exposure (43%,
114/263); other individuals were ineligible for age (13%,
34/263), no longer lived in the area (3%, 8/263), or were not
interested in participating (29%, 77/263). Some were €eligible
and scheduled for a baseline visit but did not arrive (6%,
16/263).

Of the 14 enrolled participants, 3 (21%) were male adol escents
and 11 (79%) were femal e adol escents; when asked to self-report
race/ethnicity, 3 (21%) were Hispanic, 2 (15%) were
non-Hispanic White, 3 (21%) were Black, 1 (7%) was Asian,
and 5 (36%) were multiracial. Participants ages ranged from
12 to 20 years, with a mean of 17 (SD 2.39) years. All
participants reported SHS exposure within the last 7 days, with
themost highly reported environments being public areas (30%),
residences (30%), and cars (21%).

Nicotine and other tobacco product use was reported as ever
use of cigarettes (50%, 7/14), blunts (64%, 9/14), electronic
cigarettes (43%, 6/14), pipes (36%, 5/14), cigars or cigarillos
(21%, 3/14), or hookah (36%, 5/14). Figure 1 shows the
consolidated standards of reporting trials (CONSORT) flow
diagram.
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Figure 1. Consolidated standards of reporting trials (CONSORT) flow diagram for participants recruited (N=263) and enrolled (n=14).
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Intervention Feasibility

Of the 14 participants enrolled, 13 (93%) completed the
intervention, as 1 participant dropped out midstudy. The
remaining analyses focus on the 13 adol escents who compl eted
the intervention (completers).

Due to variability in the scheduling of the follow-up visits and
occasiona missed messages due to Outlook shutdowns during
routine software updates, the adolescents received a range of
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19 to 34 text messages (mean 31.3, SD 7.71). On average, 91%
(SD 12.61; range 55%-100%) of the messages received areply
from the participants within 24 hours of sending.

Participant feedback indicated that participants generally liked
receiving the messages and would have wanted to see more,
especially from the informational and true-or-false categories
(Table 1). Themajority (12/13) shared the messageswith friends
and family. One participant reported having technical
difficulties.
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Table 1. Participant feedback from the intervention completers (n=13).
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Question & Response Options

Participant Response Selections

How have the text messages made you more activein reducing your contact with secondhand smoke? n (%)

| have avoided people smoking around me.
| noticed more people smoking around me.
| asked friends not to smoke around me.

| stopped smoking myself.

| wasn't active in reducing my contact.

On ascae of 0-100 (O=not helpful, 100=very helpful), how would you rate the text messages in helping you re-

11 (85)
8(62)
4(31)
1(8)
1(8)
85.8 (23)

member the dangers of being in contact with secondhand smoke? Mean (SD)

On ascae from 0-100 (0=too many to read, 100=I would have liked more), how did you feel about getting the

text messages? Mean (SD)

85.2 (20.2)

Did you talk to anyone else about the information in the text messages? n (%)

| shared with both family and friends.
| shared with family only.
| share with friends only.
| didn’t share any messages.
What did you like most about this study? n (%)
Getting gift cards
Receiving text messages
What suggestions do you have for usto make this study better?n (%)
Nothing
More true-or-fal se questions
More information on side effects of secondhand smoke
More text messages

Make sure there are no technical issues

5(38)
4(31)
3(23)
1(8)

12 (92)
9 (69)

8 (62)
2(15)
1(8)
1(8)
1(8)

Please let us know why you may have not responded to our messages; n (%)

| didn’'t have my cell phone with me.
My phone service changed.
No particular reason.

| was too busy.

5(38)
3(23)
3(23)
2(15)

Intervention Efficacy

At baseline, despite denying recent tobacco use on the screener,
15% (2/13) of the participants had cotinine levels indicative of
active smoking or vaping (283.1 ng/mL and 31.0 ng/mL).
Further, 46% (6/13) of the participants had cotinine levels
indicative of high SHS exposure (0.25-30 ng/mL.), 31% (4/13)
had cotinine levels indicative of low SHS exposure (range
0.05-0.25 ng/mL.), and 8% (1/13) had BLQ cotinine levels. All
further cotinine results reflect only the 11 completers of the
intervention who were nonsmokers at baseline.

The geometric mean cotinine levelsfor the 11 compl eters were
0.48 ng/mL at baseline and 0.83 ng/mL at follow-up, including
1 participant who was nearing active smoking levels
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(cotinine=29.42 ng/mL) and 1 participant who was BLQ
(cotinine=0.04 ng/mL). With the BLQ participant and the
near-active smoking levels participant excluded, the geometric
mean cotinine levels were 0.67 ng/mL at baseline and 0.09
ng/mL at follow-up.

Of the 11 completers, 5 had an increase in cotinine and 6
reduced their cotinine levels; 4 participants reduced their levels
by >50%. The Wilcoxon signed rank test indicated no significant
difference for the entire sample (P=.66). The 2 participants
excluded as active smokers at baseline had cotinine levels
consistent with active smoking at follow-up (473.8 and 43.8
ng/mL). Cotinine levels pre- and postintervention are shown in
Figure 2, excluding the participant with near-active smoking
levels and the participant who was BLQ at follow-up.
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Figure 2. Urinary cotinine levels pre- and postintervention for nonsmoking intervention completers (n=9).
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As a reflection of the gains made by participants in SHS
knowledge, the accuracy of the true-or-fal se responses averaged
77% (SD 28; range 40% - 100%) across participants. Almost
all the participants (12/13, 92%) perceived the messages to be
helpful in reducing their SHS exposure. Avoiding people
smoking was the most commonly endorsed strategy participants
used to limit their SHS exposure. One participant said the
messages did not encourage them to be active in reducing their
SHS (Table 1).

Discussion

Principal Findings

In this pilot study, we sought to determine the feasibility and
preliminary effectiveness of a 30-day mHealth intervention for
adolescentsto avoid SHS exposure. Thiswas anovel approach
to help adolescents limit their exposure to SHS, as we sought
to intervene directly with the nonsmoking, SHS-exposed youth
rather than their caregivers.

Our results support that mHealth interventions are feasible in
an adolescent sample. Most participants completed the study,
and all had technology accessible to them to receive the text
messages. Nearly all participants remained in the study for the
30-day period. There was a high rate of response to the
messages, and if participantsdid not respond, it was mostly due
to not having their phones at the time the message was sent.
Participants reported that they would have liked to see more

http://formative.jmir.org/2020/8/e18583/

Follow-up Visit

messages, especialy in the information and true-or-false
categories.

The efficacy findings are equivocal. Approximately half of the
sample reduced their cotinine levels while the other half
increased. With many participants starting in the low range of
SHS exposure, afloor effect may have occurred in that the lower
limit did not allow for asignificant change to be exhibited. The
increased biochemical exposure may reflect that the intervention
was not successful in impacting specific types of exposures, or
the timing of exposures in conjunction with the baseline and
follow-up urine collections could have varied. Participants
scored well on the true-or-fal se messages, indicating they were
reading and processing the information. The majority of
participants rated the messages as effective in changing their
behavior to avoid SHS; however, these behavioral changes did
not result in a significant cotinine reduction for the sample
overall.

Limitations

The limitations of this pilot study included a small and mostly
female sample, a generally low level of SHS exposure, and
recent tobacco use in 2 of the participants at baseline despite
screening procedures. In addition, our study was conducted in
a single geographic setting with progressive clean air laws but
unavoidable SHS exposurein the urban environment. Although
all participants reported exposure to SHS in the past 7 days, 1
(8%) participant did not meet the cotinine criteria for
biochemical exposure.
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Although the results of this study support the feasibility of  Suggestionsfor Future Research
conducting an mHealth intervention in adolescents, we cannot
generalize the results to a broader population due to the small
sample size. Moreover, we had only one follow-up visit at the
end of the 30-day period, which did not allow us to evaluate
the long-term effects of this intervention.

Researchers utilizing mHealth interventions in adolescent
populations should consider providing interactive and
informational messages. In addition, they should consider
utilizing a follow-up period longer than 30 days to evaluate if
there are long-term effects of the intervention. If applying this
Due to time constraints on performi ng the assays, we were intervention strategy to limit SHSexposure, researchers should
unable to analyze baseline cotinine levels prior to entrance in  Utilize an expired carbon monoxide monitor to exclude active
the study. Our study experienced periodic technical difficulties tobacco users, or a dipstick cotinine test for active electronic
with occasional Outlook updates delaying or eliminating the —Cigarette usersduring the screening process. Researchers should
deployment of text messages. We did not ask about nicotineor ~ ensure a reliable method for text message transmissions.
tobacco product use at the follow-up visit, so we cannot Technical issues occurred utilizing Outlook; other text
determine if some increases in cotinine were due to SHS messaging services such as Twilio may be a more reliable
exposure or to one's personal product use. Additionally, afew  deployment method.

of our participantswere over the age of 18 and may reflect more
of ayoung adult population, with different levels of access to o _ )
nicotine and tobacco products. At the time this study was !N this pilot mHealth intervention, we found text messages to
conducted, the minimum tobacco sales age in Californiawas Peafeasiblemethod of encouraging avoidance of SHS exposure

21 years, and all study participants were aged 20 years and  @M0ng adolescents. However, the sample did not demonstrate
younger. an overall significant reduction in biochemical exposure.

Conclusions
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Abstract

Rural residents face numerous challenges in accessing quality health care for management of chronic diseases (eg, obesity,
diabetes), including scarcity of health care services and insufficient public transport. Digital health interventions, which include
modalities such as internet, smartphones, and monitoring sensors, may help increase rural residents’ accessto health care. While
digital health interventions have become an increasingly popular intervention strategy to address obesity, research examining the
use of technological toolsfor obesity management among rural Latino populationsislimited. Inthis paper, we share our experience
developing aculturally tailored, interactive health intervention using digital technologiesfor afamily-oriented, weight management
programinarural, primarily Latino community. We describe the formative research that guided the devel opment of theintervention,
discuss the process of developing the intervention technol ogiesincluding issues of privacy and data security, examine the results
of apilot study, and share lessons learned. Our experience can help others design user-centered digital health interventions to
engage underserved populations in the uptake of healthy lifestyle and disease management skills.

(JMIR Form Res 2020;4(8):e20679) doi:10.2196/20679
KEYWORDS

mhealth; digital intervention; Latino families; rural population; weight; self-management; diet; lifestyle; chronic disease

to health information, are now ableto more easily access health

Introduction information via Internet with mobile devices [3,4]. Diffusion

The ownership of cellular phones, smartphones, and tablet
computers hasreached historic heightsacrossall US population
groups in recent years [1]. In 2018, at least 75% of
Blacks/African Americans, Latinos, and non-Latino Whitesand
65% of rura residents owned a smartphone. Advances in
information technology (1T), along with the diminishing digital
divide among population groups, have increased the use of
digital technologies in health promotion and disease
management [2]. Asaresult, individuals from low-income and
racial/minority backgrounds, who traditionally had less access

http://formative.jmir.org/2020/8/e20679/

of digital technologies has aso popularized the use of digital
health interventions to reach rural and resource-poor
communities with limited access to traditional tools and
programs for health promotion and disease prevention and
management [5,6].

In the realm of digital health, Internet- and mobile-based IT
platforms (eg, SMS text messages, websites, social media,
wearable technology) have been used to store, manage, and
transmit data using hardware, software, and networks for
delivering health care services and health promotion programs
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[7]. Mobile health (mHealth) technology isan important subset
of digital health using maobile phones, tablets, apps, and other
wireless technologies. Compared with traditional face-to-face
health care delivery, digital health interventions have
demonstrated great promise in enhancing program reach and
participant engagement, and achieving similar effectivenessin
health-related outcomes. [ 7,8]. However, mHealth interventions
often limit the number of behavior change techniques (BCTs)
and rarely offer problem solving, socia support, and didactic
education [9,10]. Engagement of historically underserved
populations in digital health interventions is influenced by a
variety of factors, such as the extent to which program content
istailored and formatted, the alignment between devices used
for program delivery and population needs [6], and the
appropriateness of program context [11]. Additional research
indicates that personalization of content, contact with program
users[12], and preference of digital devices to receive content
are also important indicators of program engagement [13]. For
example, Latino users are more likely to stop using
health-related mobile apps due to access issues (eg, rely
primarily on mobile phones versus tablets or computers), lack
of interest in the content, and high cost [14,15]. The
development of digital health interventions must address these
barriers to increase participation among underserved
populations.

Healthy Frio is a trandation study of the Y-Living Program
(Y-Living), an evidence-based, family-focused intervention
designed for urban Latino families (Trial Registration:
ClinicalTrials.gov NCT03186885) [16]. The trandation of
Y-Living is a two-phased study guided by the principles of
community-based participatory research [17]. The first phase
of the study engaged community partnersin formative research
to adapt Y-Living for rural Latino families. Formative research
included (1) a pilot of an in-person (IP) group program at a
community center, and (2) a pilot of a home-based program
remotely delivered by digital technologies. While we designed
both forms of program delivery to address unique social,
cultural, and environmental factorsfacing rural Latino families,
the latter takes advantage of digital technologies to increase
program availability, accessibility, and engagement. More
specifically, the objectives of using remote delivery wereto (1)

http://formative.jmir.org/2020/8/e20679/

Yineta

increase access to evidence-based health education content and
resources; (2) address learning needs with content design; (3)
address the need for individualized support, and (4) support
behavior change with wearable technologies grounded in
behavior change theory. The second phase of the study is a
12-month randomized controlled trial (RCT) that tests the
comparative effectiveness of the Y-Living IP and remote
technology (RT) interventions on weight loss and energy balance
behaviors among overweight and obese rural Latino adults
relative to acontrol group. Following baseline assessments and
randomization, intervention participants receive a 12-week |P
or RT program, whereas control participants receive 1 brief
health education session and educational materials. Study
outcomes will be assessed again immediately following the
intervention at 3 months, 6 months after intervention, and
12-month follow-up.

In this paper, we describe the process undertaken by a
multidisciplinary research team to devel op the RT intervention
for the Healthy Frio study. Key elements of the processinclude
the formative research that guided the development of the RT
intervention, the selection and integration of digital technologies
[18], and apilot study. Our experience and lessons learned can
help inform decisions other researchers may face when
designing user-centered digital health interventions to engage
underserved populations in the uptake of healthy lifestyle and
disease management skills.

Overview of the Development Process

The development of the RT intervention took place over 16
months, from the formation of the research team to the
deployment of the RT intervention for thefull RCT. The process
included several steps: (1) formulating the research team, (2)
engaging community partners and residents to adapt the
Y-Living for rural Latino families, (3) reviewing the evidence
on use of digital technologies for behavior change, (4)
developing a prototype of the RT intervention in parallel with
IPintervention, and (5) conducting a pilot test of the prototype.
Figure 1 shows the development process of Healthy Frio RT
intervention.
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Figure 1. Healthy Frio remote technology (RT) intervention development process.
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Formulation of RT Development Team

A multidisciplinary team including researchers with expertise
in computer engineering, database and instructional design, and
public and behavioral hedth, and primary care practitioners
(community/family medicine and nursing) developed the RT
intervention. Theinstructional design specialist was designated
as the coordinator. The technology modules and components
integrated asa part of the RT intervention required devel opment
of necessary links, incorporation of application program
interfaces (APIs), serviceinterfaces, dashboards, and testing of
interoperability, compatibility, and robustness. Thus, digital
health RT interventions demand the expertise of a professional
team of computer engineers to develop and manage seamless
functioning and efficient intervention delivery in collaboration
with behavioral health researchers who understand behavior
change processes. A team science approach was critical in the
communication and collaboration between computer engineers
and behaviora hedlth researchers and the development and
management of the multidisciplinary team[19]. Ultimately, this
approach helps in scaling and disseminating effective
interventions. During thefirst year of development, the RT team
met biweekly via conference call to discuss and develop the
intervention and then met monthly after the first year.
Additionaly, the team met IP for 2 full-day retreats over the
16-month devel opment period.

Community Engagement

Y-Living is a 12-week behavioral modification program
grounded in the Social Cognitive Theory of behavior change
to engage the whole family in lifestyle changes [20]. During
this program, participants develop knowledge and skills to be
physically active and eat healthy, set goas for changes,
self-monitor their physical activity and diet, and create a
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supportive environment at home. Program components of
Y-Living include semiweekly health education lessons;
semiweekly group exercise sessions; self-monitoring of weight,
physical activity, and diet; family wellness consultations; and
special events. Trained Young Men's Christian Association
(YMCA) staff and volunteers deliver the program activitiesin
YMCA facilities. The Y-Living program was designed for urban
Latino families. To trandate Y-Living into an efficacious
programfor rural Latino families, the Healthy Friointervention
team, including the Y MCA wellness coordinator, conducted an
extensive review of Y-Living program activities and sought
feedback from community partners regarding feasibility of
program activities for a rural environment. The Healthy Frio
intervention team reviewed and updated health education lessons
to reflect current, evidence-based recommendations for
weight-loss, physical activity, and diet that addressed the needs
of rural populations. Some lessons were omitted and replaced
with new topicsthat more closely aligned with behavior change
strategies identified in the Social Cognitive Theory and the
Coventry, Aberdeen, and London-Refined taxonomy [21,22],
such as goal -setting, self-monitoring, feedback, rewards, social
support, coaching, problem solving, and action planning. A
5-week pilot with 5 parent—child dyads was used to test the
feasibility of the adapted IP intervention in the community.
Table 1 displays the Healthy Frio intervention components for
both the IP and RT interventions and demonstrates program
alignment. The intervention team al so conducted key informant
interviews with community stakeholdersto gather information
on accessand availability to physical activity and healthy eating
in the community, availability of digital technologies and
supportive resources in the community, and level of health
technology literacy. The intervention team reviewed program
content and delivery approaches prior to the deployment of the
RT intervention in the pilot study and the full trial.
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Table 1. Description of and alignment between in-person and remote technology intervention.

In-person intervention

Remote technology intervention

Mediators Strategies

o  Sef-regulation « Initia
wellness
report

«  Sef-efficacy e«  Orientar

o  Perceived barriers tion ses-

«  Social support sion

« Home environment .
. Sef-efficacy
o  Sef-regulation

o Self-efficacy .
o  Perceived barriers

« Home environment .
.  Sef-efficacy

o  Sef-regulation
«  Perceived barriers
«  Socia support

o  Sdf-efficacy .
o  Sdf-regulation
o  Perceived barriers

o Sdf-efficacy .
o  Sef-regulation

« Socia support .
«  Perceived barriers

. Home environment .
o  Socia support

« Home environment .
o  Self-efficacy
«  Socia support

Healthy
living
lessons

Cooking
demon-
strations

Physical
activity
sessions

Self-
monitor-
ing

SMStext
messag-
ing

Grocery
storetour

Wellness
consulta
tions

One-on-
onemest-
ings

Provided at first wellness consul-
tation.
Includes height, weight, BMI, av-

erage PAZ minutes, and caloric
intake recorded at baseline assess-
ments.

A YMCAP welIness coach discuss-
eswith each participant and helps
him/her set goals to increase PA
and lower calorie intake, and set
atarget weight loss goal (5%) for
3-month assessment.

Participants receive program ma-
terials (eg, program binder, self-
monitoring logs) and information
about the program schedule and
goals.

12 weeks of lessonsat community
center: 2 lessons per week.

Brief cooking demonstration by
YMCA staff following health ed-
ucation lessons.

Immediately following Y Living
lessons, a 1-hour PA session led
by Y MCA wellness coach. Exam-
ples of activitiesinclude circuit
training, Zumba, and games from

CATCHY curriculum. Children
and adultsare usually not separat-
ed.

Paper and pencil log for PA and
food intake.

Weigh-ins during individual con-
sultation.

2 per week.
Healthy Lifestyletipsfor increas-
ing PA and healthy eating.

Participants taken to alocal gro-
cery storewherethey areledona
tour and given tips for healthy
shopping (eg, comparing labels,
prices, and suggested routes
through grocery store [perimeter
first]).

Small group discussions and
coaching sessions.

3individual consultations between
YMCA staff and participants to
review progress report (weeks 2,
5, and 8).

Provided at first wellness consultation.

Includes height, weight, BMI, average PA minutes, and
caloric intake recorded at baseline assessments

Health educator discusseswith each participant and hel ps
him/her set goalsto increase PA and lower calorieintake,
and set atarget weight loss goal (5%) for 3-month assess-
ment.

Participant is provided, and given instructions on how to
use, all equipment (eg, tablet, Fitbit), apps, timeline,
program goals, and expectations.

12 weeks of onlinelessonsdelivered viatablet computers:
2 lessons per week.

Video recordings of cooking demonstrations conducted
by YMCA staff.

PA sessions (for both children and adults) are included
in online lessons using videos curated from YouTube,
aswell as5 videos produced by Healthy Frioand Y MCA
wellness coaches.

Separate videos are provided that are oriented toward
adults and children.

Use of Fithit, scale, apps, etc.

Lesson reminders, health challenges, same healthy
lifestyle tips as in-person, polling question regarding
health challenges.

Virtual grocery store tour lesson using video segments
for each section of grocery store.

Group video callsviaGoogle Hangouts® or Skype (weeks
2, 6, and 10).

Biweekly phone calls with each family, and a midpro-
gram progress report sent viaemail in week 7.

3PA: physical activity.
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®Cooking demos performed at Y-Living Program in San Antonio (not part of Healthy Frio Trial).

dCATCH: Coordinated Approach to Child Health.

€Google Hangouts used for Cohort 1. Skype will be used for remaining cohorts.

State-of-the-Art Review and Integration of Research
Literature

As the third step of the development process, the RT team
conducted areview of theliterature on the application of digital
technol ogiesin health promotion and disease management from
the perspectives of health promotion practices and computer
engineering. Furthermore, the team conducted a state-of -the-art
review on modern health data collection and sharing approaches
in the context of an emerging gig economy [23]. The goal was
to understand the progress, best practices, and challenges in
digital health intervention and provide guidancein designing a
theory-driven RT intervention.

Application of digital health technologies has evolved from a
single|T platform that focused on offering access to web-based
intervention information to multiple platforms that extended
exposure to the intervention in the context of the targeted
behaviors. Research indicates that exposure is extended by (1)
minimizing time-consuming data input and output activities,
(2) automating delivery of task reminders and reinforced
messages, (3) providing frequent and real-time feedback to
intervention participants and staff, (4) offering the ability to
tailor the intervention based on baseline information as well as
ongoing changes of the behavior targets and the environment,
and (5) leveraging theinteractive capabilities of mHealth devices
to incorporate BCTs [10,24]. By contrast, lack of structured
social interactions and socia support was a noted weakness of
current digital technologies[23,24]. For example, studies have
demonstrated that incorporating IP contact enhanced program
compliance and participant engagement in mHealth interventions
[25,26]. Early mHealth interventions have also been criticized
for not using behavioral theories to inform the program design

[71-

The RT team identified key features of successful digital health
interventions such as two-way communication between the
participants and intervention, social support from intervention
staff and others, and some forms of competition [7,27,28]. For
example, a systematic review found that successful interactive
health IT systemsfor self-management in older, chronically ill,
and underserved adults had a completed feedback loop. This
feedback loop monitored the patient’s health status, provided
the progress toward patient’s goals based on the monitoring,
facilitated the adjustment of goals and management plans, and
offered tailored advice and recommendations [29]. Using
multiple IT platforms can increase intervention exposure and
support for participants [27,28]. The RT team also identified
important barriers influencing uptake of targeted health
behaviors, including the program’s ability to address community
interests and cultural context, perceived effectiveness of the
intervention, difficulty accessing and navigating the systems
(eg, interface design), reliability of the systems (eg, technical
issues), ability to deliver the program using technologiesfamiliar
to participants, the extent to which intervention activities fit

http://formative.jmir.org/2020/8/e20679/

into daily routines, and timely and frequent contact with
intervention staff [7,29,30].

Finally, contemporary health behavior theories and models have
been devel oped primarily based on face-to-face interactionsfor
the management of behavior changes and do not address the
time-intensive and interactive nature and asynchronous and
dynamic process of digital health interventions [31]. While the
design of the content of digital health interventions has benefited
from these theories and models, the design of delivery and
feedback processes remains poorly guided. This weakness
speaks about the lack of cooperation between computer system
engineers and behavioral researchers [22,31] and the need to
establish a modd to guide the incorporation of BCTs into the
content and functionality of digital health interventions [32].

Based on theresults of thereview, the RT team decided to adopt
a user-centered system design [33,34] utilizing an iterative,
participatory processto address|earning goals, communication
styles, and community context. This system design required
participation from instructional designers, computer engineers,
behavioral scientists, and end users (interventionist and
participants). Applying the principles of a user-centered
approach has contributed to increasesin acceptance and usability
of digita technology-based interventions [35,36]. From a
computer engineering perspective, the RT team concluded that
ablended approach, combining digital technologieswith limited
human high-touch, may be most efficaciousto advancethefield
of digital health interventionswhile awaiting the next generation
of artificial intelligence-based solutions to address weaknesses
associated with inability to provide personalized social support
[23,37].

The Development of Prototype for Delivery of the RT
Intervention

Délivery Platform for RT Intervention

The design of the Healthy Frio RT intervention was guided by
ablended approach to create aprogram that is* both useful and
easy to use, ie, at really serving the needs of the user,” following
the principles of the persuasive design system (PDS) [38,39].
The RT team reached a consensus early on in the devel opment
process to implement the 4 features of PDS (primary task
support, dialogue support, system credibility, and social support)
by blending numerous IT platforms with the facilitation of a
live lifestyle coach to take advantage of digital technologies
and the desire of human touch in supporting behavior changes
[37,40]. Table 2 presents the operationalization of PDS
techniques in alignment with the Social Cognitive Theory in
Healthy Frio RT intervention. There are compromises between
the rigorousness of the program content and the limitations of
technology due to costs and scalability [38]. Figure 2 depicts
the conceptual framework of RT intervention devel opment that
integrates PDS technologies to address moderators of
self-efficacy to influence targeted health behaviors and
outcomes, based on the Social Cognitive Theory [20]. The
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combination of digital technologies and live coaching affords
the most efficient support to engage the study participants with
BCTs[22] and closethe feedback loop while providing constant
exposure to the intervention content [29]. The Healthy Frio

Yineta

intervention team reviewed the content and delivery approaches
of the RT intervention prior to its deployment for the pilot study
and the full trial.

Table 2. Implementation of features and techniques for designing the content and functionality of a persuasive design system.

PDS? features

Operationalization of PDS techniquesin Healthy Frio digital health intervention

Primary task support: Supporting and facilitating
completion of the user’s main tasks
behavior

Dialogue support: Providing support, guidance, and
feedback to users by verbal or other form

System credibility support: Presenting program con-
tent as trustworthy and authoritative to users

tities
Socia support: Motivating and engaging users by
leveraging socia influence

Guided goal-setting; self-monitoring of weight, physical activity, and diet; using simulation
and rehearsal in online interactive health education; online health challenges to target specific

Suggestion and reminders via SM S text messaging; praise and reinforcement via health app
(Fitbit app), and live online coaching

Embedding spirituality in online health education; using respected and authoritative sources;
connecting program content to local community; affiliating the program with trusted local en-

Using parent—child dyad; providing physical activity trackers and weight tracking accounts to
dyads; weekly calls by lifestyle coach

3PDS: persuasive design system.

Figure 2. Healthy Frio remote technology intervention conceptual model. MV PA: moderate to vigorous physical activity; PA: physical activity.
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The implementation of the RT intervention is accomplished by
amultiple-system integrated platform that is designed to address
3 elements of behavior change for persuasive design in
human—computer interactions: (1) motivating participants with
goal setting, positive reinforcement, and social support; (2)
increasing participant’s ability to adopt new behaviors by
learning behavior change skills; and (3) providing cuesto initiate
and maintain new behavior via SMS text message reminders
and feedback from digital technologies [38]. The platform
included interactive, online health education lessons delivered
via tablet; tracking sensors (activity tracker and Bluetooth

weight scale) and appsto self-monitor activity, diet, and weight;

http://formative.jmir.org/2020/8/e20679/
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social support and consultations in the form of phone calls,
video chats, and motivation and support from automated SMS
text messages; cooking and exercise videos; and a dashboard
to allow the lifestyle coach to monitor and support participants
(Figure 3). Embedding tools (ie, the Cloud, REDCap [ Research
Electronic Data Capture] data capture, the learning management
system) into the platform to gather information on participant
access and progress toward completing intervention activities
allowed the lifestyle coach to assess participant engagement
and success (eg, achievement of weight and behavior goals)
[11,41].
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Figure 3. Healthy Frio remote technology intervention delivery platform.
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Once Y-Living health education lessons were updated for the
rural context, the RT team developed the interactive version of
the lessons. The design and delivery of the lesson content were
tailored to address the learning needs and the cultural and
community characteristics of low-income Latino families [6].
We used avatars resembling study participants (eg, Latino
adults) to present content, modified activities to reduce
numeracy and literacy levels, and used narration and graphics
to enhance content comprehension and retention. We also
selected activities to reflect community context, limited the
amount of information on each screen to reduce overload, and
only included information from trusted resources within the
lesson [42,43]. Finally, we used gamification to increase
motivation and engagement.

E-learning authoring software Articulate Rise[44] and Articulate
Storyline[45] were used to create the health education content.
Articulate Rise was relatively easy to use and was well-suited
for rapid deployment; however, we learned that there were
limited options for customizing the lesson content to be
interactive and address intervention needs revealed in the RT
pilot study. As aresult, the RT team decided to use Articulate
Storyline to enhance lesson customization and participants
interactive learning experience. The RT team converted
PowerPoint slides that were created for the IP intervention as
abasis for lesson content to develop each of the 24 RT lessons
(2 lessons/week). Lesson titles remained the same, as did the
lesson topics. RT intervention lessons followed the same
structure as those for the |P intervention whereby each began
with amotivational or spiritual message (ie, “ Higher Thought”),
followed by a recap of the previous lesson, the objectives for
the current lesson, a pretest, lesson content, a posttest, and

http://formative.jmir.org/2020/8/e20679/
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finally, physical activity videos. After completing alesson, the
participant is prompted to evaluate the lesson content and
provide feedback on what they “liked” or “didn’t like” and
comments that could be used for improving the lessons for
future versions.

TheRT team devel oped interactive activitieswithin each lesson
to increase participant’s knowledge and self-efficacy to change
physical activity and diet behaviors. Examples of interactive
skill-building activitiesinclude creation of SMART (ie, specific,
measurabl e, adjustable, realistic, time-based) goal sfor physical
activity and dietary intake, practice reading nutrition factsfood
labels to assist in selection of healthier choices when grocery
shopping, and identifying healthier choiceswhen ordering food
at arestaurant. All lessonswere narrated to increase participants
engagement with the lessons. By narrating the lesson content,
the amount of text that the participants had to read from the
screen was greatly reduced, and the information could be
provided in more depth. The intervention staff wrote and
recorded narration scripts for each lesson.

To provide the RT intervention participants an experience
similar to that of the | P participants, the RT team video recorded
physical activity sessionsand cooking demonstrations conducted
by Y-Living program staff from the YMCA. These videotaped
activities were similar to the ones used with participantsin the
Hedlthy Frio IP program. Videosincluded Zumba, salsadancing,
boot camp style-physical activity routines, 22 cardiovascular
fitness routines, and demonstrations for healthy ways to cook
proteins vegetables, fats, and grains. The RT version included
additional curated videos that demonstrated various physical
activity routines available on YouTube. The criteriafor selecting
the videos were that they were primarily suitable for beginners,
did not require any equipment, included a variety of physical
activitiesfor both strength training and cardiorespiratory fitness
(ie, yoga, stretching, body weight exercises), and were fun. Each
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lesson included 2 physical activity videos: 1 for adult
participants, and 1 that was more suitablefor children. Narrated
instructions introduced each video.

Selection and Testing of Digital Technologies for
Delivery of Healthy Frio RT Intervention

The RT team underwent atedious process of testing, developing,
and integrating various hardware and software toolsthat would
be supportive and cost-efficient for deivery of the RT
intervention. Major considerationsincluded (1) ease of usewith

Yineta

user-friendly interface and minimum data entry burden, (2)
product reliability (hardware durability and signal strength),
and (3) ability to collect information from the tools via
web-based API [7,29]. Table 3 lists the hardware and software
utilized for delivering the intervention with descriptions of
functions. With the exception of the smartphone, all of the
equipment is provided to participantsfor a 12-week intervention
period. Following the completion of the intervention,
participants return the tablet computer and the weight scale, but
allowed to keep their Fitbits and receive a digital weight scale.

Table 3. Technology components and functions used by remote technology intervention.

Technology component Function

Hardware

Verizon Ellipsis 10 tablet computer with mo-
bile Wi-Fi hotspot and data plan

Fitbit Flex 2 activity tracker

Nokia Body digital scale

Smartphones (participants’ personal)
Software

M essageSpace
pants

Moodle Learning Management System

Fitbit and Nokia Health Mate apps

Intervention content delivery device to access the interactive health lessons; gathers and
uploads information from monitoring devices

Personal sensor to track physical activity and sleep
Bluetooth scale to track weight
Device used to view SM S text messages from the study

Automated SM S text messaging system to send motivational texts and remindersto partici-

Delivery of intervention content; tracks participant viewing of program lessons

Apps to help participants self-monitor physical activity, food intake, water consumption,

sleep, and weight. Weight syncing through Nokia Health Mate app.

Google Hangouts/Skype
MX Player

Electronic games

Video conferencing apps to conduct group counseling calls with health educator
Video player to view physical activity videos
Games related to physical activity and nutrition for child participants

Figure 4 showsthe system architecture constituting the sel ected
digital technologies and their integration. Such architecture
enables successful data collection and communication with
participants during the RT intervention. The green components
integrated in the system interface with Google Hangouts [46]
or Skype [47] are for lifestyle coaching while collecting and
processing dataand communicating with the participants. These
advanced messaging tools, when connected to REDCap [49],
provide acommunication channel to interact with participants.
Data synchronization is typically done using a Bluetooth
wireless connection with a smartphone or computer app. The
participants can set their specific goals as reference marks and
challenge themselves to achieve higher goals. Many of these

apps alow tracker owners to connect with peer groups or
friends, and some allow sharing datawith other users. We chose
not to use thisfunction becausethe RT interventionisnot group
based. Some tools also have an option to connect to other
third-party, variable-specific (eg, calorie counting or meal
tracking app) tracking apps (eg, Fitbit [49]) that allow for
tracking dietary intake. There exists significant value in
observing diet trends over time and understanding the correl ation
between calorie expenditure and activity levels. During our
evaluation study for activity trackers, we observed that Fitbit
trackers offer the convenience of tracking users' calorie intake,
sleep duration, steps, miles, and activity minutes for the day.

Figure4. Healthy Frio remotetechnology intervention system architecture. EC2, Elastic Cloud Compute; LM S, learning management system; REDCap,
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To provide accessto educational content during theintervention,
we used Moodle as the learning management system to deliver
program content, manage health education lessons, and track
progress [50]. In other words, the lessons (content) created on
Articulate Storyline were uploaded to Moodle for participants
to access. Completed content is hosted on Amazon Elastic Cloud
Compute (EC?2) server [51] and isaccessibleto participantsvia
a Moodle app on the tablets. Data from the aforementioned
services are collected and retrieved in rea time using
corresponding manufacturer’'s APIs (Fitbit, Moodle SQL
database on EC2, and Nokia [52]) and reside in the database

Yineta

hosted on Amazon EC2 server. Data synchronization and
coordination scripts take care of this process. Data are further
postprocessed and are accessible to the lifestyle coach and
intervention team on the Dashboard supported by REDCap.
Alternatively, one can use Microsoft Azure [53] or Google
Cloud [54] asthe centralized server for incoming datafrom the
components involved in the integrated digital health system.
Table 4 presents lessons learned and design implications to
address various design goals that are deemed necessary to
engage participants and strengthen the human touch in the
intervention.

Table4. Summary of goas, design implications, and lessons learned in the design of remote technology intervention.

Design goal

Lesson learned

Design implication

«  Toinvestigate whether usage of the
tablet by parent and child affectsuser
engagement and frequency of regular
synchronizing of hardware devices
with respective apps on the tablet.

«  Tocheck the ease of accessto educa
tional content and health knowledge
viaMoodle, enhance accessto infor-
mation, get proper feedback for im-
proving the content.

« Toinvestigate whether regular one-
on-one communication can fill the
gaps due to missing data collected
remotely.

«  To observe active logging of water
consumption and tracking calories
by entering dietary details and calo-
ries consumed.

«  Toevaluatetoolsand methodsto en-
hance tablet usage with ease of navi-
gation for regular synchronizing of
dataas well asfor constant motiva-
tion and participant engagement.

Parents and children felt a burden with re-
gard to synchronizing their activity, enter-
ing dietary dataand weight, dueto repeated
log-in and logout from their respective ac-
counts on the apps. This extra step led to
very few, if any, syncs of their data.

Navigating the Moodle app is challenging
as there are many steps to take before
landing on the course page to access
lessons. This dissuaded participants from
accessing weekly lessons.

Due to poor network connectivity, down-
loading of lessonsfrom the app isinhibited
or is slow, further dissuading participants
from accessing the lessons.

Dueto diverse technical capabilities of
participants in the intervention, they tend
to forget some stepsin constantly synchro-
nizing the devices, accessing the content,
and entering nutrition details.

Logging food and consumed calories re-
quires manually entering or scanning the
food item. Participants mostly either skip
entering it or do it less often than required.

Direct accessto appswith littleto noinfor-
mation to enter manually, easy methods of
synchronizing their devicesto the apps,
automatic notificationsfrom Fithit (includ-
ing device lights and vibrations), Health
Mate, and Moodle apps seem to motivate
participantsto monitor their healthy living.

Parents and children should be ableto synchronize
their datawithout the hassle of logging in and out.
We created clones of the appsthat are used by both
parents and children, and their devices are config-
ured accordingly to their cloned version and ac-
counts. Thisimproved data synchronizing and we
are able to get frequent updates on their syncs.

The app’s configuration settings on the Amazon

EC2? server aswell as on the tablet should be
changed. With the configuration changes, partici-
pantsare ableto directly seethelist of lessonsupon
opening the Moodle app.

Providing offline access to content (ie, via spP
cards, download of complete 12 weeks of content
from Moodle app onto the tablet) should resolve
the network-related i ssue affecting access to
lessons. Thisis essential when internet accessis
poor.

SM Stext messages asreminders, polling questions,
surveys, and one-on-one video calls with health
educator help remind participants about various
aspects of the intervention, which in turn helps
collect amore robust set of data.

Regular SM Stext messages as reminders and one-
on-onevideo callswith Health Educator motivates
and helps participants log food intake, keep track
of their daily consumption, and stick to weight
goals.

Tools for the intervention should be as integrated
as closely as possible with the participants’ daily
schedule. User-centered design will support end-
user engagement, improve user’s experience, and
encourage attentiveness toward the intervention.

3EC2: Elastic Cloud Compute.
bSD: secure digital.

Limitationsof Using Commercial Productsin Research:
Access, Security, and Privacy

Thepotential for digital tools such as mobile appsand wearable
sensors to enhance behaviora health is substantial. However,
the use of tablets, wearable trackers, and other technologies for

http://formative.jmir.org/2020/8/e20679/

digital health interventions introduces additional complexity
for participant’s data security and privacy [55]. One should
carefully evaluate security issues, conforming to rules and
regulations in the settings where these interventions are
implemented [23]. Participants signed a consent form, which
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informs them about the heterogeneous RT environment and the
type of data collected.

All the constituent apps in the Healthy Frio RT intervention
have different security aspects. The current RT intervention
delivery leveragesFitbit, NokiaHealth Mate, and M oodl e apps,
which rely on remote servers for storing and processing the
participant’s data, and adds to security challenges. Hence, the
computer engineers and devel opers need to consistently secure
servers, the transmission of data, and the involved software
through their proper configuration. To address these issues, we
performed a thorough evaluation of the complete RT
intervention delivery infrastructure by observing the data and
sensitive information flowing through multiple apps, modules
that we developed leveraging corresponding software
development kits, libraries, and APIs. This helps to anticipate
potential security issuesin order to take preventative measures.
The third-party libraries and code have been assessed for any
security vulnerabilities or other reported problems. Other safety
practices include observing the differences between different
APIs that enabled us to configure the apps properly for the
security-related features and handle the permissions for data
collection. This research helped us in adapting the code base
accordingly to avoid compromising the security of participants
information. We also generated participants credentialsfor the
involved apps securely and ensured the passwords are not stored
in the remote server in plaintext. We avoided storing their
passwords and instead let them authorize our system to collect
their activity, weight, and educational content access data prior
to the start of the intervention. Finally, we used Amazon EC2
to deploy and maintain our remote server that communicates
with the apps. While Amazon provides a secure environment
including privacy protection, we took appropriate measures to
configure the server for Fitbit, Nokia Health Mate, and Moodle
course data-retrieval systems.

Pilot Study

The prototype of the Healthy Frio RT intervention was tested
with 5 parent—child dyadsin a3-week pilot, using content from
thefirst 3weeksof theintervention (ie, 6 lessons). The purposes
wereto (1) test the performance, management, and maintenance
of digital equipment—especially with regard to connectivity
and syncing of Fitbit trackers and weight scales; (2) obtain
feedback about the design of thelessons; and (3) obtain feedback
on the experience of engaging in aremotely delivered lifestyle
modification program with digital technologies. Dyads were
recruited from a convenience sample of digible participants
from the study population. The adult participants were all
females aged 36 to 47. The ages of the children ranged from 7
to 14 years; 4 of the 5 families self-identified as Latino. Some
of the participants had previously participated in an early IP
intervention pilot. Therefore, they were able to provide feedback
on the delivery of the RT intervention in comparison to the IP
format.

The week prior to the start of the pilot study, participants came
to an orientation session in which they were given an overview
of the RT intervention, received their equipment as well as an
instructional manual. The orientation session included a
description of the 3-week pilot intervention, demonstrations of

http://formative.jmir.org/2020/8/e20679/
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the use of equipment (eg, syncing Fitbit trackers and weight
scales to tablets), introduction to apps installed on the tablet
that would be used for self-monitoring, and a tutorial on
accessing health education content on the tablet. RT pilot
participants engaged in 3 focus group discussions in a
community center (1 per week). Each family received aUS $60
gift card for each focus group they attended. A focus group
guide was developed prior to the pilot study that included
guestions related to the orientation session, lesson content and
format, weekly SM S text messages received, use of equipment,
and participants overall experience. Participants responses
were transcribed in field notes which were then analyzed using
content analysis [56]. RT team members decided to focus on
manifesting content and develop categories using an inductive
approach (ie, deriving categories directly from the text data).
One member of the RT team was responsiblefor reviewing field
notes, immersing herself in the data by reading through the
notes several times. She then noted categories emerging from
the datain an Excel file and shared them with other members
of the RT team for verification. Several categories emerged
from the data including hands-on training, user-friendliness
(equipment), user-friendliness (apps), lesson content and
aesthetics, and family engagement. These categories formed
the basis for lessons learned from our pilot study.

Hands-On Training

Participants stated that the orientation session needed moretime
and many wanted more one-on-one time with staff membersto
guide them to use the equipment. Participants wanted to spend
more time going through the apps on the tablet and more
demonstrations on how to log-in/log out of the appsfor syncing
the equipment—especially because 2 people were using the
apps (parent—child dyad). Many participants suggested creating
a hotline number that they could call for help troubleshooting
any problems experienced.

User-Friendliness (Equipment)

A majority of the participants stated that the tablet was not very
user-friendly. For instance, many found the tablet bulky and
difficult to carry around. Participants indicated that they
preferred asmaller tablet that they could carry around with them
(intheir purse). However, participants also stated that they really
liked using the tablet to view the exercise videos that were
provided during the second part of each online lesson. Most
participants stated that they wore the Fitbit all the time (except
when charging) and like using it to keep track of their steps and
Sleep.

User-Friendliness (Apps)

Participants expressed that there were “too many applications
or things to do.” In particular, participants did not like having
to log-in/log out of the apps, for instance, to sync their child’s
datain addition to their own in the Fitbit app. Participants also
had a hard time navigating within the Moodle app to open and
view the interactive lessons. Participants also had difficulty
downloading the lessons to view. This issue was likely related
to their cellular data connection speed.
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L esson Content and Aesthetics

Overall, the participants stated that they liked the lesson content,
including the interface design, colors, and layout. Several
participants requested SM S text message remindersto view the
lessons because it was “ easy to put off.”

Family Engagement

Though participants were encouraged to view the lessons with
their child, most participants viewed the lessons during the
evening or on the weekends and did not include their child.
However, they stated that they shared the relevant information
with their child later.

L essons L earned

Based on the findings from our pilot study, we learned that all
of the equipment should be presynced and apps ready to be used
prior to the orientation session. For the pilot study, when the
participants were given the equipment during the orientation
session, staff had to help them sync their Fitbit activity trackers
and scales to the tablet for both the parent and child. Because
the trackers and scal es connect with the tabl et using Bluetooth,
this proved to be challenging due to multiple devices being in
close proximity to one ancther. It was especially difficult for
less technologically savvy participants. Additionaly, both the
parent and the child were using the same Fithit app on each
tablet, requiring them to login and logout each time they wanted
to sync their equipment. This issue became a problem that
caused their data to sometimes get mixed up, especially with
theweight datafrom the scales. “ Too many devicesin one space
using Bluetooth to sync Fitbits and scales to tablets’ as one
participant reported. We solved thisissue by creating clones of
the Fitbit app so that two copies of the app could be installed
on the tablet: 1 for the parent and 1 for the child.

Many participants expressed that they had issues downloading
thelessonsto view. Thisissuewaslikely related to their cellular
data connection speed. Because the participants lived in rural,
south Texas, their cellular connectivity was less than optimal.
Having a weaker cellular signal resulted in significantly long
times for each lesson to download to the tablet, and caused the
videos that were embedded into each of the lessonsto often not
be able to play. To solve these issues, we embedded all of the
videos within the lessons rather than stream the lessons from
their original source (primarily YouTube). Thisrequired having
to download all of the videosfrom YouTube, and then importing
them into the lessons. To address the issue of the lengthy time
for downloading the lessons, which was exacerbated once videos
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were embedded due to larger file size, al of the lessons were
predownloaded to the tablet prior to the equipment being given
to the participants. It should be noted that making these changes
resulted in the amount of data to be stored on the tablet hard
drive exceeding the available space (16 GB). Therefore, we
installed amicro SD (securedigital) datacard (32 GB) into each
tablet.

By addressing issues participants had syncing their equipment
to the tablet and viewing online lessons, we were able to address
many of the challenges that occurred during the pilot. For
instance, we were able to provide more time during the
orientation session so participants have more hands-on training
in using the equipment and apps and we enhanced the
user-friendliness of the tablet, Fitbits, and apps.

Conclusion

We designed adigital technology—based intervention to deliver
a lifestyle modification program commonly delivered IP, by a
lifestyle coach. The combination of digital technologies and
live coaching affords the most efficient support to engage the
study participants and close the feedback |oop while providing
constant exposure to theintervention content [29]. Digital health
interventions are promising, but sometimes demonstrate mixed
effectiveness [6,57], often due to low participant engagement
and high study attrition [27,57] and a lack of integration of
BCTs into interventions [32]. To address these concerns, we
designed the Healthy Frio RT intervention by considering both
the behavioral and psychological theories as well as systems
engineering models [31,58]. The latter was critical in
formulating technologies for efficient delivery and dynamic
feedback in the RT intervention. We also incorporated key
featuresidentified in successful digital health interventions (eg,
live lifestyle coaching) to enhance the efficacy of the RT
intervention [28]. The RT development team was able to
overcome many challenges through close collaboration of a
multidisciplinary team consisting of behavioral health experts,
computer scientists, an instruction specialist, and primary care
providers. Finally, we embedded tools to collect information
on participant adherence and engagement as part of the RT
intervention. We hope that sharing our development process
and lessons learned will help other researchers understand the
factors influencing behavior changes in digital health
interventions and guide the development of the next generation
of digital health interventions.
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Abstract

Background: Theeffect of internet-delivered cognitive behavioral therapy (iCBT) on anxiety in adultsiswell-known. However,
patient dropouts and poor adherence to treatment are common. Feelings of bel onging and empowerment from the treatment might
be key to the completion of iCBT. Peer support workers are people with a personal experience of mental health problems, trained
to provide professional support to people who require mental health care.

Objective: Thisstudy aimsto assess patient experiences; the feasibility, safety, and acceptability; and preliminary effectiveness
on anxiety and depression, empowerment, and adherence to treatment in an 8-week peer-supported iCBT program for patients
with anxiety disorderstreated in primary care.

Methods: Thiswas asingle-arm mixed methods feasibility study. Participants were patients referred to a central unit for iCBT
in primary care. Quantitative data were collected pre-, post-, and 3 months postintervention. Qualitative data were collected
through semistructured interviews.

Results: A total of 9 participants completed the quantitative outcome assessment. Statistically significant improvements were
observed in perceived empowerment at a 3-month follow-up, and significant decreases in anxiety, depression, and psychological
distress at the end of the treatment were maintained at a 3-month follow-up. In total, 8 of the 9 patients showed improvement in
the severity of their symptoms of anxiety. Adherence to treatment was good among the participants. No serious adverse events
were reported. Eight participants were enrolled in the qualitative analysis. The qualitative results showed 3 main themes: (1) red
contact in an online world, (2) empowering experiences, and (3) being behind the wheel. Qualitative results largely emphasized
the personal relationship and supported the acceptability of adding peer support to iCBT.

Conclusions: Peer support in digital treatment seemsto be a safe and acceptable intervention. The preliminary results suggest
the effectiveness of peer support on patient empowerment, anxiety, depression, psychological distress, and adherence to treatment.
Theresultsindicate the need for future studiesto evaluate the effect of adding peer support toiCBT in larger randomized controlled
trias.

(JMIR Form Res 2020;4(8):€19226) doi:10.2196/19226

KEYWORDS

iCBT,; cognitive behavioral therapy; internet-based intervention; anxiety disorders; primary care; treatment adherence and
compliance; peer support
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Introduction

Background

Anxiety disorders are mental health problems commonly
encountered in primary care that may lead to impaired
functioningin daily life. Datafrom the Swedish National Public
Health Survey show that in 2018, 39% of adult respondents
reported symptoms of anxiety [1]. Anxiety disordersare mainly
treated with antidepressants in combination with various
psychologica treatments; however, the lack of access to such
treatmentsisageneral problem in Sweden’sroutine health care

2.

Cognitive behavioral therapy (CBT) is awell-documented and
effective method for various anxiety disorders [3] and is often
recommended as a first-hand treatment in Sweden [2].
Therapist-guided internet-delivered cognitive behaviora therapy
(iCBT) may be an effective medium for disseminating
psychologica treatment by providing greater availability and
reaching out to patients who would otherwise not seek care due
to fear of stigmatization [4]. Studies show that iCBT iseffective
for treating anumber of psychiatric disorders, including several
anxiety disorders, depression, substance abuse, and bipolar
disorder, among others[5-8]. A growing number of studiesalso
show that the effects of such treatment persist at long-term
follow-ups[8-11] and that it may be as efficient as face-to-face
therapy [7,12]. Moreover, people who have completed iCBT
generally show a positive attitude toward the treatment and its
effectiveness [13]. However, more research is needed on the
efficacy of iCBT in clinical settings, as only alimited number
of studies have been conducted to date [12].

Despite the positive results shown for iCBT, patient dropouts
and poor adherence to treatment are common [14-16]. To
increase patient compliance and completion of iCBT, additional
interventions might be needed to help patients cope with
continued symptoms during treatment. The need for additional
interventionsis also supported by findingsthat therapist-guided
internet treatments have better outcomes[6,7] and more patient
adherence[6] than unguided interventions. Feelings of belonging
and empowerment gained from the treatment might be key to
patients' completion of iCBT. Peer networks might be effective
in increasing adherence to treatment.

The mental health sector has recently seen an increase in the
use of peer support workers (PSWs) [17,18]. A peer support
worker is a person with lived experience of mental health
problems and rehabilitation who is employed in the mental
health sector and becomes professionally activein recovery and
support services for patients with mental health problems
[19-21]. The PSW publicly identifies as a person who has
received or is receiving mental health services [20] and has
recovered enough from their mental illnessto managethat illness
and live afulfilling life [19]. Peer support interventions focus
on strengthening patients’ resources, rather than focusing simply
on symptom reduction [22]. As peer supporters share their own
experiences of the path from mental illness to recovery, they
can function asrole models and give patients hope[20,22]. This
sharing of experiential knowledge might empower patients to
become active agentsin their own self-care[20,23]. Peer support

http://formative.jmir.org/2020/8/e19226/

Nisdling et al

services might also be effective in providing social support,
which prevents isolation and acts as a buffer against stressors
[20,24]. Through the hel per-therapy principle, it has also been
proposed that helping others might benefit PSWs themselves
by strengthening their self-esteem, sense of empowerment, and
confidencein their overall capability and ability to manage their
illness [20].

The effectiveness of peer support services is promising;
however, the evidence base is insufficient, and the results are
mixed [19,25]. A recent systematic review [26] showed that the
inclusion of peer support interventionsin general clinical care
is as effective as usual care conditions on traditional clinical
outcomes, such as symptom severity and hospitalization rates,
and that peer interventions have a positive effect on measures
of hope, empowerment, and quality of life. Mahlke et al [22]
found that the addition of peer support to standard treatment
for patients with severe mental illness was related to higher
scores of self-efficacy than standard treatment alone.

Recently, peer support services have been tested and offered in
digital settings[21]. Some studies haveinvestigated digital peer
support in online interventions aimed at patients with bipolar
disorders[27,28]. The participantsin the supported groupswere
guided in the program by people with personal experiences of
bipolar disorder. In both studies, adherence to treatment was
significantly higher among patients receiving peer support
[27,28]. A recent systematic review found preliminary evidence
for the effectiveness of digital peer support on patients
functioning, symptom reduction, and program utilization [21].

However, to date, few researchers have evaluated digital peer
support iniCBT interventions. The results of astudy in elderly
adults with depression indicated that peer-supported
CBT-informed intervention programs are acceptable and
equivalent to individually delivered internet interventions. Less
time from the therapist was needed in the group with peer
support [29].

Objectives

To our knowledge, no study has investigated peer support in
primary careiCBT for adultswith anxiety disorders. Therefore,
the aim of this explorative study was to assess patients
experiences, the feasibility, safety, and acceptability, and
preliminary effectiveness of an 8-week primary care,
peer-supported iCBT program for patients with anxiety
disorders. The hypotheses were that contact with a peer
supporter would enhance participants’ feelings of empowerment
and increase their adherence to treatment.

Methods

Design

This was a single-arm, pre-post mixed methods intervention
study to test the feasibility of an 8-week iCBT program for
patients with anxiety disorders treated in primary care. This
mixed methods study had a convergent design [30]. The intent
of aconvergent mixed methods designisto collect quantitative
and qualitative data to allow the different methods to
complement each other in terms of strengths and weaknesses
and provide afuller understanding of the research problem [30].

JMIR Form Res 2020 | vol. 4 | iss. 8 |€19226 | p.106
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

One motivation for using amixed methods design in this study
wasto triangul ate the research question using different methods
to investigate whether the results of the different methods
aligned with each other. The other motivation was to augment
the quantitative data with qualitative data of participants
experiences, as few prior studies have investigated using peer
support iniCBT treatment, and thusto reveal new information
that could be useful in future work. Outcome assessmentswere
conducted at baseline, postintervention, and at the 3-month
follow-up. Semistructured interviews were conducted
postintervention to investigate the participants experiences of
treatment. Quantitative and qualitative data were analyzed
separately and integrated and interpreted during the discussion
of the results. Multimedia Appendix 1 shows the flowchart of
the study.

Participants

The study was approved by the Regiona Ethics Committee of
Gothenburg (Dnr: 845-18). Participants were recruited from
patients referred to a central unit for primary care iCBT in the
Véstra Gotaland region, Sweden. Participants were adults aged
18 years or older with an anxiety disorder diagnosed according
to ICD-10[31]. Theinclusion criteria were having reached the
age of 18 years, having access to a computer with an internet
connection, being able to speak and understand Swedish, and
meeting the diagnostic criteria for an anxiety disorder (social
anxiety, generalized anxiety disorder [GAD], panic disorder,
obsessive compulsive disorder, or unspecified anxiety disorder).
The exclusion criteria were having started pharmacological
treatment for mental health problems or made major changes
inthe medication in the past few months, having serious suicidal
ideation or suicide plans, having severe or complex comorbidity,
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or needing other care or receiving ongoing psychological
treatment during the treatment period.

Procedure

All participants were interviewed before and at the end of
treatment by a psychologist using the structured diagnostic
interview instrument, PRIME-MD [32]. Before starting
treatment, all participants had a physical visit to the health care
center and asomatic examination by agenera practitioner (GP).
The assessment interview was conducted by telephone upon
referral from the health care center. The psychologist conducted
an in-depth interview with the PRIME-MD and conducted a
clinical assessment. After the interview, all patients who met
theinclusion criteriawere asked to participatein the study. They
were asked verbally, and written information was sent by post
to participants who wished to participate. The recruitment period
for the study was 4 weeks in the spring of 2019. Of atotal of
41 patients booked for an assessment interview, 21 met the
inclusion criteria and were asked to participate. Of these 21
respondents, 15 agreed to participate. One of the initial 15
participants chose to withdraw from treatment before it began,
and one chose to discontinue participation in the study after
reading the information letter, but continued the usual iCBT.
Two participants were excluded from data analysis because they
were never active in the treatment program despite severa
reminders. Two participants failed to send in their written
consent to participate in the study and were thus excluded from
thedataanalysis. Theresultsare thusbased on information from
9 participantswho agreed to the study and took part intheiCBT
with additional peer support. Table 1 shows demographic
variables of the participants.
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Table 1. Demographic variables of patients (n=9) participating in the study.
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Characteristics

Freguency, n (%)

Age (years)
18-25
25-35
35-45
>45

Gender
Male
Female
Employment status
Employed
Student
Sick leave
Previoudly received psychological treatment (lifetime)
Yes

No

Other psychological treatment during time for icBTP
Yes (counseling)
No
Current medication for mental health problemsduring timefor iCBT
Yes (2 begun just before treatment)
No

4(49)
4(44)
1(12)

N/AZ

4(44)
5 (56)

6 (67)
1(12)
2(22)

5 (56)
4(44)

1(11)
8 (89)

3(33)
6 (67)

3N/A: not applicable.
biCBT: internet-delivered cognitive behavioral therapy.

Quantitative datawere collected through assessment forms sent
to participants through a digital link sent to their email. The
participants filled in assessments of the primary outcomes at
the start of the treatment, at the middle of treatment, at the end
of treatment, and 3 months after compl eting the treatment. The
participants also completed a weekly assessment of symptoms
of general psychological distress in connection with each new
module in the treatment program. In addition, the participants
regularly responded to a question regarding suicidal ideation
as part of the weekly assessment of psychological distress. At
the end of treatment, a follow-up assessment was made by the
therapist in charge of the treatment to determine whether the
participant still fulfilled the diagnosisreceived at the assessment
interview before starting treatment. After completion of the
treatment, qualitative data were collected. A trained research
assistant, with no relationship to the participants, interviewed
the participants about their experiences and attitudes toward
treatment. The interviews were conducted by telephone 2 to 5
weeks after completion of treatment through a semistructured
interview guided with open-ended questions such as“How did
you experience the contact with a peer supporter?” The
participants’ descriptions led the interviewer to add follow-up
and in-depth questions such as “Can you tell me more?’ The
interviewer assured data reliability by repeatedly asking
participants if they understood and by summing up what the
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participant had said. The interviews lasted 30 to 45 min. All
interviews were audio-recorded and transcribed verbatim. The
research assistant transcribed the interviews. Of the 9
participants who completed the treatment, only one declined to
participate in the interview, and one responded to the interview
guestions in writing. The qualitative result is thus based on a
total of 8 participants. In addition to quantitative measures and
participant interviews, text messages sent from the peer
supporters to the participants were collected and analyzed.

Intervention

Two peer supporters were recruited through a Swedish patient
organization, the National Cooperation for Mental Health in
Gothenburg (NSPHiG). This organization has an established
program for Swedish peer support education and a national
platform of guidelines and frameworks. The organization has
experience implementing peer support in psychiatric care and
participated in recruiting and educating PSWsin this study. The
2 PSWs recruited for the study had experience working at an
inpatient psychiatric clinic and were temporarily employed in
primary care during the study. They worked 16 hours per week
and supported 5 to 7 participants each. They had weekly
scheduled meetings with a supervising psychologist, who is
aso the first author of this study. Supervision included
discussing the treatment content, the participants' answers on

JMIR Form Res 2020 | vol. 4 | iss. 8 |€19226 | p.108
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

the questionnaires, and reflections on the written messages from
the participants.

Peer supporters and participants interacted in the treatment
program via asynchronous secure messages. Peer supporters
were able to provide support and feedback on exercisesin the
iCBT program. The participants received afoll ow-up telephone
call from the peer supporter in the middle of the treatment. In
addition, the interactions in the text messages between peer
supporters and participants were tracked by the supervising
psychologist, who had joint access with the peer supportersto
thetreatment program inthedigital system. The purpose of this
was to ensure the safety of treatment. The psychologist,
however, to stay true to how peer support operatesin nondigital
interventions[33] and to ensure that the content solely reflected
the peer support intervention, did not try to influence the content
of the peer supporters’ messages.

Participants aso had limited contact with 2 licensed
psychologists in the iCBT. Both psychologists worked at the
participating clinic and were experienced in working withiCBT.
All participants received afollow-up call from the psychol ogist
after the completion of treatment. The psychologist also made
telephone calls on the request of participants or if they thought
it necessary (eg, if the psychologist noticed high scores on
suicidal ideations or the participant remained inactive in the
program for longer than 2 weeks—aroutine intervention at the
participating clinic).

In all cases, peer supporters had the most contact with the
participants. The contact between the participants and the
psychol ogistswas limited to messagesinforming the participants
that new modules had been activated in the treatment program.
More detail ed feedback on exercises and written messages was
given only upon request from the participants. The peer
supporters stated that they spent between 5 and 6 hours per
week on the intervention. These hours included supporting the
participantsthrough the program aswell as getting familiar with
the treatment program and the content of each module. The
psychologists spent roughly 10 to 15 min per participant per
week (ie, 120 min per patient during thetotal treatment period).

The iCBT program used in this study was developed by
Livanda-Internetkliniken AB for people affected by anxiety
problems such as panic disorder, social phobia, and generalized
anxiety. The program is based on both CBT methods and
acceptance and commitment therapy (ACT) interventions and
is a transdiagnostic program aimed at treating people with
mild-to-moderate anxiety problems [34]. The program is
designed as a course that includes education about symptoms
common to anxiety disordersand asatraining on different tools
that have been shown to have a positive effect on such disorders.
The program includes 13 different tools, and the treatment
consists of 8 modules meant to be completed within 8 weeks.
The tools presented are based on ACT principles such as
exposure, acceptance, valued action, mindfulness, and defusion.
The program contains psychoeducational text sectionsand video
clips, assessments, and home assignments.

http://formative.jmir.org/2020/8/e19226/
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M easur ements

Anxiety was measured using the GAD 7-item scale (GAD-7)
instrument. Theinstrument has 7 items measured on thresholds
for mild, medium, and severe anxiety [35]. Symptoms of
psychological distresswere measured using Clinical Outcomes
in Routine Evaluation 10 (CORE-10) [36]. The instrument
consists of 10 items and has clinical cutoff scores for general
psychological distress. Symptoms of depression were measured
on the 9-item Montgomery-Asberg Depression Rating
Scale-Self report (MADRS-S) [37] with cutoff points for
symptom severity. Empowerment was measured on the
Empowerment Scale [38], which consists of 28 items.
Acceptability was measured by using 4 questions, “To what
degree have you experienced the treatment as helpful?” “How
meaningful did you perceive the contact with the peer
supporter?’ “Would you recommend iCBT to someone else?’
and “Would you recommend iCBT with peer support to someone
else?’ All questions were scored on a scale of 1 to 5. Higher
values indicate greater acceptability.

Data Analysis

Quantitative Data Analysis

The quantitative data analysis for repeated measures was
performed using the Friedman analysis of variance (ANOVA)
[39,40], whichisanonparametric correspondence to aone-way
ANOVA with repeated measures. Post hoc analyses were
performed using the Wilcoxon signed rank test for related
samples. A Bonferroni-adjusted significancelevel wascalculated
to minimize the risk of type 1 error since multiple post hoc
comparisons were made. The analysis was performed based on
the intention-to-treat approach. The last observation carried
forward was used to deal with missing data.

Qualitative Data Analysis

The qualitative data analysis was performed according to a
thematic analysis [41]. The method was chosen because it
provides the researcher with a flexible framework for finding
themes and patterns in data [41]. The method is not bound to
any theoretical foundation and can thus be used to analyze data
both deductively and inductively. As this was an explorative
study about the participants’ attitudes and experiences of anew
treatment intervention, an inductive bottom-up approach was
used to capture experiences and opinions as unconditionally as
possible. The analysis was performed using a realist approach
with the aim of identifying the manifest content of the
participants' attitudes and experiences. The first author’'s
pre-existing understanding of the topic is that of a working
clinical psychologist and scientist as well as the project leader
of the study. This might have influenced the understanding of
the content of the interviews, but it also provided a deeper
understanding of theintervention asawhole, which might have
made the interpretation of the participants’ experiences deeper
and more realistic. To ensure that the interpretation of the
material was as close to redlity as possible, the third and last
authors were also involved in the interpretation process
described below. In addition, the last author aso read the
original interview material to ensure afit between the generated
themes and the content of the interviews.
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The data analysiswas guided by the 6 steps described by Braun
and Clarke [41]. The interviews were first read severa times
by the first author to become familiarized with the entire data
set and formulate ideas about the initial codes and themes. Al
materials related to the research question were then coded by
the first author. The software program, NVivo 12, was used to
facilitate the coding process. After theinitial coding, the codes
were manually gathered by thefirst author into athematic map,
and preliminary themes and subthemes were identified. The
themes were then reviewed by the first and last authors and
revised when necessary. The first thematic map consisted of
several themes and subthemesthat were later refined. Examples
of themesin this phase were experiences of peer support, effects
of treatment, the treatment medium, the treatment program, and
external factors. After this stage, the first author reviewed the
codes and corresponding themes and subthemes with the third
author, who had not been involved in the study design,
recruitment, treatment, or initial analysis nor to that point had
been familiar with the content of the interviews. After
discussion, theinitial themeswere condensed into 3 main themes
with corresponding subthemes. The codes were rechecked and
reorganized by the first author according to the new themes.
This process was guided by the dua criteria for judging
internally homogenous and externally heterogeneous categories
of [41]. Finally, thefirst author and last author read the original
transcriptions of the interview material and reviewed the codes
and corresponding themes and subthemesto ensure afit between
theinterview content and the formulated themes.

Table 2. Number of modules completed (n=9).

Nisdling et al

Peer Supporters Text Messages

The text messages sent from the peer supporters to the
participants were also analyzed using the same procedure as
described abovefor theinterviews. Thefirst step of theanalysis
was performed by the first, fourth, and last authors and was
compiled into themes by thefirst author. Thefit between themes
and content was rechecked by the last author.

Results

Quantitative Results

Quantitative results are based on information from atotal of 9
participants who went through theiCBT with additional support
from peer support. Five participants stated that they spent 0-2
hours per week on the treatment and 4 participants spent 2-4
hours per week. No participant dropped out after starting
trestment. Some participants did not complete all of the modules,
but they continued to have written contact with their peer
supporter through messages in the program and thus remained
active in the treatment. Two participants completed only one
module, and 67% (6/9) completed more than half of the
modules. Table 2 shows the number of modules completed for
all participants.

Participants showed levels of anxiety and depression above the
threshol ds before treatment. Table 3 shows descriptive statistics
for the different measurement points for GAD-7, MADRS-S,
CORE-10, and the Empowerment Scale.

Participants, n (%)

Modules completed, n

2(22) 1
1(11) 4
3(33) 5
2(22) 6
1(11) 8
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Table 3. Descriptive statistics for measurement points on GAD-7, MADRS-S, CORE-10, and the Empowerment Scale.

Measurements Median Mean (SD) Variance Minimum scores Maximum scores
GAD-72
Pre 15 12.9 (4.3) 18.6 5 18
Mid 9 9.8(4.8) 232 4 18
Post 5 6.8 (4.6) 20.9 2 13
3-month follow-up 5 6.4 (4.6) 20.8 1 13
MADRS-S”
Pre 27 23.0(6.4) 41.0 11 29
Middle 23 19.9(7.7) 59.9 5 28
Post 15 15.8(9) 80.9 4 28
3-month follow-up 12 14.3 (10.4) 108.5 1 30
CORE-10°
Pre 22 22.9(5.6) 316 16 31
Post 15 15.3(5.7) 325 8 25
Empower ment Scale
Pre 71 73.2(9.7) 94.4 59 91
Middle 72 73.8(11.8) 138.7 59 95
Post 80 77.6 (9.3) 86.0 62 90
3-month follow-up 85 83.2(12) 143.7 62 100

8GAD-7: generalized anxiety disorder 7-item scale.
PMADRS-S: Montgomery-Asberg Depression Rating Scale-Self report.
YCORE-10: Clinical Outcomes in Routine Eval uation 10.

Anxiety

Theresultsfrom Friedman test for GAD-7 showed astatistically
significant difference between measurement points, X>,=11.6;
P=.003. A post hoc analysis with a Wilcoxon signed rank test
for related sampleswas performed with a Bonferroni correction
applied, resulting in a significance level set at P<.017. Results
from the post hoc analysis showed a statistically significant
reduction in anxiety symptoms from pretest to 3-month
follow-up (Z=-2.552; P=.01; r=0.60) aswell asfrom pretest to
posttest (Z=-2.668; P=.01; r=0.63). There was no statistical
differencein anxiety symptoms between postmeasurement and
3-month follow-up (Z=—-0.170; P=.87; r=0.04).

Depression

For MADRS-S, the results from Friedman test showed a
statistically significant difference between measurement points
(X2,=9.9; P=.01). Results from the post hoc analysis with the
Wilcoxon signed rank test, with the Bonferroni correction
applied (P<.017), showed a statistically significant reduction
in depressive symptoms from pretest to the 3-month follow-up
measurement (Z=-2.429; P=.02; r=0.57) and from pretest to
posttest (Z=-2.521; P=.01; r=0.59). There was no statistical
difference in depressive symptoms between postmeasurement
and 3-month follow-up for MADRS-S (Z=-0.491; P=.62;
r=0.12).

http://formative.jmir.org/2020/8/e19226/

Psychological Distress

Results from the Wilcoxon signed rank test for CORE-10
showed a statistically significant reduction in symptoms of
psychological distress from pretest to posttest (Z=-2.524;
N-ties=8; P=.01; r=0.59). The 3-month follow-up test for
CORE-10 was not assessed since the participants filled in this
measurement in connection with new modules of the treatment
program and, by the 3-month follow-up, no longer had access
to the treatment program.

Empower ment

The results from Friedman test for the Empowerment Scale
showed a dtatistically significant difference between
measurement points (X?,=10.1; P=.01). Results from the post
hoc analysis with a Wilcoxon signed rank test with the
Bonferroni correction (P<.017) showed astatistically significant
increase in experienced empowerment from pretest to 3-month
follow-up measurement (Z=—2.547; P=.01; r=0.60). There was
no statistically significant difference between pre- and
postmeasurement with the Bonferroni correction applied
(Z=-2.082; P=.04; r=0.49) or between postmeasurement and
3-month follow-up with the Bonferroni correction applied
(Z=-2.371; P=.02; r=0.56).

Clinically Significant | mprovement

Clinically significant improvement was determined by
comparing the scores on GAD-7 and MADRS-S against the
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thresholds on the respective scales for mild, moderate, and
severe anxiety and depression at the start of treatment and at
the end of treatment. Of the 9 patients, 8 were considered
“improved” on the severity of their symptoms of anxiety; 4
were considered “improved” on symptoms of depression based

Table 4. Clinically significant improvement.

Nisdling et al

on the thresholds for mild, moderate, and severe depression on
MADRS:-S; 5 were considered “unchanged” for symptoms of
depression, athough 1 did not meet the cutoff threshold for
depression at startup or at the 3-month follow-up. Table 4 shows
the changesin the cutoff scoresfor the GAD-7 and MADRS-S.

Participant Symptom severity for anxiety based Improvement GAD-7  Symptom severity for depression based Improvement MADRS-S
on cutoff scores on GAD-72 on cutoff scores on MADRS-SP

1 From severe to moderate Improved From moderate to moderate Unchanged
2 From mild to absent Improved From absent to absent Unchanged
3 From moderate to mild Improved From moderate to mild Improved
4 From severe to absent Improved From mild to absent Improved
5 From moderate to mild Improved From mild to mild Unchanged
6 From severe to mild Improved From mild to absent Improved
7 From severe to moderate Improved From moderate to moderate Unchanged
8 From mild to moderate Unchanged (worsening) From moderate to moderate Unchanged
9 From severe to mild Improved From moderate to absent Improved

8GAD-T7: generalized anxiety disorder 7-item scale.
PMADRS-S: Montgomery-Asberg Depression Rating Scale-Self report.

Based on the diagnostic interview with Prime-MD conducted
at the start and the end of the treatment, 5 participants no longer
met the criteriafor their main anxiety diagnosis after treatment;
4 were assessed as <till meeting the criteriafor their main anxiety
diagnosis, one of whom was referred back to the health care
center for further treatment. With that one exception, none of
the participants were considered in need of further treatment
for anxiety. Table 5 shows the participants diagnoses at the
start and end of the treatment.

http://formative.jmir.org/2020/8/e19226/

At the 3-month follow-up assessment, 4 participants stated that
they had sought continued care for their mental health; 3 stated
that they had started some form of counseling, and 1 had started
pharmacological treatment for mental illness. Of the 4
participants who sought continued care after termination of
iCBT, 1 was classified as unchanged, while 3 were classified
as improved according to the results above.
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Table 5. Diagnosisat start and end of treatment assessed by the diagnostic interview, PRIME-MD.

Participant Diagnosis at start of the treatment Meetscriteriafor diagnosisafter treatment  Referred for further treatment

1 «  Anxiety, unspecified « Yes N/A2
«  Depressive episode, unspecified « No

2 e Panicdisorder « No N/A
«  Anxiety, unspecified « No
«  Specific phobia (emetophobia) « Yes

3 e Panicdisorder « No N/A
«  Generaized anxiety disorder « Yes
«  Socia phobia « Yes
«  Depressive episode, unspecified « Yes
o  Obsessive compulsive disorder « No
«  Eating disorder, unspecified « Not assessed

4 « Socia phobia « No N/A
«  Generaized anxiety disorder e Yes

5 «  Anxiety, unspecified « No N/A
«  Depressive episode, unspecified « No

6 o  Generalized anxiety disorder e Yes N/A
« Socia phobia « Yes

7 o  Generalized anxiety disorder e Yes Referred to health care center
« Socia phobia « Yes
«  Depressive episode, mild e Yes

8 «  Generaized anxiety disorder « Yes N/A
o Recurring depressive episode, moderate «  Yes

9 «  Anxiety, unspecified « No N/A

3N/A: not applicable.

Safety and Acceptability

No serious adverse events were reported during the treatment
period or in theinterviewswith the participants. The participants
(n=9) scored a median value of 4 (on a scale of 1-5) on the
guestion “To what degree have you experienced the treatment
as helpful?’” The participants also scored a median value of 3
(on a scale of 1-5) on the question “How meaningful did you
perceive the contact with the peer supporter?’

For the question “Would you recommend iCBT to someone
else?’ 7 of the 9 participants stated that they would recommend
it, 1 would not, and 1 did not know or had no opinion. For the
question “Would you recommend iCBT with peer support to
someoneelse?’ 7 of the 9 participants answered affirmative and
2 stated that they did not know or had no opinion.

Qualitative Results

Three main themes with associated subthemes were generated
from the qualitative results: real contact in an online world
(subthemes: “Support and encouragement” and “Sharing
experiences provides personal contact”); empowering
experiences (subthemes: “ Changesin psychol ogical well-being,”
“An ongoing task,” and “Acquired psychological strategies’);
and being behind the wheel (subthemes. “Flexibility and
responsibility” and “Barriers to treatment”).

http://formative.jmir.org/2020/8/e19226/

The quotes in the text have been translated into English.
Real Contact in the Online World

This theme relates to the participants experiences of their
contact with the peer supporter and their thoughts on what had
been helpful or not about having the peer support in treatment.

Support and Encour agement

The participants generally described having had a good
experience with the peer supporter. Several described their
perception of peer support as very good and said that contact
with a peer supporter could help someone to see another side
to anxiety and to imagine the possibility of feeling better.
Severd participants said that it felt good when the peer supporter
checked in onthem and showed that they werethere by emailing
every week, asking them questions about how things had been
going. They said it was useful to know there was someonethere
who they could turn to. Many thought it was nice to be able to
write about anything they felt like and that the treatment
program felt more real when there were real peopleto write to:

| absolutely believe that it is a very good idea and
that you know that you are not alone and that it is
possible, thereisa second sideto the problemaswell.
You can crawl out of this, so that's what | think but
it was, it was a good experience on the whole.
[Participant #8]
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| thought it was very, it was nice that the person, the

peer supporter noticed if | had written that— haven't

had anyoneto talkto[...] and then he wrote directly

saying that you can write to me when it is needed,

and then | wroteto him, so | thought it was very nice,

to just be able to write to someone like that.

[Participant #3]
Several participants were able to point to situations where
contact with peer support was extra helpful; however, some
stated that they had not had much contact with their peer
supporter. A couple of participants described wanting more
verbal contact with the peer supporter and thought that this had
facilitated their connection with each other. In line with this,
some participants described how it had been extrahelpful when
they were able to speak with their peer supporter on the phone.
One participant asked for a physical meeting with the peer
supporter at the beginning of treatment and thought this had
facilitated their connection. One other participant, however, felt
that digital contact reduced the pressure of social settings and
made it easier to open up. Another described having wanted to
know more about the peer supporter's background and concrete
experience. Inlinewith this, another participant described how
the contact was made more difficult because of uncertainty
about the peer supporters. Yet another participant felt that the
treatment worked equally well without peer support.

Sharing Experiences Provide Personal Contact

Many of the participants felt that it was positive to share
experiences with someone who had been in asimilar situation.
Some described situations during treatment when it had been
helpful when the peer supporter shared how they had handled
similar situationsin the past:

The peer supporter could writethat I’ ve also felt like

that sometimes, and | usually think this way and this,

that if you are afraid to say something that will sound

wrong, then try and do it and see what happens.

[Participant #3]
Several of the participants said that it felt like a more personal
contact to talk to someone with similar experiences than to
health care professionals (therapists, psychologists, or doctors).
The peer supporter was seen as a fellow human being and
someone who could understand their problems differently than
atherapist because of their personal experiences:

It was pretty nice to talk to someone. She had gone
through everything, and it wasn't like someone or a
therapist was in charge, but maybe a fellow human
being, who knows where you are at. [Participant #1]

Empowering Experiences

This theme relates to the participants experiences of being
strengthened in themselves and how the treatment contributed
to their feeling able to handle their anxiety in a different way.
Changesin Psychological Well-Being

The magjority of the participants described feeling less anxious
in general after the treatment and said that situations that used

to provoke anxiety did not do so anymore. Many participants
also described changes in cognition as they thought of their
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emotions as “just feelings’ and thus felt that they could handle
their anxiety differently than before starting treatment:

Well that, in fact, it might not be so dangerous. It's

just afeeling. It can be very difficult, and to try to tell

yourself that it's actually just a feeling, you probably

won't not die anyway. [Participant #1]
Several participants described how the treatment had helped
them do things they had previously avoided because of their
anxiety. They described pushing themselvesto talk in situations
that made them feel uncomfortable, daring to make mistakes,
or to state their opinion more clearly. Some described how going
through treatment had created a positive feedback loop and that
doing things they had previously avoided made them feel
stronger about themsel ves. Some al so described how exposing
themselves to situations they had previously avoided helped
them to realize that those things were not as dangerous as they
had thought and to realize that if they did not try, things would
not get better:

...when | had anxiety, | often put things off. | mean |
didn’t want to meet people, but now | force myself to
just meet people, becauseit is not getting better from
me not doing it. [Participant #4]

The treatment has helped me to be able to do things
that | previously was anxious about. So it has
strengthened me, it has strengthened other parts of
my person and my inner well-being, which has made
me less uncomfortable in those situations that made
me uncomfortable in the past. [Participant #9]

A couple of the participantsfelt that through the treatment they
had realized that they were not the only ones to deal with
anxiety, and this realization made them feel less alone. They
also felt that they could think of their unhelpful thoughts more
as symptoms of anxiety than reflections of real conditions, and
could therefore feel less odd.

Several participants described feeling they had taken hold of
themselves by deciding to go through treatment, and a couple
described having clearer thoughts about themselves asthe people
who had to deal with their problems.

An Ongoing Task

Most participants described feeling that they would continue
working on themselves even after treatment. Some pointed to
different interventions in the treatment program that they were
going to remind themselves to continue using. Others stated
that they would continue to do exercises from the program to
become better at taking care of themselves:

[There were] some practical exercisesto do, and to
bring those with you, to keep doing those exercises
when needed. Or maybe not even when needed, but
on aregular basis. [Participant #9]
Acquired Psychological Strategies
Many participants described the program as having given them
helpful tools and new knowledge about thoughts, feelings, and
physical reactions to anxiety. Some participants emphasized
having adifferent perspective on their own thoughtsand having
learned to question them. Other strategiesthat patients acquired
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were being able to put their thoughts and feelings into words
and to set goals for themselves. The participants mentioned
helpful interventions such as breathing exercises or postponing
rumination to a set time.

Being Behind the Wheel

This theme concerns the participants' perceptions of the form
of thetreatment and the perceived advantages and disadvantages
of mediating the treatment digitally.

Flexibility and Responsibility

Many participants had a positive attitude toward the treatment
program, and several thought the treatment had helped them.
None of the participants felt that the treatment had resulted in
a negative change for them. However, a few participants felt
that the treatment was not suitable for them.

Several participants emphasized the increased flexibility of the
digital treatment and appreciated being able to access the
treatment when it suited them and to reflect on the content at
their own pace:

It was actually the whole concept of having someone
all the time that you can have contact with and at the
same time be able to read up on and do things
yourself, but at the same time be able to write to
someone if you feel that you need it. [Participant #3]

In contrast, a few participants described how the flexibility of
the treatment could also be a disadvantage, as they postponed
working with the treatment, had lesstimeto sit with the program
than they had intended, or felt too tired to engage with the
program after a day of working. In line with this, some
participants reasoned that the digital medium for treatment
placed greater demands on their own responsibility and
self-awareness. They reasoned that this might place a greater
demand on patients to have afunctional everyday life and that
thetreatment might be more suitable for patientswith less severe
mental illness:

My first CBT treatment in group, for example, did not
work because | was too bad and what was required
there wasway beyond what | could handle, so | would
say that maybeit is something to try when things start
to stabilize so that you are able to take that
responsibility yourself. [ Participant #8]

Barriersto Treatment

The participants also described some difficulties related to the
digital form of treatment. Some participants felt that there was
too much information in the treatment program to read and
listen to. Several participants also mentioned that the pace of
the treatment was too quick, and they wished for more time to
go through the program. A few participants described having
difficulty engaging in the treatment because it came at an
inappropriatetimein life, they were not prepared for how much
the treatment would require of them, and they found it hard to
take charge of doing things for themselves. Some participants
said that they had wished for more verbal contact with the
therapist or the peer supporter and thought this might have
facilitated their engagement with the treatment program:

http://formative.jmir.org/2020/8/e19226/
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It was nothing that suited me because a lot of what |
needed to do was a little more, | got stuck in trying
to understand it myself and doing it, and it was that,
that was the problem from the beginning, so it’s like,
| never got started so to speak. [Participant #7]

Peer Supporters Text M essages

Interviewswith peer supporters showed that they were satisfied
with their role in the treatment program. The peer supporters
generaly felt that the pace of their support could have been
quicker and thought they could have supported 8 to 12 patients
per day rather than5to 7.

The qualitative analysis of the peer supporters' text messages
to the participants (n=81) resulted in 3 themes: reinforcement
of resources, being present for the patient, and being personal.

Significant for the theme “Reinforcement of resources’ was
how the peer supporters reinforced the participants work with
the treatment by paying attention to and encouraging the
participantsto work with the trestment program. They reinforced
participants’ engagement in positive behaviors or behaviors
related to their valued direction or goals (such as self-exposure
to anxiety or using strategies from the treatment program) and
encouraged them to express and share their opinions about the
treatment’s form, content, and specific exercises. The peer
supporters also invited dialogue with participants through
guestions such as “What do you think about the treatment
program?’ or “How do you fed you are doing with the
treatment?’ Thetheme*“ Being present for the patient” represents
the various ways in which peer supporters showed the
participantsthat they were to support them. The peer supporters
validated the participants' difficulties, expressed empathy, and
encouraged them to get in touch with them if they had any
questions or difficulties. The peer supporters asked about the
participants' lives, but also created connection with the
participants by using everyday expressions such as “Happy
weekend” or “1 wish you a happy Easter.” The peer supporters
also encouraged the participants to continue working with the
treatment program through written reminders and by prompting
upcoming exercises. The theme “Being personal” refers not
only to how the peer supporters shared their own thoughts and
opinions about the treatment program and various exercises that
they thought were helpful for them, but also to how they shared
their own experiences of dealing with and handling similar
difficultiesin various situations. The peer supportersaso made
use of self-disclosure by telling the participants about situations
they found difficult and emphasizing self-acceptance and
self-compassion when confronting difficultiesin life.

Discussion

Principal Findings

To our knowledge, this is the first study to embed peer
supportersin primary careiCBT treatment for anxiety. We used
anaturalistic single-arm mixed methods approach to investigate
thefeasibility, safety, experiences, acceptability, and preliminary
effectiveness of a peer-supported 8-week iCBT program on
anxiety, depression, psychological distress, empowerment, and
adherence to treatment. The results show that such a program
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isfeasible and that participants appreciated the peer supporters
help. The study was conducted in a clinical setting and thus
supportsthefeasibility of adding peer support toiCBT treatment
in real-world settings. A common criticism of efficacy studies
(ie, studies conducted in research settings with rigorous design
methods and with strict selection of research participants) is
that research conditions do not accurately simulatethereal world
and thus have high internal validity but limited external validity
[42]. Our samplewaslargely representative of the patient profile
in primary care, which includes a range of socioeconomic and
clinical backgrounds. This study also provides evidence of the
general feasibility and effectiveness of iCBT in clinical
(specifically primary care) settings, as only a few studies on
iCBT have been conducted in clinical settings [12]. The
guantitative results further support previous research showing
that iICBT iseffective both for mild-to-moderate problems[5-8]
and for more severe mental illness[43]. The participantsin this
study had symptoms of anxiety and depression above the cutoff
thresholds, indicating that iCBT treatment might be effective
for more severe psychological distress.

The quantitative and qualitative results of this study support the
presumptive positive effect of peer support. The quantitative
results showed asignificant reduction in anxiety and depression
after treatment, which was maintained at the 3-month follow-up
assessment. There was also a significant reduction in general
psychological distress at the end of the treatment. Statistical
data were also supported by clinical measures and qualitative
data. The participantsfelt that the treatment contributed to their
feeling of being able to handle their anxiety differently.
Participants a so declared that they felt their lives had expanded
and, that after treatment, they could do things they had
previously avoided.

The combined results show an increasein the participants' sense
of empowerment connected both to their contact with the peer
supporter and the actual tools in the iCBT program. Several
participants described how contact with apeer supporter hel ped
them see that it was possible to feel better. The treatment
program was seen as helpful because it provided tools to
overcome psychological barriers associated with anxiety, and
overcoming these barriers allowed the participantsto feel more
empowered. The quantitative results also showed a significant
increase in the participants sense of empowerment between
the start of treatment and the 3-month follow-up after
completion. The quantitative and qualitative resultsin this study
showing increased empowerment are in line with previous
research showing that peer support interventions are related to
increased measures of self-efficacy, hope, and empowerment
[22,26]. These observations reflect several key learning points
in peer-supported interventions, such as focusing on
strengthening the patient’s resources. In addition, when peer
supporters share experiences of their own paths from mental
illness to recovery, they can function as role models and thus
provide hope for patients.

Prior research shows that guided iCBT is generally more
effective than unguided [6,7]; however, little is known about
what contributes to effective guidance in internet-mediated
treatment. The internet provides enormous possibilities for
disseminating evidence-based psychological treatment; however,
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it provides little personalized contact and might seem more
effortful to patients. This possible disadvantage was evident in
this study with participants saying that although
internet-mediated treatment provides flexibility, it demands
more responsibility from patients than face-to-face treatment.
This is the only study that we know of that has qualitatively
analyzed participants’ experiences of peer support iniCBT, but
several prior qualitative studies have analyzed participants
experiences of therapist-supported iCBT. The results of this
study regarding patient perceptions of the treatment medium
are in line with previous qualitative studies. The flexibility of
iCBT is often perceived both positively, by contributing to
patients' experiences asthe primary agents of their own change
and their ability to choose when and how to receive the treatment
[44-46], and negatively, by placing more responsibility on
patients, which can be experienced as demanding and might
contributeto difficultiesin engaging with the treatment [47,48].
Many studies also emphasize support from the therapist as an
important factor in treatment outcomes [44-46,49].

Based on this study’s results, one factor that can contribute to
effective guidancein psychological internet treatment might be
more persona and self-disclosing messages, which become
even more important in a digital context than in normal
face-to-face treatment, where alliance-forming factors such as
body language, tone, and implicit validation strategies are lost.
The analysis of the text messages sent from peer supporters to
participants in the treatment program in this study shows how
peer supporters made use of self-disclosure, shared their own
experiences of dealing with difficultiesin life, and shared their
personal reflections on the content and tools they thought were
helpful in the program. The usefulness of thiswas strengthened
by the qualitative results, in which several participants
emphasized the personal connection they felt when they were
able to share their difficulties with someone who had similar
experiences.

Adherence to treatment in this study was above that commonly
seen in other studies on iCBT, with arecent systematic review
and meta-analysis showing an average dropout rate of 15.7%
inguidediCBT treatment for psychiatric and somatic conditions
[7]. In this study, despite its small sample size, no participant
dropped out of treatment and 67% (6/9) completed more than
half of the treatment modules. These results are in line with
previous studies on digital peer speciaistsin internet treatment
[21,27,28], supporting the hypothesis that peer support can
enhance treatment engagement. Moreover, in this study, less
time was required by the therapist than usual in iCBT at the
participating unit since the study was designed to limit support
from the clinicians in favor of peer support. These results
support the feasibility of this study. Thisis aso in line with a
previous study on peer-supported iCBT interventions, which
showed that less support from therapists was needed in the
peer-supported group [29]. A recent meta-analysison iCBT for
anxiety and depression disorder reported that therapistsreporting
spending from 18 to 352 min per patient ranged over the
treatment period, indicating large general between-therapist
differencesintimeallotted toiCBT [50]. In this study, clinicians
spent roughly 120 min per patient over the entire treatment
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period. Lesstimefrom the therapist can potentially increasethe
scalability of iICBT and increase access to care for patients.

The qualitative results from this study also pointed to some
improvements that could be made in the design of the study.
Some participants stated that their contact with the peer
supporter was not fully utilized. Stated reasons for difficulties
in engaging with the peer supporter included a lack of
knowledge about the peer supporter’s background and training,
and atreatment period too short to create areal connection with
each other. Some participants and peer supporters (in discussions
during supervision) suggested that more verbal contact could
be useful for creating a sense of connection, especialy early in
treatment. Prior research suggests that to be effective, it is
important that peer support services reflect cultural diversity
[20]. Research on self-help groups shows that when participants
perceive the other people in the group to be similar to
themselves, they are more likely to continue attending the group
[20]. For administrative reasons, this study had only 2 PSWSs,
which limited their cultural diversity and might have influenced
the perceived helpfulness of the peer supporters for some
participants.

Future studies could contribute further by exploring how
interactions between participants and peer supporters can be
enhanced.

Limitations

This study was an uncontrolled feasibility study, so it is not
possible to rule out factors other than the treatment affecting
the outcomes. We aso do not know whether similar results
would have been seen in iCBT treatment without peer support
for this specific group of participants. The study also has a
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limited sample size, which limits both the conclusions that can
be drawn from the quantitative assessments and the
transferability of the qualitative data. Data saturation is defined
asthe point when additional datano longer add new information
totheanalysis, and it is used to determine when the recruitment
of new interview participants can be terminated. The themes
formulated in this study thus cannot claim transferability but
can guide the development of future peer-supported services
embedded within iCBT treatments. Despite the limited sample
sizein this study, aclear strength is the combination of several
different analytic methods, including statistical analysis, clinical
measures, and qualitative analysis, al of which support the
conclusion that peer support isafeasible addition to iCBT.

Inlight of itslimitations, this study should bereplicated in larger
sample sizes, different populations, different contexts, and
randomized controlled trials.

Conclusions

This study supports the feasibility of adding peer support to
iCBT for adults with anxiety disorders. The results suggest
preliminary support for the effectiveness of peer support on
patient empowerment, reduction in anxiety, depression, and
psychological distress, and adherence to treatment. Qualitative
results also suggest that clinicians may be more effective by
allowing themselves, such as PSWs, to be more personal and
self-disclosing in their messagesin the treatment program. Peer
support might therefore contribute to more effective guidance
in internet-based psychological treatment and might counter
theloss of aliance-forming factors such as body language, tone,
and implicit validation present in physical encounters. Future
studies should validate the findings of this study with larger
sampl e sizes and randomized controlled trials.
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Abstract

Background: Inadequately managed pain is a serious problem for patients with cancer and those who care for them. Smart
health systems can help with remote symptom monitoring and management, but they must be designed with meaningful end-user
input.

Objective: Thisstudy aimsto understand the experience of managing cancer pain at home from the perspective of both patients
and family caregiversto inform design of the Behavioral and Environmental Sensing and Intervention for Cancer (BESI-C) smart
health system.

Methods: Thiswas a descriptive pilot study using a multimethod approach. Dyads of patients with cancer and difficult pain
and their primary family caregivers were recruited from an outpatient oncology clinic. The participant interviews consisted of
(1) open-ended questions to explore the overall experience of cancer pain at home, (2) ranking of variables on aLikert-type scale
(O, no impact; 5, most impact) that may influence cancer pain at home, and (3) feedback regarding BESI-C system prototypes.
Qualitative data were analyzed using a descriptive approach to identity patterns and key themes. Quantitative data were analyzed
using SPSS; basic descriptive statistics and independent sample t tests were run.

Results: Our sample (n=22; 10 patient-caregiver dyads and 2 patients) uniformly described the experience of managing cancer
pain at home as stressful and difficult. Key themesincluded (1) unpredictability of pain episodes; (2) impact of pain on daily life,
especialy the negative impact on sleep, activity, and socia interactions; and (3) concerns regarding medications. Overall, taking

pain medication was rated as the category with the highest impact on a patient’s pain (5:4.79), followed by the categories of

wellness (E:&GO; sleep quality and quantity, physical activity, mood and oral intake) and interaction (522.69; busyness of
home, social or interpersonal interactions, physical closeness or proximity to others, and emational closeness and connection to
others). The category related to environmental factors (temperature, humidity, noise, and light) was rated with the lowest overall

impact (‘E =2.51). Patients and family caregivers expressed receptivity to the concept of BESI-C and reported a preference for
using awearable sensor (smart watch) to capture data related to the abrupt onset of difficult cancer pain.

Conclusions: Smart health systemsto support cancer pain management should (1) account for the experience of both the patient
and the caregiver, (2) prioritize passive monitoring of physiological and environmental variablesto reduce burden, and (3) include
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functionality that can monitor and track medication intake and efficacy; wellness variables, such as sleep quality and quantity,
physical activity, mood, and oral intake; and levels of social interaction and engagement. Systems must consider privacy and data
sharing concerns and incorporate feasible strategies to capture and characterize rapid-onset symptoms.

(IMIR Form Res 2020;4(8):€20836) doi:10.2196/20836
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Introduction

Inadeguately managed pain continues to be a serious problem
for patients with cancer and those who help care for them. An
estimated 40% to 90% of patients with cancer experience pain
across the illness continuum [1-3], negatively affecting sleep,
adherence to treatment, mood, and overall quality of life[2,4].
Even patients with cancer enrolled in home hospice programs,
which are uniquely designed to provide comprehensive support
at the end of life, risk experiencing poorly managed symptoms
[5-7]. One study found that >50% of hospice patients experience
moderate to severe pain in thelast week of life [8]. The majority
of cancer symptom management occurs in the home setting,
wherefamily caregiverscommonly play akey rolein supporting
patients. However, family caregiversare often required to make
decisions about symptom management with limited information
and support, which can significantly increase emotional distress
[4,9,10]. Infact, working to control difficult painis consistently
rated as one of the most stressful tasks performed by family
caregivers[11-15].

Ensuring quality home-based symptom management support is
especially relevant for patients with advanced disease who may
wish to forego aggressive curative treatments, avoid tripsto the
emergency department and hospitalizations, and focus on
comfort care at home. For example, pain that escalates without
adequate, prompt treatment can cause significant patient and
caregiver distress as well as unplanned health care
utilization/emergency department visits, which may not be
compatible with patient goals at the end of life [16-19]. Recent
studies have estimated that between 25% and 55% of emergency
department visits for patients with advanced cancer are
avoidable[16,17,20], and uncontrolled pain a homeisamajor
reason that patients disenroll from hospice programs [21-23].
As health care adapts to the challenges and redlities of
COVID-19, home-based monitoring strategies are likely to
become even more essential for seriousy ill and
immunocompromised patients who will be at higher risk for
adverse outcomesif they must present to acute care settings for
Symptom management.

http://formative.jmir.org/2020/8/e20836/

Although the literature richly describes the experience and
consequences of poorly managed cancer pain within the home
setting [4,5,24,25], gaps exist in understanding real-time,
dynamic contextua factors that may worsen or mitigate the
experience of cancer pain from the perspectives of patients and
family caregivers [4,15,26-30]. Smart hedlth (eg,
wireless/mobile technology and user interfaces) isincreasingly
being utilized to improve remote symptom monitoring and
management [31,32], but it is not always designed with
meaningful end-user input [33] and may not be appropriate or
feasible for the unique needs of patients and caregivers coping
with the stressors of advanced, late-stage illness, limiting its
ultimate utility and effectiveness [34,35]. Relatedly,
ever-evolving technological capabilities can capture a large
range of data, but it is not aways clear which variables,
especialy environmental, are most essential and how they
should be prioritized [30].

This research represents amultiphase effort to design and pilot
test an in-home smart health system, known as the Behavioral
and Environmental Sensing and Intervention for Cancer
(BESI-C) system, with a palliative care oncology population to
support patients and family caregivers in monitoring and
managing cancer pain. The overall research protocol is described
indetail elsewhere[36], but, briefly, BESI-C includes apackage
of environmental and wearable sensors and user interfaces
deployed in patient homes to gather physiological, behavioral,
contextual, and environmental data regarding pain events from
the perspective of both patients and family caregivers. The
ultimate goal of BESI-C isto successfully predict pain episodes
and deliver real-time tailored interventions to both patients and
caregiversaswell assharerelevant datawith stakeholders. This
manuscript presents results from phase | of the project (Figure
1), which aimed, from the perspective of both patients and
family caregivers, to (1) explore the general experience and
challenges of managing cancer pain in the home setting, (2)
evaluate therole of specific variablesthat may influence cancer
pain in the home setting, and (3) gather end-user input to inform
BESI-C system design.
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Figure 1. Overall study design. BESI-C: Behavioral and Environmental Sensing and Intervention for Cancer.
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Methods

Study Design

Thiswas adescriptive pilot study using amultimethod approach.
Setting

Patients and family caregiverswererecruited from an academic

palliative care outpatient oncology clinic from April to July
2018.

Sample

Our goal wasto recruit patients and family caregivers managing
difficult cancer-related pain in the home setting. Therefore, we
used a purposive sampling technique [37], and patient inclusion
criteriaincluded (1) diagnosis of locally advanced or metastatic
malignancy, (2) currently taking prescribed opioid medications
(eg, morphine-type medications) for cancer-related pain, (3) a
score of 6 onthe National Institutes of Health Patient-Reported
Outcomes Measurement Information System (NIH PROMIS)
Cancer Pain | nterference measures (acomposite score assessed
at each paliative care clinic visit to identify patients
experiencing difficult pain) [38,39], and (4) aprimary informal

(unpaid; family, defined broadly) caregiver who hel ped manage
their care and symptoms at home. Both patients and caregivers
were aged >18 years, English speaking, and did not have
cognitive or visual deficits that would preclude the ability to
participate in the study. Palliative care clinicians helped screen
and verify the clinical eligibility of possible study participants.

Data Collection Procedures

Before data collection, approval was granted by the University
of Virginia Health Sciences Ingtitutional Review Board. Both
patients and caregivers provided informed consent. A study
guide was created, informed by the literature and the research
study aims (Multimedia Appendix 1). In addition to basic
demographic questions, the study guide consisted of 3 parts.

http://formative.jmir.org/2020/8/e20836/
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Part 1

Part 1 consisted of open-ended questions regarding general
challenges and concerns in managing cancer pain at home.
Patients and caregivers were asked (1) Have you/the patient
experienced cancer pain at homein the past week or so? If so,
can you describe the experience from your perspective?; (2)
What has been the most difficult part of managing pain at
home?; and (3) What would help make managing the pain at
home easier?

Part 2

Part 2 consisted of alist of variables that may influence cancer
pain in the home setting that participants were asked to rank
regarding impact. The list of variables was created based on
their known relationship with cancer pain (such as the
connection between deep and pain) [40,41], current
technological capabilities of the parent BESI system [42-44],
and our hypotheses that certain environmental variables (eg,
light and noise) that have received scant attention in the
literature [26] can influence cancer pain. Overall, 14 variables
were included in the fina list and grouped into 4 categories.
medication, wellness, interaction, and environmental. The
primary objective of the variable list was to help inform the
design of the BESI-C system (ie, which sensorsto include) and
validate our data collection plan.

Participants were asked to rate, on a Likert-type scale of 0 (no
impact) to 5 (significant impact), the degree to which they
thought each variable may influence the patient’'s experience
of cancer-related pain. For example, patients were asked how
much they felt their mood or the temperature of the room
impacted their pain on a scale from 0 to 5. Caregivers were
presented with the same list of variables and asked to quantify
how much each factor influenced the patient’s pain, from their
perspective as the caregiver. Patients and caregivers were
instructed that the study team wasinterested in their individual
opinion and perspective and that it was fine if their answers
differed from those of their partner. If a participant felt the
correct answer was between 2 discrete values on the scale, they
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could indicate ahalf-way point, for example, 3.5. If participants
remained unsure and did not feel they could quantify the impact
of aparticular variable, theitem was skipped. (Note: participants
were not asked about the direction of the variable [eg, doeslight
make your pain worse?], but instead if they felt the variable
impacted their pain, either positively or negatively [eg, how
much of animpact, negative or positive, doeslight have on your
pain?)). After the set list of variableswasreviewed, participants
were asked if there were any additional factors they felt
influenced cancer pain at home that they were not asked about
(eg, “Are there other factors we did not ask you about that you
think influence the experience of cancer pain at home? What
did we miss?’)

Part 3

Part 3 consisted of structured questions regarding the desired
features of the BESI-C system. Participantswere shown physical

LeBaron et a

prototypes or pictures of the proposed components of the
BESI-C system, including environmental room sensors,
wearable sensors (smart watches), and alaptop base station used
for remote system monitoring and local data processing and
storage (Figures 2-5). Patients and caregivers were then asked
about their general impressions, concerns, and suggestions
regarding each system component. A key objective of this part
of theinterview wasto ascertain how willing participantswould
be to interact with specific components of the system, for
example, how often they would be willing to answer ecological
momentary assessments (EMAS) [45] (brief survey questions)
on asmart watch or if they had concerns about wearing a smart
watch, in general. We were particularly interested in answering
these specific design questions, as our goal was to create an
unobtrusive smart health monitoring system that was acceptable,
user friendly, and did not increase burden in an already highly
stressed and vulnerable patient popul ation.

Figure 2. Behaviord and Environmental Sensing and Intervention for Cancer (BESI-C) initial environmental sensor.

Figure 3. Behaviora and Environmental Sensing and Intervention for Cancer (BESI-C) updated environmental sensor based on user design input.

http://formative.jmir.org/2020/8/e20836/

XSL-FO

RenderX

JMIR Form Res 2020 | vol. 4 |iss. 8 [e20836 | p.124
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

LeBaron et d

Figure 4. Behaviora and Environmental Sensing and Intervention for Cancer (BESI-C) base station laptop.

Figure5. Behaviora and Environmental Sensing and Intervention for Cancer (BESI-C) smart watch with custom app.

6:01 PM |

- Batteny

Dyadswereinterviewed together or separately, generally inthe
outpatient palliative care clinic, based on their preference and
logistic considerations. (Note: we recognizethat this difference
may have influenced participant responses, which is discussed
in more detail below.) For convenience, caregivers who were
unable to accompany the patient to the clinic were given the
option to be interviewed over the phone (to complete part 3
over the phone, caregivers were provided with detailed verbal
descriptions by the interviewer and/or pictures of the BESI-C
components for visual reference). Interviews were
audio-recorded with permission; detailed notes and responses
were also recorded using pen and paper during al interviews
by the research team member. Interviews lasted approximately

http://formative.jmir.org/2020/8/e20836/
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30 min, and dyads received a US $10 gift card as compensation
for their time.

Data Analysis Procedures

Qualitative Data

Interviews were transcribed verbatim and verified, and all
identifiers were removed. All transcripts were read in entirety
before analysis to understand the data set holisticaly.
Open-ended responses (Parts 1 and 3 of the interview) were
exported into Microsoft Word and organized by response to
each corresponding interview question, by patient and by
caregiver (eg, all patient responses to question 1 were grouped
together, and all caregiver responsesto question 1 were grouped
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together). A deductive, descriptive qualitative approach was
then used to analyze interview responses across the entire data
set from the perspective of patients and family caregivers. In
keeping with our study aims, codes (or descriptive labels) were
applied to portions of text that discussed the general experience
of managing cancer pain at home and system design feedback
to help identify patterns and key themes. For example, if a
participant discussed fears related to pharmacological
management of pain, this was coded with the straightforward
label medication concerns. Themes were identified by
considering both frequency of codes (how often a similar
message was conveyed) and intensity of response (the strength
of an articulated opinion, either negative or positive). Our goal
with the analysis of open-ended responses was not to conduct
qualitative analysiswith ahighlevel of abstraction, but instead,
consistent with a descriptive approach, to stay closeto our data
and more concretely understand participant responses to each
interview question [46].

Quantitative Data

Quantitative responses (part 2 of the interview) were entered
into SPSS (v25.0), and basic descriptive statistics were run,
including frequency counts and percentages for demographic
data and means calculated (overall, patient, and caregiver) for
individual and category (medication, wellness, interaction, and
environmental) pain variableimpact scores. Independent sample
t tests were performed across al individual and category pain
variablesto assessfor statistically significant differences (a set
at .05) between patient and caregiver mean scores.

Results

Interviews

A total of 22 individuals were interviewed (22/22, 100%),
including 10 patient-caregiver dyads and 2 individual patients,

http://formative.jmir.org/2020/8/e20836/
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whose caregivers did not accompany them to the original clinic
visit and were unable to be contacted after 3 attempts. A total
of 5 dyads were interviewed together (dyads 6, 7, 9, 10, and
12), and 5 dyads were interviewed separately (dyads 1, 2, 3, 5,
and 11). Of the 5 dyads interviewed separately, 2 caregivers
were interviewed over the phone owing to logistic constraints.
All other interviews were conducted face-to-face. Results are
presented below by demographics and then by section of the
interview guide (Parts 1, 2, and 3) for clarity.

Demographic

Overall, aimost half of the total sample (10/22, 46%) was aged
between 50 and 59 years, with an equal number of femalesand
males (11/22, 50%). The participants were primarily White
(20/22, 91%) and non-Hispanic/Latino (21/22, 96%). The
majority of patients (11/12, 92%) had a primary residence
classified by the Centers for Medicare and Medicaid Services
as rural [47]. Caregivers were predominantly female (7/10,
70%), lived full time with the patient (9/10, 90%), and werethe
significant other or spouse (5/10, 50%). The average
patient-reported NIH PROMI S pain interference scorewas 7.16
(O, lowest interference to 10, highest interference), and half of
the patients (6/12, 50%) self-reported their performance status
as symptomatic, but ambulatory and able to completetheir basic
needs independently (Eastern Cooperative Oncology Group
[48] score of 1). The most common malignancy was lung cancer
(4/12, 33%), and 50% (6/12) of patientsreceived their diagnosis
<1 year ago. Table 1 presents the demographic data for the
overal sample, patients, and caregivers. Table 2 presents
cancer-related details for the patient sample.
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Table 1. Demographic characteristics of the patient and caregiver sample.

Demographic variable Total (N=22), n (%) Patients (n=12), n (%) Caregivers (n=10), n (%)
Agerange (years)
18-29 2(9.1) 0(0) 2(20.0
30-39 2(9.2) 1(8.3) 1(10.0)
40-49 4(18.2) 2(16.7) 2(20.0)
50-59 10 (45.5) 7 (58.3) 3(30.0)
60-69 3(13.6) 1(8.3) 2(20.0
>70 1(4.5) 1(8.3) 0(0.0)
Gender
Female 11 (50) 4(33.3) 7 (70.0)
Male 11 (50) 8(66.7) 3(30.0)
Race
Black/African American 1(4.5) 1(8.3) 0(0.0
White 20 (90.9) 11(91.7) 9(90.0)
Missing (not asked) 1(4.5) 0(0) 1(10.0)
Ethnicity
Latino/Hispanic 0(0) 0(0) 0(0.0)
Non-L atino/Hispanic 21 (95.5) 12 (100) 9(90.0)
Missing (not asked) 1(4.5) 0(0) 1(10.0)
Rural® N/AD 11(91.7) N/A

Highest education level

Less than high school 5(22.7) 3(25) 2(20.0)
High school graduate 8(36.4) 4(33.3) 4 (40.0)
Some college 2(9.1 1(8.3) 1(10.0)
2-year degree 2(9.2) 2(16.7) 0(0.0)

4-year degree 4(18.2) 2(16.7) 2(20.0)
Professional/graduate degree 1(4.5) 0(0) 1(10.0)
Doctorate 0(0) 0(0) 0(0.0

Current employment

Full time 4(18.2) 0(0) 4 (40.0)

Part time 1(4.5) 1(8.3) 0(0.0)

Retired 5(22.7) 2(16.7) 3(30.0)

Unemployed 12 (54.5) 9 (75) 3(30.0)
Caregiver liveswith patient

Yes, full time N/A N/A 9(90.0)

Yes, part time N/A N/A 1(10.0)

Caregiver relationship with patient

Significant other/spouse N/A N/A 5(50.0)

Sibling N/A N/A 1(10.0)

Parent N/A N/A 1(10.0)

Child N/A N/A 2(20.0)

Other (daughter-in-law) N/A N/A 1(4.5)
http://formativejmir.org/2020/8/€20836/ JMIR Form Res 2020 | vol. 4 | iss. 8 [e20836 | p.127
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8Rural determined by the Centers for Medicare and Medicaid Services based on patient’s address of primary residence.

BNot applicable.

Table 2. Patient sample cancer characteristics (N=12).

Patient cancer variable

Total, n (%)

Primary cancer diagnosis
Breast
Gastrointestinal (other)
Gastrointestina (pancreatic)
Gynecological
Head and neck
Hematological®
Lung
Prostate

Time since diagnosis (years)
<1
1-5
5-10
>10

Patient self-reported ECOGP score
0, normal activity
1, symptomatic and ambulatory
2, ambulatory 50%, some help needed
3, ambulatory <50%, nursing care needed
4, no self-care, bedridden
Not available

NIH PROMISE pain interference scoreciE (n)

1(8)
1(8)
1(8)
1(8)
2(17)
1(8)
4(33)
1(8)

6 (50)
4(3)
18
1(8)

0(0)

6 (50)
2(17)
3(25)
0(09)
1(8)
7.16 (12)

3\ ultiple myeloma.

PECOG: Eastern Cooperative Oncology Group; standard patient performance scale.
°NIH PROMIS: National Institutes of Health Patient-Reported Outcomes Measurement Information System.
patient self-reported NIH PROMI S pain interference composite score, scored for clinical use on ascale of O (least) to 10 (most).

Part 1. Understanding the Experience of Managing
Cancer Pain at Home

Patients and caregivers uniformly described the experience of
managing cancer pain at home as stressful and difficult. Key
themesincluded (1) unpredictability and perceived inevitability
of pain episodes; (2) impact of pain on daily life, especially the
negative impact on sleep, activity, and socia interactions; and
(3) concerns regarding medications. All 3 themes overlapped
as they did not occur in isolation. For example, the

http://formative.jmir.org/2020/8/e20836/

RenderX

unpredictability of pain episodes could be worse at night when
pain medications did not seem to be as effective, thus affecting
deep. When asked what could make managing pain at home
easier, one caregiver smply stated, “when he heals, and this
goes away,” (CGl). Others suggested ideas such as more
rapid-acting interventions to relieve pain;, reduced
back-and-forth travel for medical appointments; amore holistic,
nonpharmacological approach to managing pain; and better
waysto track and record medication use. Textbox 1 summarizes
and presents exemplar quotes related to part 1 of the interview.
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Textbox 1. Experience of managing cancer pain at home from the perspective of patients (Pt) and caregivers (CG).

What isthe experience of managing cancer pain at home? What ismost difficult?
Theme 1: Unpredictability and perceived inevitability of pain
« “That's onething about the cancer pain, isthat you never know what you're going to experience” Pt 5

« “ldoaboutall cando. | don't seeit being any easier. It just stays, you know, it's going to be what it’s going to be. It's not going to get any
better or any worse.” Pt 7

«  “No, | don't think you can manage the pain.” Pt 9

«  “It hits me so bad sometimes it brings tearsto my eyes...When I'min redly, really bad pain it gets me down.
o | get depressed and it’s like, ‘God, is this ever gonna quit?” Pt 11

o “Wel, | know it hurts. Some days it looks worse than others” CG 2

o “Theexperienceto me, he gives me aheadache,” CG 1

Theme 2: Impact of pain on daily life

o  “Wel, you know, I'm miserable... | pretty much became a hermit since this happened. You know, | try to stay away from everybody, so | don't
have to talk very much. | stay in the bedroom, you know, and watch TV most the time so | don't have to talk to people” Pt 1

. “Theintensity isworsein the evening at night...and also when | wake up in the morning. [The pain pills] are less effective at night...Sleep [isthe
most difficult part]. It's most frustrating when it [pain] has kept me awake or wakes me up.” Pt 3

«  “I’'man active person and with the pain | could barely get my shirt off.” Pt 4
o “Miserable. Miserable, | don’t do nothing. | can’t” Pt 9

e “The bottom line isjust be secluded when | am in pain...When I'm redlly, realy in pain, if I'm alone it seems to soothe it...nothing there to
irritate me to make it worse.” Pt 11

.« “Hewasinreal agony for a couple weeks, so bad he couldn't leep.” CG3

« “lfindit alittle difficult...like she appears to be in pain, definitely lethargic and | think between the pain and feeling tired that definitely affects
her mental health...so it’sjust kind of all blurred together.” CG 5

o “It'sredly pulled her down. You know, we went from being outside every day and doing things to, you know, pretty much watch watching her
lay on the couch.” CG 9

Theme 3: Concernsregarding medications

«  Fear of running out of medication or becoming addicted

o “I'mconcerned that somebody will say you can't haveit anymorewhen | still need it. | know they’re addictive...but for methey’re necessary
for thepain.” Pt 3

« | haven't looked it [my pain medication] up on-line but | kind of worry about how dangerousit isfor the rest of my body.” Pt 4

«  “Theonly thing that changes my pain is my medication. Especialy if | got it, | useit right, it makes a big difference. But when | run out,
well, | got problems.” Pt 8

«  “That's my biggest fear is getting addicted.” Pt 9

o “l don't realy have enough medications, | guess...| take them just asthey are prescribed to me...it's frustrating after awhile. Either | won’t
be able to sleep, do | want to be in pain or do | want to conserve the medications and if I’m gonna have enough or God forbid | lose some
or whatever...| ask for some [pain medication], ‘No.’ | ask again. ‘No.’ | don’t even ask them [health care providers] anymore. I'm tired of
it. | feel like alittle child asking for a piece of f*...ing candy. It's frustrating as hell.” Pt 10

« “..hecould beinawholelot less pain, but that's regulation...What makes it difficult isthat he knowsthat if he took another half atablet he
would be in less pain but if he takes that half a tablet extra than he's gonna have to be in more pain later [because there are not enough
tablets].” CG 10
«  Coping with side effects

«  “They've had me on so many different medications and you can take 30 pills aday and still not get the relief you need...and that’s hard on
your body. You're dealing with al the different side effects...” Pt 5

o “..alotof times| think I'd amost prefer to be in pain sometimes and live alittle bit of life than eep my life away.” Pt 10

«  “Approaching things from a more holistic point [would help]...it seems that it's just very much medication based and then side effects and
then you treat those side effects with medications and then those side effects with other medications...” CG 5

e “l don’t think any of it isdoing its job. | mean, it did at first, but | think that her body’s just gotten so used to it and it's not doing what it
wasdoing.” CG 9
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o Keeping up with, and keeping track of, medications

but it's hard not to.” Pt 2

be aproblem.” Pt 11
o “l don't awaysask when | need it [pain medicine].” Pt 6

What would make managing pain at home easier?

Pt3

«  “Managing my pain, being on so many different medicines for pain, trying to make sure | take them all...it's time consuming.” Pt 1

o “Most difficult? Taking my medicine. Sometimes I'll take more than | should if I'mreally in alot of pain, and | know I’m not supposed to

« “It[oxycodone] easesit aheck of alot...I can sit and relax onceit kicksin but onceit wears off I’ m going right back in the same state again.
The pain comes back...Then | say when it getsto the point where | just take one pill to kill the pain, fine, but taking two, you know, it could

« “l can see when you need it [pain medicine] but | don’t just automatically give it to you...you've got to ask for it too...[it would be easier]
if [my husband] would ask for [pain medicine] instead of me saying, ‘do you need your pain medicine?” CG 6

«  “Having something that would provide instantaneous relief because sometimesit just seems like it takes along time for anything to take effect.”

«  “Not having to keep going back and forth to the doctor so many times. It hurts her riding in the car” CG 2

«  “Someway totrack when you've actually taken something because he’'swriting it down, but when he wasreally dopey, he either didn’t remember
to write it down or he couldn’t read what he wrote because he was so doped up. Something that would, | don’'t know what kind of technology
there would be, but something that scans the pill bottle or something and says ‘Ah, you've taken another one, so great, good for you'.” CG 3

The unpredictability of pain manifested in both the timing of
the pain, which could occur abruptly and severely, and the lack
of clarity regarding the origin of the pain. Patients often had
multiple potential sources of pain, such asrheumatoid arthritis
and cancer; this made it difficult for participants to sort out
which pain was related to cancer and which was not, and then
how to best and most appropriately intervene. The impact of
pain on daily life was particularly noted in the areas of sleep,
activity, and social engagement. Patientsand caregiversreported
avicious cycle related to pain and sleep: pain intensity could
flare up at night, causing insomnia, which resulted in worsening
of pain and social withdrawal. Some participants, primarily
patients, expressed a fatalistic attitude that cancer pain is
inevitable and inherently unmanageabl e, regardless of what they
tried to do to alleviate or mitigate the pain.

A strong theme in the interviews was related to challenges
regarding pharmacol ogical management of pain. Both patients
and caregivers gave specific examples detailing the significant
labor—both logistic and emotional—involved in managing
cancer pain medications. Logistically, managing pain involved
time and discomfort of multiple trips to the clinic for medical
appointments; vigilance to coordinate, monitor, and remember
complex and ever-changing pain medication regimens; keeping
ahead of the pain by remembering to take pain medications
before the previous dose wears off; and coping with, and
balancing, side effects such as the perceived tradeoff between
having pain better controlled but becoming too drowsy.
Emotionally, participants discussed frustration and deep fears
about running out of prescription opioid pain medications, being
unable to obtain needed refills, or becoming addicted. These
fears often resulted in the rationing of tablets, further
exacerbating pain and distress. Medications were viewed by
both patients and caregivers as an essential, but imperfect, tool
that offered temporary relief from the pain, but that came with
a (metaphorically) high price tag.

http://formative.jmir.org/2020/8/e20836/

Part 2: Variablesthat I nfluence Cancer Pain at Home
Table 3 compares the mean impact scores (0, ho impact; 5,
highest impact) for factors that may influence a patient’s pain
at home by category (medication, wellness, interaction, and
environmental). Table 4 presents the ranking of the individual
variables from 1 (highest scored factor) to 14 (lowest scored
factor) by comparing mean impact scores by the overall sample,
patient, and caregiver. No statistically significant differences
between patient and caregiver mean scoreswere detected across
all variables.

Overall, and for patientsand caregivers, taking pain medication
was rated as the category with the highest impact on apatient’s

pain (‘E =4.79), followed by the categories wellness (‘E =3.60;
sleep quality/quantity, physica activity, and mood and oral

intake) and interaction, (‘E =2.69; busyness of home,
social/interpersonal interactions, physical closeness/proximity
to others, and emotional closeness/connection to others). The
category related to environmental factors (temperature,
humidity, noise, and light/brightness) was rated with the lowest

overal impact (E:Z.Sl).

Regarding individual variables within each category, in the
wellness category, the individual variables of sleep quality,
sleep quantity, and physical activity were rated as having the

most impact on apatient’spain by the overall sample (5:4.28,
123,98, and ) =3.90, respectively), by patients (= =3.91, &/
1=3.96, and E:S.Ql, respectively), and by caregivers (ﬁ =4.72,

|§=4.00, and 5:3.89, respectively). In theinteraction category,
the variable busyness of home was rated with the highest impact

score by the overall sample (E=3.21) and by caregivers
(|§23.28). Patients rated social and interpersonal interactions
as having the highest impact on their pain (‘E =3.50). In the
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environmental category, temperature was the highest rated
variable by the overal sample (|E=3.30) and by patients
(|§23.63); caregivers rated humidity as the highest impact
environmental variable (5:3.22).

The rank order of individual variables (Table 4) revealed that
pain medication, sleep quality/quantity, physical activity, and
mood occupied the top 5 spots for the overall sample and for
both patients and caregivers. Other variables related to
environmental and contextual factors were ranked more
diversely. Interestingly, emotional closeness/connection to
otherswasthelowest ranked variable by patients, whereas noise
was the lowest ranked for caregivers (but #9 for patients).

LeBaron et d

When asked if there were other variablesthat influenced cancer
pain not included on our list that we should measure with a
home monitoring system, only 2 participants identified
additional variables. One caregiver (CG 1) stated that the amount
the patient talks influenced his pain (patient had a diagnosis of
head and neck cancer) and felt this was an important variable
to assess. One patient (Pt 4) added “good support group of
people to help” as a broader interpretation of our questions
regarding the impact of emotional connection and social
interaction. A total of 3 patients responded to this question by
reiterating the importance of pain medication as the most
important variable that influenced their cancer pain.

Table 3. Comparison of mean impact scores of factors that influence a patient’s cancer pain a home, by category and individual variable, rated from

0 (no impact) to 5 (highest impact).

Category and individual variables®

overal (N=22), n (%)

Patients (n=12), n (%) Caregivers (n=10), n (%)

[ () [=] ) (@] n)
M edication, category mean 4.79 4.79 4.78
Taking pain medication 4.79 (21) 4.79 (12) 4.78 (9)
Wellness, category mean 3.60 3.45 3.80
Sleep quaity (how well) 4.28 (20) 3.91 (1) 4.72 (9)
Sleep quantity (how much) 3.98 (21) 3.96 (12) 4.00 (9)
Physical activity 3.90 (20) 3.91 (11) 3.89 (9)
Mood 3.45(20) 3.55(11) 3.33(9)
Oral intake (eating/drinking) 243 (20) 1.91(11) 3.06 (9)
I nteraction, category mean 2.69 2.82 252
Busyness of home 3.21(19) 3.15(10) 3.28(9)
Social/interpersonal interactions 2.97 (16) 3.50(9) 2.29(7)
Physical closeness/proximity to others 2.38(21) 2.73(11) 2.00 (10)
Emotional closeness/connection to others 2.20 (20) 1.90 (10) 2.50 (10)
Environmental, category mean 251 248 2.50
Temperature 3.30(22) 3.63(12) 2.90 (10)
Humidity 2.61(18) 2.00 (9) 3.22(9)
Noise 2.07 (21) 2.21(12) 1.89 (9)
Light/brightness 2.05 (20) 2.08(12) 2.00 (8)

4 nstructions provided to participants during the interview: Please think back over the past few weeks or months, Patient: for each item, on a scale of
0-5 (0=not at all, 5=agreat deal), how much do you think it makes your pain better or worse? Caregiver: for each item, on a scale of 0-5 (0=not at all,
5=agreat deal), how much do you think it makes the patient’s pain better or worse?

BWhere “n” is not equal to the total sample, participant either was unsure/could not answer or the item was not asked (social/interpersonal interaction

factor question was added after dyad 3).
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Table 4. Rank order of individual variable impact means (0=no impact; 5=highest impact) on patient’s pain.
Rank Overdl Patient Caregiver
Variable Mean Variable Mean Variable Mean
1 Pain medication 4.79 Pain medication 4.79 Pain medication 4,78
2 Sleep quality 4.28 Sleep quantity 3.96 Sleep quality 4,72
3 Sleep quantity 3.98 Sleep quality (tie); physical activi- 3.91 Sleep quantity 4.00
ty (tie)
4 Physical activity 3.90 Temperature 3.63 Physical activity 3.89
5 Mood 3.45 Mood 355 Mood 3.33
6 Temperature 3.30 Social/interpersonal interactions  3.50 Busyness of home 3.28
7 Busyness of home 321 Busyness of home 3.15 Humidity 322
8 Social/interpersonal interactions  2.97 Physical closeness/proximity to ~ 2.73 Oral intake 3.06
others
9 Humidity 2.61 Noise 221 Temperature 2.90
10 Oral intake 243 Light/brightness 2.08 Emotional closeness/connection  2.50
to others
11 Physical closeness/proximityto  2.38 Humidity 2.00 Social/interpersonal interactions  2.29
others
12 Emotional closeness/connection  2.20 Oradl intake 191 Physical closeness/proximity to  2.00
to others others (tie); light/brightness (tie)
13 Noise 2.07 Emotional closeness/connection  1.90 Noise 1.89
to others
14 Light/brightness 2.05 N/A2 N/A N/A N/A

8N/A: not applicable.

Part 3: Feedback Regarding the BESI-C System
Components

The results presented in Textbox 2 focus on the 2 primary
components of the BESI-C system: environmental and wearable
(smart watch) sensors as well as general system impressions,
suggestions, and concerns. (Participants expressed minimal or
no concerns about the laptop base station, which weare currently
removing from the system architecture and replacing with a
cloud-based service for a smpler and less-intrusive system
deployment and to facilitate more efficient data management.)
Overdll, patients and family caregivers expressed interest and
receptivity to the concept of BESI-C, validated the importance
of monitoring cancer pain at home, were eager for innovative
ways in which to do so, and provided constructive feedback
regarding the system components. However, there was the

http://formative.jmir.org/2020/8/e20836/

acknowledgment that providing feedback would involve actual
use and pilot testing of the system. There was also the
acknowledgment that a system such as BESI-C could be
particularly helpful in assisting caregiversto tuneinto variables
that may influence a patient’s pain, but that may not be readily
obvious. Participants expressed a strong preference for
technology that is unabtrusive, simple, convenient, durable, and
aesthetically pleasing and that involves minimal interference
with daily activities, such as sleep. For both environmental and
wearable sensors, participants expressed concerns regarding
privacy and a desire for multifunctionality (eg, could
environmental sensors measure variables beyond those focused
on cancer pain, such asgenera air quality in the home, or other
symptom management issues, such as sleep apnea, and could
wearables measure additional factors such as blood pressure or
blood glucose levels).
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Textbox 2. Feedback from patients and caregiversregarding the Behavioral and Environmental Sensing and I ntervention for Cancer system components.

General impressions and interest

. “Ithink it's exciting that somebody’s coming up with this. | really do...the information that you can get from the sensors and the watch.” Pt 5
«  “l think what you showed meisagood idea” Pt 8

« “l dotoo[think it would be cool] because anything to try to help stabilize the pain.” Pt 9

«  “Anything you all can come up with to help, I’d approve of anything. Yes, | would, because cancer is bad. It's very painful... It'sjust terrible.”
CG2

o  “Nobigdea, welike stuff like that...it's useful.” Pt 7

. “Those are things that even if it's a question that you just ask, those are things that we don’t pay attention to every day. You know, the stress
level in aroom, issues like that. We're not really tuned in to that.” CG 9

Environmental Sesnors

o Importance of household buy in

«  “Wouldn't bother me, but may bother my Dad...if it transmits information somewhere else and it monitors stuff in his house he probably
wouldn’t likeit” Pt 1

« "That would be good to me...It might not bother me, but it's going to bother her [caregiver].” Pt 8
o “With me, if thisis only gonnabein my room, fine. It wouldn’t bother me one bit. But as far as the one in the kitchen, the living room, her
[daughter in law’s] bedroom, | don’t think she’s gonna agree with that...You just got to figure out if we've got enough outlets to put these
thingsin that won't interfere with her cooking, appliances, stuff like that... what I'm saying isrun it by her and see what she thinks” Pt 11
«  Desirefor multifunctionality
« “ltreminds me of alittle robot...that’s wonderful, so I'm glad if it will work. Could you put a smoke detector in there?’ Pt 4

- “WAel, with his condition, | meanitisagood ideafor something like that, not just the cancer, with his sleep apneaand all that stuff and like
his asthma and stuff. | mean, that would be a good idea [to monitor too].” CG 1

«  “I think that'sinteresting. | would like to know exactly, you know, what I’ m breathing, and you know, the air and stuff in the house.” Pt 2
« “Isthere away to monitor diet or when someone’s eating or not eating? | just know with my mom sometimes when she's feeling a lot of
pain, she could go an entire day without eating.” CG 5
«  Privacy considerations and data sharing

e “Cool. I'd want to know—okay, so it measures all of that—then what does it do with it? Does it spit it out at the doctor’s office? Can you get
it through an app? Can you look at what it's doing?’ CG 3

« “Aslongasitain't watchingus” CG9
«  “My magjor concern would be the privacy.” Pt 9
« “lI would be quite concerned if it's recording what I’ m saying.” Pt 10

Smart watch
« Desirefor simplicity and comfort

o “Should be super simplelike the old peopl€’s cellphone, the Jitterbug. | get up in the middle of the night and | don’t have my glasses on...so
it's got to be really self-explanatory. Like you look at it, and you go, 'Red is bad, greenisgood’.” CG 3

o “ldon'tlikejewelry on me and stuff on my wrist...working on cars and stuff, awatch getsin the way.” Pt 1

« “I'd be concerned about how comfortable it is, how easy it would be to put on, about finding it if | took it off ‘cause | tend to lose things
like watches” Pt 3

o “l seeit possibly interfering just with work maybe. Just because of the work that | do [manual labor]. But other than that, | mean | think on

her it can be beneficial” CG 5
o “l wouldn't want it to take up my life, but | would be willing to try it.” Pt 4

«  Privacy considerations and interfacing with the technology
. “Peopleour age, it's stereotypical, but it's way too small. | cannot imagine trying to answer a question on that.” CG3

« “I mean she[the patient] could wear it, but | don’t know if | could, to be honest with you. When it comes to this high tech stuff | don’t know
nothing about it. | wouldn’'t mind wearing it, if | could learn how to work it. You know, | would loveto doit.” CG 2
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Smart watch versustablet to answer ecological momentary assessments (EMAS)

System suggestions/concerns

Dyadic effect of technology

“Aslong asit’s not picking up on my persona stuff, | wouldn’t have a problem with it...I just don’t want my persona life put out there”
Pt9

General impressions of smart watch

« “Ithinkit'sagood ideamyself. | think that would make a big different in monitoring some things.” CG 6

« [Could be tricky to remember to mark pain events]: “Would it give like an alert or something or some noise? | think once | get used toit |
think it would be great [and | would remember]” Pt 2

o  [Willing to answer questions multiple times aday]: “whenever | needed to.” CG 11
«  “It would be an annoyance to you because you'd have to answer it al the time...It does look nice, though. It looks nice and sleek.” CG 12
o “Convenient...doesn’t take any space up.” Pt 11

« “I think it would be beneficial, but it would be apain.” Pt 12

“The watch because it's with me all the time, even when I’'m not at home.” Pt 2

"Prefer iPad...it just looks easier to use. | assume it’s bigger...| would find the watch the most inconvenient, because I'd always have to have it
on or keep track of it or whatever. Something | could just put in one place and forget about would be better for me.” Pt 3

“iPad may not be as accurate because you're not going to remember everything after the fact.” Pt 4
“1’d rather do the watch...it would be easier for me...thisis attached.” Pt 5
“1 think I’d like the tablet more but that’s me.” Pt 6

“1t [the watch] would bealot easier for me...I" m no electronic expert, you know what I’ m saying?| don’t deal with computers...[willing to interact
with watch multiple times a day] anytime they [EMAS] popped up, aslong as|’m not asleep.” Pt 11

“[I"d prefer the watch] because | can’t stand an iPad. | had one at work and | just could not.” Pt 12

“1 think having a watch, having it all together in one unit would just be more streamlined so you don’t have to keep up with multiple devices.”
CG5

“Probably for alot of people it would be easier on the tablet, but my only thought to that is...would somebody actually go for the tablet and
answer it? You know, if it's on the watch you would do it automatically cause it's right there” CG 6

“Either one isfine with me...in the summertime | really don’t want atan line...so | would want to take a watch off if | had to wear it” CG 11

“You could set intervals at different times to remind you to take different types of medicine at different times; [that] would be about the best
thing | know.” Pt 1

“For older people, assimple as possible. When you get to be alot older you really don’t want to have to fusswith alot of thingsthat aren’t central
to your condition...if you're in pain this kind of stuff’s going to go out the window, so | should say as simple as possible, absolutely as smple
aspossible” CG 3

“We just have really horrible internet...our internet isjust off of ahotspot from my cell service. That's the only internet we have” CG 5
“The only concern | would have s, isit going to be like making noise and stuff like that?’ CG 11

“Those are things that even if it's a question that you just ask, those are things that we don’t pay attention to every day. You know, the stress
level in aroom, issues like that. We're not really tuned in to that.” CG 9

“I’ve got to see what all we gonna have set up in there. I ve gotta see how comfortable | am with this by seeing how it al works, you know, and
then | can give you my opinion, based on everything.” Pt 11

“1 think most people it wouldn't bother. For me it's different. | don't like jewelry.” [Pt 6-then after hearing wife's receptiveness to the watch
said:] “I think it would [make a difference]. | would make myself wear it if | had to.” Pt 6

“Yeah, she's [caregiver] taking it kind of hard...” Pt 8, [when explained how the watch would help monitor CG too.]
“Aslong as she [patient] doesn’t mind, | wouldn’t mind.” CG 9

[Patient acknowledging importance of monitoring caregiver experience]: “1 think he [caregiver] kind of puts on ashow of handling it better than
he does.” Pt 5

Specific to the environmental sensors, patients discussed the placement. Primary privacy concerns related to possible audio
importance of having everyone in the home consent to sensor  and video data collection as well as data sharing (eg, where are
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the data going and who has access to them). Participants also
discussed practical issues related to internet connectivity and
power outages (particularly in rural areas); the number of
electrical outlets in the home needed to plug in environmental
sensors; how much space the sensorswould occupy; and placing
sensors so that they are discrete, out of the way of small
children, and any cords are safely secured to prevent trip hazards
or falls.

Regarding wearable sensors, participants were intrigued by the
smart watch platform but wondered if (1) it would be difficult
or complicated to answer questions on the watch owing to the
relatively small touch screen, (2) they would have trouble using
the technology, and (3) EMAs would become annoying. Some
participants expressed concerns about having multiple watches
and having to charge them and the potential for them being
misplaced. Similar to environmental sensors, concerns were
expressed regarding privacy and data sharing (eg, what exactly
isbeing collected and where are the data going and when), and
some participants whose jobs required manual labor were
concerned that the watch may interfere with their work or
described themselves as individuals who just did not like
wearing watches or jewelry. Participants emphasized the
importance of a simple, clear user interface, and al but 1
participant reported awillingnessto answer EMAson awearable
device. A total of 85% (17/20; 2 participants not asked) of the
participants reported that they would prefer to mark and

http://formative.jmir.org/2020/8/e20836/
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characterize pain events on a smart watch compared with a
tablet, as the watch would be attached to them and they would
be less likely to forget important details (Table 5). Some
participants felt that answering EMAS on a wearable device
could be annoying and they may forget to do it, but otherswere
willing to answer as many EM A s on the smart watch as needed.

Oneinteresting finding involved divergent perceptions between
patients and caregiversregarding aspects of the BESI-C system.
When patients and caregivers were interviewed together,
caregivers often helped encourage an initialy skeptical or
reluctant patient to try the technology or reassured them about
practical aspects, such as where environmental sensors could
be placed in the home or that they actually had enough el ectrical
outlets. When interviewed separately, patients commonly
expressed concerns about the technol ogy they thought caregivers
would have, but which the caregiver did not actually express
when interviewed independently. In addition, conversations
related to the technology often revealed additional dyadic
dynamics, beyond what was expressed regarding the impact of
general symptoms. For example, when patients were asked
about specific aspects of the technology, it often prompted
comments acknowledging the difficulty of their illness on their
caregiver and their concern for the impact it has had on them.
Patients expressed that the BESI-C system would be helpful in
providing an objective picture of how their caregiver was
actually coping and what support their caregiver needed.
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Table5. Participant preferences and concerns regarding a wearable device to answer ecological momentary assessments.

Participant Willing to answer EMA®  Preferencefor tablet/smartphone  Specific comments/concerns
on awearable device, in versus smart watch for EMAs
genera
Pt 1 May be No preference T_ablet would have to have durable case; watch needs to be unobtru-
sive
CGC 1 Yes No preference _d
Pt2 Yes Watch Watch would be “ awesome”
CG2 Yes No preference Concern about ability to manage technology; would need to be easy
Pt3 No Tablet Concerns about watch: comfort, loss, and potential burden
CG3 Yes Tablet Worried about display size/visibility of watch and ease of button
use on watch; worried about loss of watch
Pt 4 Yes Watch Concern about watch bulkiness versus size display
Pt5 Yes Watch —
CG5 Yes Watch Concern about wearing at work
Pt 6 Yes Tablet —
CG6 Yes Watch —
Pt7 Yes Not asked “Watch is high-tech, | likeit”
CG7 Yes Not asked —
Pt8 Yes Watch Thinks CG would prefer tablet
Pto Yes Watch Concerned about privacy; concerned about ability to be“ outdoorsy”
CG9 Yes Watch —
Pt 10 Yes Watch “1 don’t want to answer to anybody”
CG 10 Yes Watch —
Pt 11 Yes Watch Concern about sleep interruption
CcG11 Yes No preference —
Pt 12 Yes Watch Privacy concerns
CG12 Yes Watch Privacy concerns

3EMA.: ecological momentary assessment.
Ppt: Petient.

°CG: Caregiver.

9dNo additional comments provided.

Discussion

Principal Findings

This research contributes to a more complete understanding of
the experience of cancer pain in the home context and adds an
important dimension of considering the caregiver’s perspective.
It also fills an important gap in the evidence-based design of
smart health monitoring and intervention systems to provide
symptom support for patients and caregivers coping with
advanced cancer, apopulation with often significant, and unmet,
symptom management needs [35,49,50]. Our overall sample,
although equally split between males and females, had a
disproportionate number of femal e caregivers and, athough not
racially or ethnically diverse, represents a geographically
underserved sample, asthe majority of patientswere from rural
areas of Central Virginia (consistent with the general
demographics of the cancer center recruitment study site). We

http://formative.jmir.org/2020/8/e20836/

recruited a final sample size of 22 individuals, which is
consistent with the pilot, quditative, and early stage smart health
design work [33,51-60] and the aims of our study to explore
proof of concept of the BESI-C system with end usersand better
understand the experience of cancer pain at home.

Experience of Cancer Pain at Home: How This Can
Inform System Design

Our key qualitative themes that highlight the unpredictability
and perceived inevitability of pain, the negative impact of pain
on foundational aspects of daily life (especialy sleep, activity,
and social engagement), and the challenges of managing and
monitoring complex medication regimens are not surprising
and validate alarge body of knowledge regarding the difficulty
of managing advanced <cancer pan a home
[4,9,10,15,23,24,61,62]. What is particularly noteworthy
regarding concerns about medication management is the
emphasis participants placed, especially patients, on fears and
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concernsregarding accessto opioid pain medication, amainstay
therapy in the management of serious cancer pain. Itisespecialy
important to consider this finding in the context of the opioid
epidemic [63], where increased scrutiny and stigma attached to
opioid therapy, even for legitimate purposes, have created
unintended and increased obstacles and barriers to pain relief
[64,65]. This finding underscores the significant role of
pharmacological strategies in the management of cancer pain
at home and theimportance of designing home-based monitoring
systems equipped with capabilities to support patients and
caregiversin tracking, monitoring, and using mediations safely
and effectively, especially prescription opioids. Consistent with
other literature [9,66-70], our interviews revealed that keeping
track of changing and complex medication regimens is time
consuming and stressful; home-based monitoring systems that
can assist with this aspect of care are essential to optimally
support patients and caregivers and should be thoughtfully
designed to not contribute or exacerbate the stigma and fears
associated with opioid therapy needed to treat | egitimate cancer
pain.

Another important finding from our interviews is the need for
systems that capture the impact of unpredictable cancer pain
that can escalate severely and without warning. This type of
pain is commonly referred to as breakthrough pain and is
notorioudly difficult to manage [19,71,72]. Although patients
and caregivers did not specifically use the term breakthrough
pain during interviews, they described significant distress
associated with abrupt pain of intense severity. Finding ways
to effectively capture and characterize this type of rapid-onset
pain requires systems that are smple, portable, and extremely
quick and easy to use, and isaprimary rationalefor our interest
in using wearable sensors to collect these data (vs smartphones
or tablets). Breakthrough pain can be an out of control
experience for patients and caregivers, resulting in feelings of
hopelessness [19,71]. We suggest that a monitoring system
designed to assist patients and caregiversin tracking, recording,
characterizing, and, ultimately, treating breakthrough cancer
pain episodes is vital to help restore a sense of control and
empowerment over their situation.

In addition, although pharmacological management of cancer
painiscritical to assess, participants also expressed adesirefor
a more holistic approach to managing cancer pain, especialy
given concerns regarding the multiple side effects of
medications. We accounted for this finding by adding EMAs
to our smart watch app that specifically asked about
nonpharmacol ogical approaches patients and caregivers use to
manage cancer pain.

Variables That | nfluence Cancer Pain: How ThisCan
Inform System Design

A better understanding of theimpact of variablesthat influence
cancer pain in the home setting can facilitate the design of
tailored systems equi pped to measure and assess the most salient
variables. Although we did not detect statistically significant
differences between patient and caregiver mean impact scores
(most likely due to our small sample size and the possible
influence of participants being interviewed together), our results
make an important contribution and extend existing work [30,73]
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as they (1) focus on perceived influences on cancer pain from
both the patient and caregiver perspective; (2) consider ahalistic
set of environmental and contextual variables; (3) suggest
important data collection featuresto include in remote symptom
monitoring systems; and (4) provide initial insights into the
impact of critical variables that may influence cancer pain,
which can be built upon for future inquiry. The lack of a
significant difference may suggest that patients and caregivers
are largely in sync about what impacts pain, which could be
helpful and productive. For example, both patients and
caregivers ranked variables related to taking pain medication,
sleep, activity, and mood among thetop 5, and they both ranked
taking pain medication as the most impactful variable
influencing cancer pain. These findings corroborate our
qualitative findings and again underscore the importance of
designing monitoring systems that account for ways to support
patients and caregivers in tracking and managing pain
medications.

It is not surprising that sleep quality and quantity were rated,
among all the wellness variables, as having the highest impact
on pain asthe relationship between sleep and pain has been well
established [74]. Likewise, our results aso confirm the known
connection between mood and pain [ 75]. Patients and caregivers
also rated physical activity as having a significant impact on
patients pain, justifying the importance of including
activity-monitoring features, such as pedometers and
accelerometers. It is noteworthy that sleep quality is rated as
the most impactful variable by caregivers, second only after
taking pain medication. This underscores the need to design
monitoring systems and interventionsthat do not further worsen
or interrupt sleep, such as with low-battery reminders or
bothersome sensor lights. Another particularly interesting
finding within the category of wellnessvariablesisthe fact that
caregivers rated the impact of oral intake (#8) higher than
patients, who rated it as the second lowest rated variable (#12).
For health care providers, this likely resonates as family
caregivers often have strong opinions and beliefs/concerns about
the nutritional intake of their loved ones, specifically how the
lack of adequate oral intake may worsen distress and pain[76].

Interpreting the impact of interaction and environmental
variablesis more complex as there is less congruence between
patient and caregiver scores. Regarding interaction variables,
it is interesting that patients rated emotional closeness to
others/connection to others as having the least impact on their
pain, after noise, light, humidity, and oral intake. One
interpretation of this finding is that patients do not value
emotional connection or closenessor seelittleassociationinits
role to their experience of pain, which seems unlikely. An
alternative explanation could be that because we interviewed
dyads (and most commonly spouses), emotional
closeness/connection was assumed by the participants and
therefore not considered to be a significant variable. If we had
interviewed single patients with cancer, who may experience
more notable fluctuations in available emotiona support, this
variable may have been rated differently. Another hypothesis,
consistent with the principles of Maslow’s hierarchy of needs,
isthat patients experiencing significant pain will naturally focus
first on the physical aspects of their well-being (such as sleep),
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with less priority given to higher level needs, such asemotional
connection. However, patients and caregivers did rank
social/interpersonal interactions and busyness of home higher
on the list, suggesting that engagement within the home is
important and can influence pain. These findings suggest that
capturing the degree of social engagement within the home is
important and should be incorporated into home monitoring
systems with features that can track location and
person-to-person interactions.

As a category, environmental variables were ranked as having
the least influence on pain. However, as individual variables,
patients ranked temperature as having the fourth highest impact,
but all other environmental variables (noise, light, and humidity)
were ranked in the bottom 5. For caregivers, all environmental
variables were ranked in the lower half. One possibility is that
environmental variables havelittleinfluence on apatient’spain.
Instead, we argue that environmental variables are likely to be
important factors (just ask anyone whose pain increases during
rainy, humid weather), but that patients and caregivers may
simply not be fully aware of the role these variables play as
they are rarely (if ever) systematically monitored, tracked, or
reported, making their impact less obvious and more difficult
to quantify. As monitoring environmental variables can be
performed passively, requiring minimal participant burden, we
suggest it isimportant to collect these data so that we can more
clearly understand the potential relationships between
environmental factors and pain episodes.

Finally, it isreassuring that participants did not readily identify
additional variables to measure with the BESI-C system. In
other words, patients and caregivers validated our list of
proposed variables and felt that we included a comprehensive
list.

Feedback About the BESI-C Prototype Components:
How This Can Inform System Design

Showing prototypes of the BESI-C system and discussing them
with participants proved to be very effective and helpful in
informing system design and refining the BESI-C system. For
example, based on feedback from participants, we elected to
use a smart watch to collect EMA data (vs a smartphone or
table) and iterated our environmental sensors to make them
smaller, sleeker, and more discrete. Another benefit of
discussing the technology with participantsisthat it confirmed
important dyad dynamicsthat reinforced our initial hypotheses
about system design. For example, the ultimate goal of BESI-C
is to improve communication between patients and caregivers,
particularly around pain management. This was reinforced by
comments from dyad 6, where the patient reported that he did
not always ask for pain medication, even when he needed it,
and the caregiver expressed that she was not always sure when
the patient needed pain medication. Data from BESI-C could
improve these types of interactions by providing helpful data
in real time to patients and caregivers.

We paid particular attention to data privacy based on participant
feedback. The system includes no cameras, and the microphone
outputs are locally processed to extract relevant audio features
(eg, loudnesslevel and noise fluctuation) so that no interpretable
audio data are stored or transmitted. Participants also had
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questions about data sharing and expressed interest in seeing
their own data and having it be available to heath care
providers. Our initial pilot work does not fully explore this
important question (although patients and caregivers will see
selected extracted features of their data), but future work will
examine how to optimally generate data visualizations and how
to best share these data with relevant stakehol ders.

Patients and caregivers expressed less concerns regarding
passive monitoring and seemed to prefer elements of the system
that could beleft alone and just do their thing. Thisisimportant
when considering the system design for this patient population
and suggests that passive data collection, with environmental
sensors or physiological monitoring with wearables, may be
more acceptable and feasible and that active data collection with
EMAS should be extremely judicious to reduce user burden.
Simplicity and ease of usewerecritically (and not surprisingly)
important to participants, and we designed our smart watch user
interfaceto be extremely easy to usg, intuitive, and to work well
on a watch touchscreen [36]. Through all portions of the
interviews, both patients and caregivers reinforced the
importance of medication tracking and monitoring. Onthebasis
of this feedback, the BESI-C EMAs include simple questions
about medication use as well as reasons pain medication may
not be taken even if patients are in pain (eg, concerns about
running out of tablets).

Limitations

The primary limitation of this study is the sample size, which
reduced generalizability and precluded our ability to detect
statistical significancein our analysis of variableimpact scores.
However, our sample sizeis consistent with the scope of apilot
study related to early stage smart health design [33,53,54] and
the aims of qualitative research [51,52,56] and provides an
important rural perspective. Our initial intent was to interview
all dyads together, but this proved difficult/impossible due to
logistical constraints. To avoid increasing the participant burden,
acritical consideration for this patient population, some dyads
were interviewed together and some separately. Although
participants were instructed that we wereinterested in their own
individual opinion and perspective, it is likely that for dyads
interviewed together, hearing their partner's responses may
have influenced their answers. Finaly, we do not know the
direction of theimpact of variablesaswedid not ask participants
whether certain factors made pain better or worse, only whether
they felt the variable had an important impact, either negative
or positive. Therefore, for example, we cannot say that a high
score of physical activity means physical activity improvespain
or makes it worse—only that the variable of physical activity
is perceived to have asignificant influence on the patient’s pain.

Future Directions

Thisstudy providesimportant foundational datathat caninform
future research, particularly related to understanding variable
influence on the pain experience and how this can inform remote
monitoring system design. Conducting a similar study in part
2 with alarger sample size of dyadswould be helpful to detect
statistically significant differences between how caregiversand
patients rank variables that may influence pain. Relatedly, it
would beinteresting to explore whether, and how, concordance
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between variabl e ratings among patients and caregiverschanges Conclusions
relevant clinical outcomes. For example, are dyads with higher
variable congruence (eg, more agreement regarding the impact
of certain variables that may influence pain) more likely to
experience lower levels of pain and overall distress? Thiscould
be evaluated by asking patients and caregiversto independently
score alist of variables, deploy amonitoring system such asthe
BESI-C, and then compare the reported pain and distresslevels
with predeployment variable congruence levels. Such results
would help further inform the design of smart health monitoring
systems and personalized interventions. In addition, more recent
concerns regarding home-based care in the context of
COVID-19 are prompting adjustments in the BESI-C system
design to facilitate contactl ess deployments.

Strategies to monitor and treat cancer pain outside the acute
care setting are critical as most cancer symptom management
occursat home, often causing significant stressfor both patients
and family caregivers. Home-based smart health monitoring
systems designed to support cancer pain management should
account for the experience of both the patient and the caregiver;
prioritize passive monitoring of physiological and environmental
variables to reduce burden; and include functionality that can
monitor and track medication intake and efficacy, wellness
variables (such as deep quality/quantity, physical activity, mood,
and oral intake), and levels of social interaction and engagement.
In addition, systems must consider concerns regarding privacy
and data sharing and incorporate feasible strategies to capture
and characterize rapid-onset symptoms.
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Abstract

Background: The majority of cigarette smokers want to quit someday but are not ready to commit to long-term abstinence.
However, available smoking cessation treatments are not well-suited to meet the needs of these ambivalent smokers. Low-cost,
high-reach mobile health (mHealth) interventions may be a cost-efficient means of offering assistance to ambivalent smokers,
yet there are currently no evidence-based options available for this group.

Objective: Theaim of this study was to develop and preliminarily evaluate the core content for an mHealth program targeting
adult smokers who are ambivalent about quitting. The core content consisted of a series of “persona experiments’ similar to
those tested as part of a counseling intervention in prior work, including brief cognitive or behavioral tasks designed to boost
readiness for changing smoking behavior.

Methods: We conducted individual user interviews (N=3) to refine program content, and then conducted a one-arm pilot study
(N=25) to assess user receptivity and the potential impact of the experiments on motivation and self-efficacy to quit or reduce
smoking.

Results: In user interviews, participants liked the concept of the personal experiments. Participants in the pilot study found a
medium-fidelity prototype to be highly acceptable. After watching a brief orientation video that explained how the program
works, most participants (80%, 20/25) indicated that it sounded interesting, primarily because it did not require any commitment
to quit. All participants (100%, 25/25) completed all 7 experiments, including a 24-hour quit attempt, although not all were able
to refrain from smoking for a full day based on qualitative feedback on the experiment. The mean rating of usefulness of the
overall program was 4.12 (SD 1.09) out of 5, and the average rating of the difficulty of the experiments was 2.16 (SD 1.18) out
of 5. At the last assessment point, 92% (23/25) of the participants indicated that they were more interested in either quitting or
cutting back than when they began the program, and 72% (18/25) said that if the program had included a free trial of nicotine
replacement therapy, they would have used it to try to quit smoking.

Conclusions: This formative work confirmed that ambivalent smokers are willing to use and will remain engaged with an
mHealth intervention that employs the novel concept of personal experiments to enhance their motivation for and ability to quit
smoking. The addition of action-oriented treatment (self-help and free nicotine replacement therapy, quitline referral) could
further support users’ efforts to stop smoking and remain quit.

(IMIR Form Res 2020;4(8):€21784) doi:10.2196/21784
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Introduction

Background

According to the World Health Organization, tobacco kills
approximately half of its users worldwide and is responsible
for over 8 million deaths per year [1]. Helping people quit
smoking is critical to reducing the human toll of tobacco use,
but isalso adifficult goal asmost smokers are ambivalent about
quitting. Approximately 70% of smokers in the United States
report that they want to quit smoking someday, but they are not
currently ready to quit nor actively seeking treatment [2]. This
ambivalence makes it difficult to engage these individuals in
nicotine dependence treatment programs. Consequently,
reducing tobacco use on a population level will require new
intervention strategiesthat can engage, motivate, and effectively
assist ambivalent individuals in quitting smoking. Digital
therapeutic interventions such as mobile health (mHeal th) apps
offer a potentially high-reach, effective strategy for achieving
thisimportant public health goal.

To date, no published trials have tested self-guided mHealth
interventions designed for ambivalent smokers, despite strong
rationale for doing so. The vast mgjority (81%) of US adults
own a smartphone, including those with only a high school
education (72%), those who make less than $30,000 a year
(71%), and racial/ethnic minorities (Hispanic, 79%; Black, 80%)
[3], which are al so demographic groupswith high smoking rates
[4]. Further, rates of smartphone ownership are similar among
smokers and nonsmokers [5]. Evidence from our preliminary
work also suggests that smokers who are ambivalent about
quitting—specifically, those who want to quit smoking someday,
but not in the next 6 months—are quite receptive to mHealth
interventions focused on smoking: 75% stated they would
consider using a cessation app, 88% were interested in an app
to help them reduce their smoking, and 91% were interested in
an app that could help them decide “if , when, or how” to quit
[6]. This suggests that, with appropriate intervention
message-framing that takes their ambivalence into account, a
self-guided mHealth intervention could reach and assist asizable
proportion of smokerswho would not otherwise seek treatment.
A particular advantage of mHealth in this context isthat it does
not require involvement of a treatment provider in contrast to
other digital interventions that include ambivalent smokers as
part of the target user group (eg, a provider-facilitated social
media intervention targeting young adult smokers across all
stages of change [7]). Thus, our aim was to create a novel,
empirically validated, self-guided mHealth intervention that
will be appealing to ambivalent smokers, able to keep them
engaged over time, and ultimately assist them in quitting
smoking.

Intervening With Ambivalent Smokers

Research suggests that ambivalent smokers may benefit from
standard, evidence-based treatment approaches (ie, behavioral
and pharmacol ogical interventions), but that they may also need
to be introduced to these methods in a softer, more gradual

http://formative.jmir.org/2020/8/e21784/

manner than would be used with smokers who are aready
committed to quitting [8]. For example, we found that
ambivalent smokers are willing to enroll in clinical trials when
itisclear that the goal isto help them explore their willingness
to quit or to answer questions about the quitting process, as
opposed to asking for acommitment to stop smoking, and many
go on to successfully quit [9,10]. Other studies have found that
ambivalent smokers are receptive to a goal of smoking
reduction, which in turn can increase quit rates, particularly
when theintervention is paired with a stop-smoking medication
[11-15]. This concept—that ambivalent smokers can benefit
from the same evidence-based strategies used with smokers
ready to quit, if framed appropriately—is consistent with West's
[16] PRIME theory, in which motivation isviewed asadynamic,
rapidly changing state rather than one that emerges slowly and
in a staged manner. The implication is that interventions
targeting ambivalent smokers should be responsive to rapid
changes in motivation and able to support smokers' changing
needs and interests, while still focusing on similar goals and
strategies that have been found to be effective for smoking
cessation.

I ntervention Concept and Preliminary Work

We previously designed and pilot-tested a phone-based
counseling program for smokerswith depression, most of whom
(69%) were ambivalent about quitting. A key component of the
intervention was 9 weekly “experiments’ that the participants
were encouraged to try on their own between counseling
sessions and to report back what they had learned. Each
experiment was a short exercise designed to address cognitive
restructuring and behavioral activation for mood management
or to build self-efficacy for smoking cessation (eg, learning to
delay smoking in response to urges, making a practice quit
attempt) [17].

Findingsfrom this study demonstrated the acceptability of using
this approach to engage ambivalent smokers and support
behavior change. We subsequently assessed ambivalent
smokers' reactions using a similar concept as a component of
an mHealth intervention during user-centered design workshops.
Participantsin our user-centered design workshopswere strongly
in favor of trying what they retermed “personal experiments”
to guide them through short, discrete activities that could help
them learn the skills needed to change their smoking habits or
to explore their interest in quitting. They particularly liked the
idea of accessing these “persona experiments’ through an
mHealth app and suggested that users have the opportunity to
earn points or rewards for completing each experiment.
Gamification is acommon request from smokersin our design
work [6,18,19].

Current Study

The goals of this study were to design and pretest a set of
mHealth-delivered “personal experiments’ for ambivalent
smokers, using the experiments from our prior research as a
guide, but modifying the topics and experiment structure (eg,
duration) to work better as part of aself-guided program. Study
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findings are currently being used to refine the experiment
concept for subsequent testing of the efficacy of thisintervention
as part of amore comprehensive mHealth app.

Methods
Prototype Development and Testing

Theoretical Foundation

The intervention concept was grounded in several prominent
and complementary motivation and behavior change theories
aong with the empirically validated best-practice
recommendations of the US Public Health Service (PHS)
Guidelines for Treatment of Nicotine Dependence [20].
Consistent with the PRIME theory of motivation [16,21], the
intervention acknowledges that motivation for behavior change
is fluid and, in part, determined by one's situational beliefs.
Thus, the intervention assumes that motivation will fluctuate
over timeand targets smokers' beliefs. In accordance with social
cognitive theory [22-24], which forms the basis for cognitive
behavioral therapy and many recommendations of the PHS
Treatment Guidelines [20], we focus on promoting confidence
(self-efficacy) and positive outcome expectations, since these
are associated with success in quitting smoking. Toward this
end, we used an approach to engage smokers in discrete
experiments designed to shape their motivation and behavior
change through traditional behavioral techniques such as

Figure 1. Conceptual model of the intervention.
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successive approximation, reinforcement, and shaping. The
experiments were also designed to teach the specific skills
needed to cut back or quit smoking (eg, managing cravings)
using techniques from both traditional cognitive behavioral
therapy (eg, problem solving, stimulus control) and acceptance
and commitment therapy (eg, values clarification, mindfulness,
and other acceptance-based coping skills) [25-27]. We
hypothesize that by engaging in the experiments, smokers will
have successive mastery experiences that will build confidence
and positive outcome expectations (ie, “I believe that | can
control my smoking or | can quit when | am ready”), and in
turn will encourage greater effortsfor change, including making
aquit attempt and ultimately quitting smoking. Drawing from
Fogg's [28] model for persuasive design, the intervention also
recognizes that when people have low mativation for change
(asisexpected for ambivalent smokers), it isimportant that the
behaviors they are asked to engage in are fairly simple (ie,
require low ability) and that these behaviors need to be coupled
with extrinsic triggers to prompt engagement (ie, reminder
prompts).

To ultimately achieve smoking cessation, individuals may also
need to utilize other treatment aids such as counseling or
pharmacotherapy [20], but we believe that engaging in the
personal experiments will increase the likelihood that this will
occur. Figure 1 showsthetheoretically based conceptual model
of the intervention; items in grey reflect the core intervention
elements being devel oped and evaluated in the present work.

Reminder Prompts”

Change Beliefs'*
Clarify Values®
¥ ) 7 ¥
Personal Increase Self-Efficacy \ ;
G > Create Pns[::velﬂuxmn;;ﬁpedaﬁnns - M:::i:::;: for
ve ew Skills: o
(Discrete, Achievable)' Mindfuln:';, Acceptance® Change™>*
l Stimulus Control® A
Problem-solving®
Rewards for Coping with Cravings”
Engagement
(eg, badges)
Behavior Change:
Reduce Smoking /Quit |4—
Attempt
Smoking
Cessation Use Best Practice

Treatment (Counseling, |+
Pharmacotherapy)

Theoretical grounding: ‘Fogg Persuasive Design Model; “PRIME Theory; *Acceptance and
Commitment Therapy: “Social Cognitive Theory + Cognitive Behavioral Therapy

Preliminary User Interviews

Asafirst step, we wanted to assessindividuals' reactionsto the
general experiment concept when presented as self-guided
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app-based exercises, and to collect feedback on several key
issues that could help us refine the content and design of the
experiments in the pilot study. For this purpose, we adapted 5
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personal experiments from a prior study that used a similar
experiment concept as part of aphone-based counseling program
[17]. In that study, the counselor was able to explain each
experiment to participants, who then had 1 week to complete
each experiment. For an mHealth intervention, it is important
that each experiment be self-explanatory, and we believe that
a shorter time frame would be more optimal for keeping users
engaged. Therefore, we created low-fidelity prototypes of 5
experimentsthat we believed were easy to understand and could
be completed in less than 2 days (see Figure 2 for an example).
We initially limited the number of experimentsto 5 to reduce

Figure 2. Example of alow-fidelity prototype of a persona experiment.

REASONS FOR QUITTING

Experiment Info Loading screen Add Reasons
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participant burden and maximize the time available during the
interviewsto morefully explore user reactions. The experiments
included were specifically chosen to represent arange of goals
and topics (ie, exploring motivation for quitting, tracking
smoking behavior, changing smoking behavior or location),
input options (ie, written comments, uploaded photos), duration
(ie, experiments that could be completed in the moment and
those that required taking action over a24-48 hour period), and
related design issues (eg, using progress indicators) that were
considered pertinent to the final selection and design of the
future experiments.

Complete List End Experiment

User reads instructions and
decides whether or not they
want to begin experiment.

Loading screen visually
communicates that the
experiment is beginning

or photo.

Five ambivalent smokers were screened as eligible to provide
feedback on the initial prototype, but two cancelled and could
not be rescheduled, leaving three final participants for this
formative phase. Two of the three (67%) participants were
women, all three were White, they were aged 40-46 years,
reported smoking 5-10 cigarettes per day, and 2/3 (67%)
reported household incomes under US $50,000/year (the other
participant refused to answer). Each participant viewed a
storyboard explaining the concept of the personal experiments
as an mHealth intervention and were then walked through each
of the experiment prototypes by atrained user-centered design
researcher.

For each experiment, the participants were asked to identify
any parts that were confusing, what they liked and disliked,
whether they could see themselves trying the experiment, and
what they anticipated would be the biggest challenges to their
completing the experiment. They were also asked about the
perceived hel pfulness of aprogram that included these features,
what, if anything, would help them stay engaged with the
program over time; what other features they would like to see
included; and whether they wanted to be able to share their
experiment progress with others. The feedback from user

http://formative.jmir.org/2020/8/e21784/

User can add reasons with text

The user can end the
experiment and move on
Currently the end experiment
button would take them back
out to the experiment main

User can continue adding to menu (not yet created).

list or choose to complete it.

interviews was then used to iteratively refine the basic
intervention design and presentation prior to the pilot study.

Medium-Fidelity Prototypes

Using feedback collected from the user interviews, we designed
a set of 7 personal experiments and then created a functional
medium-fidelity prototype of theintervention program, including
an initial program orientation and each personal experiment
(see Table 1 for a summary of each and Figure 3 for sample
content). Each experiment topic was chosen based on its
theoretical or empirical utility for changing smoking-related
attitudes, beliefs, or behaviors based on our prior research. The
experiments were intentionally ordered based on the flow that
we expect will maximize the intended therapeutic effects,
starting w