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Abstract

Background: Electronic mental (e-mental) health interventions can address mental health needs of different populations. Cultural
adaptation of theseinterventionsiscrucial to establish abetter fit with the cultural group and to achieve better treatment outcomes.

Objective: This study aimed to describe the cultural adaptation of the World Health Organization's e-mental health program
Step-by-Step for overseas Filipino workers. We used a framework which posits that cultural adaptation should enhance (1)
relevance, wherein the cultural group can relate with the content; (2) acceptability, where the cultural group will not find any
element offensive; (3) comprehensibility, wherethe program is understandable; and (4) completeness, wherein the adapted version
covers the same concepts and constructs as the original program. We aimed to have English and Filipino and male and female
versions.

Methods: Overal, 3 experienced Filipino psychologists provided their perspectives on the program and how it might be adapted
for overseas Filipino workers. We then adapted the program and obtained feedback from 28 overseas Filipino workers from
diverse industries through focus group discussions. We conducted 7 and 9 focus group discussions with male and female
participants, respectively. Per discussion, cognitive interviewing was used to probe for relevance, acceptability, comprehensibility,
and completeness of illustrations and text. Participant feedback guided iterative program adaptations, which were again shown
to participants for validation and improvement.

Results: Several issues were raised by participants about the generic version of Step-by-Step. There were elements deemed
irrelevant, like unfitting characters, lack of Filipino values, and unsuitable problems and activities. There were unacceptable
components that were stigmatizing, political, inappropriate to context or subgroups, and too feminine for male users. Some
elementswereincomprehensible, unclear, or complicated. To addressthese issues, we made key adaptations. To enhance relevance,
we adapted the narrative to match the experiences of overseas Filipino workers, incorporated Filipino values, and illustrated
familiar problems and activities. To increase acceptability, our main characters were changed to wise elders rather than health
professional s (reducing mental health and hel p-seeking stigma), political or unacceptable content was removed, and the program
was made suitable for overseas Filipino workersfrom different sectors. To increase comprehension, we used English and Filipino
languages, simplified the text to ease interpretation of abstract terms, and ensured that text and illustrations matched. We also
used Taglish (ie, merged English and Filipino) when participants deemed pure Filipino translations sounded odd or
incomprehensible. Finally, we retained the core el ements and conceptsincluded in the original Step-by-Step program to maintain
completeness.

Conclusions: This study showed the utility of a 4-point framework that focuses on acceptance, relevance, comprehensibility,
and completeness in cultural adaptation. Moreover, we achieved a culturally appropriate adapted version of the Step-by-Step
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program for overseas Filipino workers. We discuss lessons learned in the process to guide future cultural adaptation projects of

e-mental heath interventions.

(IMIR Form Res 2019;3(1):€11600) doi:10.2196/11600
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Introduction

Background

The use of technology to deliver mental health interventions
proliferated in recent years, with electronic mental (e-mental)
health interventions providing accessibility to needed mental
health interventions [1,2] for more people [3] and at greater
frequency [4]. The use of e-mental health interventions is
especialy promising for vulnerable and marginalized
populations such as migrants. They help reduce the stigma
associated with help-seeking and minimize treatment barriers
such asgeographical distance and culture, religion, and language
differences between users and providers[2,5].

E-mental health interventions that undergo cultural adaptation
are more effective. Cultural adaptation is “the systematic
modification of an evidence-based treatment (EBT) or
intervention protocol to consider language, culture, and context
in such a way that is compatible with the client’s cultura
patterns, meanings, and values’ [6]. Cultural adaptation is
warranted when anintervention devel oped for one cultural group
will be implemented within a different cultural group. When
anintervention is adapted, a better fit between the program and
the cultural group is expected, which in turn leads to better
treatment outcomes [7].

Culturally adapted interventions are effective. A meta-analysis
[8] of 78 studies revealed that culturally adapted face-to-face
interventions performed better than the comparison conditions
(another activeintervention or no intervention), with an average
effect size of g=.67. Furthermore, culturally adapted
interventions are more effective than their original unadapted
versions, with a medium effect size of g=52. Another
meta-analysis [9] of e-menta health interventions found that
cultural adaptation resulted in agreater reduction in depression
and anxiety symptoms. Essential elements for adaptation
according to the Bernal and Saez-Santiago framework [10]
include language, persons, metaphors, content, concepts, goals,
methods, and context. Every additional el ement adapted resulted
in a14% increase in intervention efficacy.

It should be noted, however, that cultural adaptation does not
equate with completely rewriting the program. In fact, a
systematic review [11] on cultural adaptation of interventions
for depressive disorders showed that all the studiesincluded in
the review preserved the original treatment’s framework and
core principles that were deemed acceptable. The adaptations
were made to establish cultural relevance, improve treatment
acceptability, and remove barriers to care (eg, lack of trained
professionals and limited literacy). Inclusion of barriersto care
could be considered as implementation rather than a cultural

https://formative.jmir.org/2019/1/e11600/

aspect and suggeststhat in some studieswhat countsasacultural
adaptation may be poorly defined.

Cultural adaptation involves an integration of top-down and
bottom-up approaches [12]. The original program (top-down)
is modified based on feedback from the intervention target
population (bottom-up), that is, the original program is adapted
based on input from the cultural group to be responsive to the
cultural group’s context and specific mental health concerns

(8].

The World Health Organization is developing severa
evidence-based  interventions—including  transdiagnostic
programs—designed to be scaled up to reach populations
globally that lack access to needed mental health services[13].
We adapted one of these, the Step-by-Step program, an e-mental
health program based on the principles of behavioral activation
treatment for depression, along with additional strategies such
as psychoeducation, stress management, and help-seeking [14].
Following the internet- and mobile-based intervention
categorization [1], Step-by-Step is considered a minimally
guided self-help program, wherein anonspecialist eHelper may
provide technical support and assistance in accomplishing
program activities through phone calls or text messaging for up
to 20 min aweek.

In places with more established services, Step-by-Step may be
suitable for use within a stepped-care structure, where users
who show mild-to-moderate levels of symptoms could be
referred to higher-intensity services should they require it on
completion of the program. The program contains text and
stories with corresponding illustrations and 2 main characters.
Thefirst character is an expert who helps the second character
by sharing behavioral techniquesto overcome problemsand by
explaining the concepts behind the problems and the techniques
offered in the program. The second character narrates their
experience of using the Step-by-Step techniques to overcome
depression, reporting their previous encounters with typical
problems and psychological symptoms of the target population
and explaining how they employed the program to reduce these
problems.

The original version already has 3 of the 4 desired features of
effective e-mental health interventions, as it is based on the
empiricaly tested theory of behavioral activation, it is
structured, and it is interactive or experiential [15]. The last
desired feature of being targeted for a specific group [15] must
be addressed through cultural adaptation. To ensure high-quality
adaptation of Step-by-Step, we followed the approach used by
Manson [16] and van Ommeren et a [17]. Manson [16]
theorized that the end product needs to be (1) acceptable, with
nothing in the program offensive or potentialy offensive to the
cultural group; (2) relevant, in that the program’s content is
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related to the cultural group and does not contain unrelated
phenomena; (3) comprehensive or understandable by the cultural
group; and (4) complete, in that the program covers the same
semantics, concepts, and theoretical constructs as the original
version.

In this study, Step-by-Step was adapted for overseas Filipino
workers (OFWSs). There are 2.24 million OFWSs around the
world [18]. The mgjority (85%) work in Asian countries such
as Saudi Arabia, United Arab Emirates, Qatar, Singapore, and
China (ie, Macao and Hong Kong Special Administrative
Regions, SARS). There are roughly the same number of male
and female OFWSs, but occupational differences exist between
the groups. Male OFWs are mostly plant and machine operators
and assemblers (24.7%) and craft and related trade workers
(23.1%), whereas female OFWs are mostly employed as
household service workersand cleanersand in other low-skilled
occupations (56.2%). In Macao SAR of the People’'s Republic
of China, OFWs are the second largest migrant group at 29,426
[19]; roughly half of them are household service workers, more
commonly referred to as domestic workers, followed by hotel
and restaurant workers.

Previous studiesfocused on therisksand challengesthat OFW's
and other labor migrants experience. OFWS' primary reason
for working abroad isthe desire to escape poverty or to achieve
socioeconomic mobility, mainly for their family, rather than
individual aspirations [20,21]. However, while abroad, and
similar to other labor migrants, OFWs are at higher risk of
experiencing mental health—related issues such as loneliness,
stress, anxiety, depression, and serious mental illness [21,22].
However, resolving these challenges is problematic as labor
migrants tend to have poor access to mental health services
[23-25] and poor support systems [26]. E-mental health
interventions are away to address their mental health needs as
more than 90% are smartphone users, and thereis high potential
uptake as 68% are likely to use aWeb-based program when one
isavailable [27].

https://formative.jmir.org/2019/1/e11600/
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Objectives

This study aimed to culturally adapt the WHO Step-by-Step
program for overseas Filipino labor migrants. We made English
and Filipino and male and female versions. It was intended for
use by OFWs engaged in different occupations.

Methods

Participants

There were 31 participants, al of whom were selected through
purposive sampling. We used a 2-stage approach (refer to Figure
1), first interviewing 3 Filipino psychol ogists with considerable
experience and expertise in psychological practice and in
working with OFWSs, using Zoom video conferencing (each
approximately 120 min long). The second stage consisted of
focus group discussions (FGDs) with 28 OFWs in Macao. Of
the FGD participants, 16 were women, aged 24 to 52 years
(mean 36.31, SD 9.44), and employed as domestic workers,
caregivers, and food and beverage workers. In addition, 9 of
them were married, 6 were single, and 1 was widowed. The
length of time working in Macao ranged widely, from 1 month
to 12 years (mean 4.28 years, SD 3.46). Furthermore, 12
participants were men, aged 23 to 47 years (mean 30.58, SD
7.66), and employed in hotel and casino, food and beverage,
and facilities management industries. Half of them were single
and half were married. They had been working in Macao for an
average of 1.63 years (SD 1.12), with arange of 6 monthsto 4
years. FGDs were conducted separately for male and female
participants, with each FGD covering 1 to 3 sessions of the
program. Due to scheduling difficulties, participants were not
abletojoin al FGDsto discuss all the sessions of the program.
Each participant joined at least 1 FGD and at most 6 FGDs.
There were 7 male and 9 female FGDs in dl, with 2 to 11
participants per FGD. The FGDslasted between 2 and 3.5 hours
and were conducted in private roomsin alocal nongovernmental
organization (NGO) or in auniversity. The FGDswere held on
Saturday nights and Sundays, either after participants’ work or
during their day off. The participants were remunerated MOP
$100 or roughly US $12 per FGD.
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Figure 1. Flow of the adaptation process.

Garabiles et d

First Individual interviews with 3
stage Filipino psychologists
Adaptation of text and illustrations
(changing storylines, changing
o illustrations, and translating text)
stage

English version

Focus group discussions with overseas
Filipino workers on new adaptations
and on revised adaptations based on

previous focus group discussions

Sessions 0-5

Sessions 0-5

Filipino version

Sessions 0-5

Materials

The intervention material was a generic version of the
Step-by-Step program. The program startswith registration and
introduction (session 0), followed by sessions 1 to 5. Each
session is meant to be completed on the Web by the user once
per week, with each session lasting between 30 and 40 min.

In advance of theinterviewswith expert Filipino psychologists,
we provided asummary of the program’s content, the complete
intervention content, and examples of possibleillustrationswith
instructionsto review all materials before theinterview. For the
FGDswith OFWs, we made Microsoft PowerPoint presentations
that showed the entireinitial adapted textsand illustrations (after
Filipino psychol ogist interviews). Each slide consisted of about
3to 5 sentences, most with simpleillustrations. We started only
with theintervention text for sessions0to 2, astheillustrations
were not yet ready. Eventualy, we showed both texts and
illustrations to the participants side by side for the remaining 3
sessions.

Wealso utilized interview and FGD guides. Theinterview guide
for the psychologist interviews consisted of questions about
their opinions on whether or not the Step-by-Step program can
address OFWSs' mental health needs, the type of OFWsthat the
program will be most or least suitable for (ie, hotel staff and
domestic workers), appropriateness of the content of the
program, considerationswe had to makewith regard to Filipino
culture and OFW culture, and challengesthey foresaw in using
the program. We added questions on which specific groups we
needed to consider for content tailoring (eg, younger or older
OFWSs), suggestions on the charactersin the story, and opinions
with regard to the characteristics of the eHelpers.

For the FGDs with OFWSs, we started cognitive interviews (a
technique whereby participants think aloud [28]) with a broad

https://formative.jmir.org/2019/1/e11600/

guestion on what participants thought about each of the
PowerPoint slides. We then probed, using open-ended questions,
if the content is relevant or relatable, understandable, or
acceptable and the ways by which we can improve the text or
illustrations. We also asked if the text and illustrations on each
of the slides match, and if not, how we can change the text or
illustrations to ensure they correspond with each other. When
asking these questions, we told participants to think about all
OFWs globally (eg, Would al or most OFWs understand this
text?) and not just themselves or just OFWsin Macao to increase
generalizability to OFWs across ages, marital statuses,
occupations, and countries where they are employed.

Procedure

FGDswere conducted in English to adapt an English-language
version and in Filipino to adapt a Filipino-language version.
We matched the sex of the facilitator with the sex of the
participants (ie, male facilitator during male FGDs).

We first gave participants consent forms to read and sign, and
then, we introduced the interview or group discussion and the
Step-by-Step program. We then proceeded with the interviews
or FGDs. Thefirst FGDs concerned devel oping theillustrations
of the main characters. After this, once illustrations had been
developed, further groups were conducted based on the
remainder of the stories and activities. The entire adaptation
process was thoroughly documented. We used note-taking,
wherein wewrote participants feedback for each slide. We also
used audio recording to review the sessionsif any of our notes
were unclear. After an interview or FGD, we (MRG and BJH)
discussed what transpired and reviewed our notes. We decided
on pertinent changes that needed to be made on each dlide.
Throughout the process, we used the approach of Manson [16]
and van Ommeren et a [17] in that we focused on adaptations
that would better ensure relevance, acceptability, and
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comprehensibility to asmany OFWsaspossible, whileretaining
completeness of the Step-by-Step program. When participants
opinions differed in terms of whether to make changes or not
(ie, a sentence was understandable to some participants but
others suggested to simplify or provide more explanation), we
decided to make adaptations to ensure the content was
appropriate to the broadest possible audience, and these
modifications were then brought back to the community for any
further comment and approval. When there were varied
suggestions on how to adapt text and illustrations (ie, different
suggestions on what wordsto use or how to changeillustrations),
we chose what the majority preferred and what was applicable
to most OFWs (ie, applicableto the majority of maleand female
OFWSs, young and old).

All changes in text and illustrations were documented using
standard forms developed by the World Health Organization.
We deemed making changes based on our notes sufficient
because participant feedback on the slides was simple and
straightforward (ie, participants mentioned which sentences
were confusing, and they shared which part of the illustrations
did not match the text), and participants provided us with
concrete suggestions on what changes to make (ie, they
suggested words to use and what to add or omit in the
illustrations). Furthermore, each slide contained rel atively short
text and simple illustrations to begin with. The questions we
asked them were aso direct (ie, Can most OFWs understand
the text? How might we improve the text to make it more
understandable? Can you relate to the character? How might
we make the character more relatable?).

Suggested changesto theillustrations were sent to aprofessional
illustrator. Hewasthe sameillustrator who made theillustrations
for the original Step-by-Step program and was familiar with
the program and cultural adaptation process. Using the original

https://formative.jmir.org/2019/1/e11600/
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illustrations as the starting point, we gave instructions on what
changes to make (ie, character’s facial expression should be
happier or omit certain hand gestures) and at times accompanied
instructions with sample photostaken from theinternet to guide
the development of new illustrations.

Changes in illustrations and in stories were then shown to
participants during subsequent FGDs. We reminded participants
of their comments on the past illustrations and text and showed
them the revisions made. We asked for their feedback on the
changes and then their approva (ie, Is this what you meant?
Anything else that is unrelatable, unacceptable, or hard to
understand?). If the changes were still unsatisfactory, we asked
for more input from them, made necessary revisions, and then
showed them the newly revised dides in the next FGD. For
example, it took 3 FGDs to finalize the appearance and get
participants’ approval for one of the characters (refer to Figure
2).

After we conducted all the FGDs on the English and female
versions and after revising the texts, we sent the texts to a
professional trandlator. The translator was a Filipino fluent in
both Filipino and English, with a BA in Malikhaing Pagsulat
or Filipino creative writing. We gave her a background of the
adaptation process and informed her of the desired tone of the
story and personality of the characters as per the interview and
focus group feedback. We then edited the trandated text to
capture the OFW experiences better (ie, words they often used
in FGDsto describe their experiences). The edited translations
werethen shownto female FGD participants during subsequent
cognitive interviewing. Their comments and suggestions to
simplify the texts, especially words that were too difficult to
understand or lines that were too long, were then used to make
additional translation edits. We then showed the revised slides
during the next FGD for feedback and approval .
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Figure 2. Character adaptations. In focus group discussion (FGD) 1, two sample illustrations of the main character were presented to participants for
feedback with regard to appearance. Participants gave vivid descriptions on how they wanted her to look (ie, short hair with bangs, with jewelry, etc)
In FGD 2, revised illustration based on FGD 1 feedback was shown to participants who gave partial approval. They liked how the character looked but
not her personality. Participants suggested making her appear warm and happy. In FGD 3, revised illustration based on FGD 2 feedback was shown to

participants, who then gave full approval.

Reflexivity and Proceduresfor Verification

This study was conducted by a research group that aimed to
improve the health of migrants globally and within the Macao
SAR. As such, the implementing researchers (MRG and BJH)
were familiar with the OFW context, through prior knowledge
and interactions with the study population, and worked with
organizations providing support to this community (eg,
Philippine Government, churches, and NGOs) for years,
including those based in the Macao SAR. MRG is a native
Filipino who speaks the Filipino language fluently and has a

https:/formative.,jmir.org/2019/1/€11600/
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similar cultural background as the participants. During data
collection, MRG was an OFW herself but was only involved
in the project as an investigator but not a participant. BJH is
from the United States of Americaand emigrated to Chinaover
5 years ago. However, neither researcher is employed in the
same sector as the participants. We al so had higher educational
attainment, occupational prestige, and socioeconomic status.
Although we are migrants ourselves and have a rich
understanding of the OFW context, our experiences are different
from the participants and other typical OFWs. With this
acknowledgment, we attended to our own beliefs by assuring
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participants their feedback on the materials were crucia in
improving the program and that they were the experts when it
cameto OFW experiences. We al so probed participants answers
to get more information and asked them to confirm our
understanding of their input. Furthermore, we presented to them
theinterim changes we made on the stories and illustrations for
validation. They verified many of the changes, but at times,
they provided clarifications and more details for additional
changes. We aso presented the findings to a group of
stakeholders, which included Philippine Government staff
(Consul General, Labor Attaché), NGO workers, a Macao
government official, Macao mental health professionals, and
Filipino priests and nuns, for their feedback. They did not
suggest changes in the adapted program and instead raised
concerns regarding logistics and eHelpers.

Results

Acceptability

On the basis of key informant interview data and FGD data,
there were 3 main issues with regard to the acceptability of the
generic version of Step-by-Step. Thisincludes stigmaregarding
mental health problems and mental health help-seeking in the
Philippines. On the basis of interview datawith experts, the use
of a doctor pathologizes the users experiences and connotes
there is something wrong with them. This would then serve as
a barrier for the OFW population to use the program. This
opinionisalso backed by previousresearch [29]. Another issue
was, from the participants' viewpoint, that some of the original
content was politically charged or socialy unacceptable to all
OFWs. For example, the initial illustrations included hand
gesturesthat reminded participants of political parties. Thetext
also mentioned drug use as a negative coping strategy, but
participants shared that thiswas reminiscent of the popular but
polarizing drug war campaign of the current administration in
the Philippines. Another examplewasillustrationsthat depicted
the characters doing household chores, which leaned too much
toward domestic work. Although many OFWSs are skilled
workers, there are many professionals such as nurses, managers,
and teachers as well, which makes doing household chores
unsuitablefor all OFWSs. Other instanceswere coping strategies
originally depicted as negative but are normative or even
positive coping strategiesin the OFW context. For example, an
illustration and text were about a character staying in bed all
day, but participants shared that for OFWSs in physically
demanding jobs, thisis a good strategy to recover from stress
at work. Another was drinking alcohol because it is culturally
normative for Filipinos to drink, especially when they are with
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their friends. Finally, some male participants mentioned that
some text and illustrations looked too feminine (ie, crying in
bed). Due to strong traditional gender roles, it was important
for them to maintain a masculine stance or at least not exude
femininity, including emotional weakness.

To address these issues raised by participants, adaptations were
then made to make Step-by-Step acceptable. These include
reducing content that may increase the stigma associated with
mental health and hel p-seeking, changing content that appeared
political or potentially unacceptable to an OFW subgroup and
depicted as negative when it issocially acceptablein the OFW’s
context, and making considerationsfor the male version. These
are explained below.

To address the issue of stigma, we made 3 modifications. First,
instead of stating the original program goal of “ hel ping the user
cope with difficult emotions and problems’ explicitly, we
changed it to “helping the user become a successful OFW, for
their families sake” The latter deemphasizes the focus on
mental health and increases emphasis on positive goals and
outcomes. The latter also still addresses the original goa but
focuses on a common and integral OFW experience and value
of working abroad to contribute to family’s expenses, at times
as the family’s sole provider. Second, we developed the
character that explains Step-by-Step concepts to the user (ie,
stress and sadness) into an older OFW who has been successful
in his or her work rather than a medical or mental health
professional (refer to Figure 3). Changing the character to a
fellow OFW normalizesthe experience of problemsand removes
the stigma. Furthermore, interview and FGD data showed that
making the character successful incorporates the aspirations of
the target group. Third, we changed text such as “ suffering at
the moment” to “stressed at the moment” to make them sound
lessgrave and more normative, as advised by FGD participants.

Some of the content was removed from Step-by-Step or
changed. We removed certain hand gestures and drug use as a
negative coping strategy to make the program apolitical. We
removed the illustration and text about a character staying in
bed all day as a negative coping strategy because this is an
acceptable, even helpful, coping strategy for OFWs. We changed
theillustration on characters doing household choresto sending
remittancesin abank and filling up a package or what Filipinos
call balikbayan box (literal trandation: back to country) to the
Philippines and preparing to go to work (refer to Figure 4) to
be more neutral and suitable across occupations. These are
ubiquitous OFW experiences, regardless of job or
Socioeconomic status.
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Figure 3. Illustration of charactersin the original Step-by-Step version and in Step-by-Step for overseas Filipino workers.

Original Step-by-Step
-Male: Dr Samer and Karim
-Female: Dr Maha and Zeina

|

4

-

Another is “drinking alcohol,” which we changed to “drinking
too much alcohol.” Participants recommended adding the term
“too much” to make it a negative coping strategy.

We also made considerations for the male version. As much as
possible, we ensured that female and male versions had similar
storylines, activities, and illustrations so as to limit gender
stereotyping as much as possible. However, for some
illustrations, we made them dlightly different to appeal to male
OFWs by avoiding what male FGD participants believed to
look too feminine. For example, in a scene that shows the
character is isolated from others, the male character isin his
bedroom looking lonely, with legsin v-position, elbowsresting
on histhighs, and hands clasped together. In the female version,
the character isstill alonein her bedroom but isin fetal position
and hands covering her face (refer to Figure 5).

Relevance

There were 4 issues with regard to the relevance of the original
text and illustrations of Step-by-Step. The first issue was in
terms of the characters. The generic version used L ebanese and
Muslim characters (ie, characters had names like Zeina and
Karim, females wore hijab, and males had thick beards; refer
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Step-by-Step for overseas
Filipino workers

-Male: Kuya Ronald and John
-Female: Ate Sonia and Leona

to Figure 3), which were different from typical Filipino names
and appearance. The second issue was in terms of the lack of
relatable values in the stories. For example, participants found
the tone of the stories and personality of the characters to be
too serious and robotic, which they felt were not attuned to the
Filipino value of showing warmth and hospitality. The third
and fourth issueswerein terms of thelack of relatable problems
and activities. Some of the problems in the generic version
included destruction of one’s home and community. Although
these happen to some OFWSs, participants felt these were not
the most pertinent problems in their community. Moreover,
participants deemed some of the activitiesin the generic version
atypical or unfeasible, such as planting herbs and spending time
with family. These were irrelevant to OFWSs because while
abroad, thereisno ample space to plant herbs, and OFW's cannot
be physically together with their families. Participants added
that planting herbs would not come across as a fun activity for
many OFWs.

To increase relevance, we made the following adaptations: (1)
choosing appropriate names and appearance of main characters,
(2) highlighting Filipino values, (3) using relatable problems,
and (4) using relatable activities.
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Figure4. Illustration of providing support to othersin the original Step-by-Step version and in Step-by-Step for overseas Filipino workers.

Step-by-Step for overseas Filipino
workers

-Male and female: Providing support to
family through remittances and
balikbayan boxes

-Male and female: Preparing to go to work

Original Step-by-Step

-Male and female: Providing support
to friends

-Male: Going to work

Female: Doing housework

Figure5. Illustration of isolating oneself from othersin the original Step-by-Step version and in Step-by-Step for overseas Filipino workers.

Step-by-Step for overseas Filipino
Original Step-by-Step workers

Male andfemale: Facingaway  -Male: Sad and alone, sitting on bed
from friends and looking angry  _Female: Sad and alone, lying in bed in
fetal position
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We first developed the characters hames and appearances to
make them sound and look Filipino. The older characters had
Spanish-sounding names (KuyaRonald and Ate Sonia), whereas
the younger characters had more modern and
American-sounding names (John and L eona), both of which are
common naming practices that are related to the colonial and
changing cultural context of the Philippines. We also ensured
that the names had positive meanings (ie, a wise person and a
fighter) and were approved or chosen by the participants. For
the older characters, we added the terms Ate or Kuya before
their names, which mean respected older sister or older brother
in Filipino, often associated with being sensible and experienced.
For the characters' appearances (refer to Figure 3), participants
wanted their hair straight and black and their skin color warm
or olive in tone. The participants also wanted the charactersto
look successful asthey link being amigrant for yearsto having
saved money and made investments but added that they needed
to dress comfortably as they are busy at work. They proposed
making their clothing simple, comfortable but modern, and
adorned with jewelry such as watches for the male characters
and earrings, necklaces, and watches for the female characters.

We highlighted Filipino values in 3 ways. First, experts and
participants advised adapting the personality of the program
and characters to exude desirable Filipino values of family
orientation, showing warmth and care for others, sociability,
and positive thinking. Participants added changing the tone of
the text to become more conversational and story-like to sound
more engaging and realistic such that the characters seem to be
talking to the users. Participants also recommended that the
characters addressed the user as kabayan or countryman, a
common term used among OFWs, which denotes similarity and
familiarity with fellow Filipino migrants. The older characters
also acted as mentors or coaches to the younger characters and
user. Theyounger characters called the user sisor bro to denote
kinship. They showed eagerness to share their stories and
emotions with the users and to learn and become better.
Participants advised for all characters to offer encouragement
or reassurance to the user, with lines such as “ Keep up the good
work!” and “You can doit!” They recommended matching these
with illustrations where the characters gave warm smiles to
welcome and bid the users goodbye and thumbs-up sign to show
approval.

Second, the textswere changed to highlight that OFWs consider
their family as motivation for going abroad and working hard,
even making sacrifices for them. Participants suggested
matching the illustrations by showing OFWSs thinking of their
families often and missing them. Furthermore, participants
wanted to emphasize being with friends and family as crucia
to one's mental health and as culturally appropriate and
expected. Participants proposed matching the text with
illustrations of characters spending time and having fun with
friends who were also OFWs and with family through
Web-based communication.

Third and last, as suggested by all 3 experts during individual
interviews, we mentioned additional Filipino values such as
bayanihan and utang-na-loob in the stories. Bayanihan means
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working together to help someone, which we added in an activity
where an OFW hel ped amain character in atask. Utang-na-loob
means debt of gratitude, which we mentioned as a motivator
for amain character to reach out to a friend who helped them
in the past.

We adapted the content in terms of the problems the characters
experienced to make them moretypical, based on interview and
FGD data. Examples of problemsincluded leaving their family
behind, having personal conflicts, and having too much work
or having no break or day off.

We likewise adapted the content in terms of the activities the
characters engaged in to make them enjoyable and doable to as
many OFWSs as possible. On the basis of FGD data, examples
include eating merienda or afternoon snacks with friends,
visiting nearby historic sites, celebrating events with family
using Web-based communication, and singing videoke (video
karaoke) with friends (refer to Figure 6). These are typical fun
activities that Filipinos engage in. Filipinos are fond of eating
meals together, exploring new sites when abroad, connecting
with families back home, and listening to music and singing.
These activities are also relatively inexpensive and not that
time-consuming, which make them feasible to do during days
off and even with limited finances.

Comprehensibility

The generic version of Step-by-Step had elements that were
incomprehensible, unclear, or too complex. In the text, there
were sentences that participants deemed too long or repetitive
and, therefore, difficult to understand. Some participants
expressed finding some terms (ie, peers, pace, and social
support) complicated. Finally, participants found that some
textsand illustrationswere not clearly linked. For example, one
passagein thetext was about isolating oneself from other people
when one feels sad. Although participants understood the text,
they mistook theillustration where the character isfacing away
from 2 other characters as friends gossiping about the character
(refer to Figure 5).

To make the adaptation comprehensible, we used Filipino and
English languages. Filipino is the nationa language in the
Philippines. Both Filipino and English are official languages
and are widely spoken by OFWSs as primary mediums of
communication, that is, Filipino with fellow OFWs who come
from different regionsin the Philippines and English with their
employers. Filipinoisderived from Tagal og, the main language
of 35.1% of households in the Philippines [30].

Onthe basis of FGD data, we also simplified the text in 3 ways
to boost comprehension: shortening long sentences by removing
words, dividing long sentences into 2 sentences, and using
simplest words and phrases (ie, changed the word peers to
friends and pace to speed). When a term or an idea was too
abstract, we changed the words or added extra words or lines
to clarify what they meant. For example, instead of the abstract
concept of social support, we used hel ping hands as suggested
during an FGD because although participants understood what
social support meant, they could not verbalize their
understanding of the term.
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Figure6. Illustration of enjoyable activitiesin Step-by-Step for overseas Filipino workers.

Visiting historic sites

For the Filipino version, participants suggested simplifying text
by removing sentences when paragraphs sounded repetitive and
confusing. We retained those lines in the English version as
they did not sound repetitive in English. Moreover, some English
words or phrases when trandlated to Filipino sounded awkward;
hence, we retained the original wordsin English. For example,
we retained the word congratulations because its Filipino
tranglation of binabati kita or “1 compliment you” sounded odd
to participants. We removed English words or phrases that did
not translate well into Filipino, as suggested by participants.

We adapted texts and illustrations that were not clearly linked,
following participants’ recommendations. For example, for the
illustration about isolating oneself, we had the illustration
changed so that the character isin bed alone (refer to Figure 5).

Completeness

All key conceptsintheoriginal version areintact in the adapted
Step-by-Step for OFW. We a so made sure that the English and
Filipino versionswere as similar as possible, so that if an OFW
chooses to use the English version, they would have an
equivalent program to the Filipino version and vice versa. For
the Filipino version, instead of translating all English words to
Filipino, we retained some English words because OFWSs use
these words to describe their experiences. The combination of
Filipino and English (ie, Taglish) isan unofficial language [30]
that is normative and accepted among Filipinos. An exampleis
being homesick asthey are away from their family. Participants
recommended retaining the English word homesick instead of
using the Filipino trand ation of hinahanap-hanap ang pamilya
(yearning for family) because the word homesick isacommon
OFW term and is deeply tied to working abroad far from one's
family.

Discussion

Principal Findings
To our knowledge, thisisthefirst study that culturally adapted
an e-mental health intervention for the OFW population and
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Filipinos generally. We illustrated how the 4-point framework
to improve acceptance, relevance, comprehensibility, and
completeness is useful in navigating the process of culturally
adapting the Step-by-Step program. It was a practical guide to
both us, the researchers, and the participants asit enabled usto
capture and flesh out crucia elements to make the finished
product attuned and sensitive to the context and experiences of
OFWs. In turn, we were able to make the program culturally
specific for this group, which is essential among the 4 features
of effective e-mental health interventions [15].

L essons L earned

For future cultural adaptations, we recommend that all
illustrations and content be adapted at the same time. In our
experience, participants were more engaged in the presence of
visual stimuli (recall that we were not able to present
illustrations for sessions 0-2). Furthermore, it was easier for
them to understand the texts and key concepts while being able
to see theillustrations.

We recommend that the same set of participants be part of the
FGDsfrom start to finish to avoid spending time explaining the
program, the mechanics of the cognitive interviews and
discussion, and details from previous sessions. We were able
to do this with the majority of our FGDs, but scheduling
limitations hindered participants from attending all sessions.
Therefore, to accommaodate the realities of the population, we
allowed the FGDs to be open to newcomers. Some participants
were more able to provide input than others. Asin any FGD, it
isimportant to select participants who are more open, less shy,
and comfortable to freely share their thoughts. In the context
of this adaptation study, norms of social hierarchy and harmony
within the cultural group may have influenced how much people
shared within the groups.

Another limitation is the lack of standard and systematic
evaluation on whether the inputs from members of the FGD
represent the entire community. Further investigation is also
recommended to determine which elements were most salient
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to the participants to more clearly know when adaptations are
good enough for the cultural group.

Relevance of the Research

The methods and detailed results of formative adaptation work
as described in this study are often not shared by researchers or
program implementers in mainstream literature [9,11]. Asitis
such acrucial step in planning and care provision, we hope that
this study will not only highlight the importance of cultural

Garabiles et d

adaptation but also provide the audience a replicable account
of how to conduct such formative research.

Following the Medical Research Council Guidelines for
Complex Interventions and the WHO scalable psychological
interventions program [31,32], this adapted program will be
rigorously evaluated. Theinitial feasibility trial and subsegquent
full-scale randomized controlled trial both include process
evaluation components. Subseguent changesto theillustrations,

content, and program story will be made, if needed.
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Abstract

Background: Community-based participatory research isan effective tool for improving health outcomesin minority communities.
Few community-based participatory research studies have evaluated methods of optimizing smartphone apps for health
technology-enabled interventions in African Americans.

Objective: This study aimed to utilize focus groups (FGs) for gathering qualitative data to inform the development of an app
that promotes physical activity (PA) among African American women in Washington, DC.

Methods: We recruited a convenience sample of African American women (N=16, age range 51-74 years) from regions of
Washington, DC metropolitan area with the highest burden of cardiovascular disease. Participants used an app created by the
research team, which provided motivational messages through app push notifications and educational content to promote PA.
Subsequently, participants engaged in semistructured FG interviews led by moderators who asked open-ended questions about
participants’ experiences of using the app. FGs were audiorecorded and transcribed verbatim, with subsequent behavioral
theory-driven thematic analysis. Key themes based on the Health Belief Model and emerging themes were identified from the
transcripts. Three independent reviewersiteratively coded the transcripts until consensus was reached. Then, the final codebook
was approved by a qualitative research expert.

Results: Inthisstudy, 10 main themes emerged. Participants emphasized the need to improve the app by optimizing automation,
increasing relatability (eg, photos that reflect target demographic), increasing educational material (eg, health information), and
connecting with community resources (eg, cooking classes and exercise groups).

Conclusions: Involving target users in the development of a culturally sensitive PA app is an essential step for creating an app

that has a higher likelihood of acceptance and use in atechnol ogy-enabled intervention. This may decrease health disparitiesin
cardiovascular diseases by more effectively increasing PA in a minority population.
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Introduction

Cardiovascular disease remains the leading cause of death in
the United States, and African Americans bear adisproportionate
burden, leading to significant and excessive morbidity and
mortality [1,2]. Cardiovascular disease risk factors are more
preval ent among both low-income and racial or ethnic minority
populations, emphasizing the need to design interventions that
address these risk factors and, ultimately, reduce health
disparities [1]. A maor factor contributing to poor
cardiovascular health is the lack of sufficient physical activity
(PA). The Centers for Disease Control and Prevention reports
that 24% of US adults do not engage in leisure-time PA.
National averagesfor women and African Americansare higher,
at 29.5% and 26.4%, respectively [3]. A systematic review
conducted by Joseph et al found that African American women
face unique barriers to PA, including neighborhood safety
concerns, financial costs, and hair maintenance, among others
[4]. Culturaly tailored community-based interventions that
combine education, support, and tool sto improve cardiovascul ar
health are especially useful when addressing disparities in
resource-limited settings [5].

Mobile health technology (mHealth) is a potentialy effective
and widely accessible platform for community-based
interventions seeking to improve health outcomes in areas of
lower socioeconomic status. Approximately 72% of African
Americansin the United States own a smartphone, and they are
more likely to depend on smartphones for internet access than
other racial groups. Thus, smartphone appsare arealistic target
for interventions among African Americans [6]. As 62% of all
smartphone users access health information via their maobile
phones, capitalizing on appsto deliver health interventions may
facilitate access to communities with lower health care
utilization, such as African Americans[7]. Thisis substantiated
by the finding that African American women are willing to
participate in mHealth research that uses technology, such as
fitness trackers and smartphone apps [8]. To date, there have
been no studiesthat use community-based participatory research
(CBPR) methods to engage urban, low-income, African
American women as end users in the development of a
smartphone app for PA promotion.

In order to understand the potential impact of an app on health
behavior, such as PA, it is helpful to rely on an existing
theoretical framework. The Health Belief Model (HBM) consists
of six relevant constructsrelated to behavioral change: perceived
benefits, perceived barriers, perceived susceptibility, perceived
severity, self-efficacy, and cues to action [9]. HBM allows for
the systematic exploration of beliefs and attitudes through these
well-defined constructs, while other theories [10] do not.
Therefore, we propose that HBM will be a strong theoretical
basis upon which to analyze the role of an app in facilitating a
behavioral change.

https://formative.jmir.org/2019/1/€10944/

Typica CBPR methodology includes working alongside a
community advisory board (CAB) to develop arelevant, tailored
intervention that is appropriate for the community in question.
CBPR, which is focused on the intentional engagement with
minority populations, has been a validated approach for
eliminating health disparities [11]. Focus groups (FGs) are an
effective CBPR methodology for eliciting feedback and gaining
a comprehensive understanding of mHealth features preferred
by apopulation. FGsare al so at the core of user-centered design
processes. Thus, we employed community-based FGs to
facilitate user-centered design and develop a smartphone app
that promotes PA by addressing the unique needs and barriers
of African American women. The primary aim of this pilot
study wasto employ FGsto qualitatively gather the perspectives
of low-income, African American women on a PA—promoting
app prior to usein afuture, larger mHealth-enabled intervention
in the Washington, DC metropolitan area. Applying HBM asa
theoretical framework in the thematic analysis of FGs allowed
us to effectively explore the utility of the app for improving
health behaviorsin this population.

Methods

Overview of Study Design

A convenience sample of African American women participated
in 2 FGs assessing their views on the use of mHealth tools.
Immediately following the preintervention FG session, the study
app was downloaded onto participants mobile phones, and
participants were given study-associated Fitbit accounts and a
Fitbit Charge 2 device (Fithit, Inc, San Francisco, CA, USA).
Therefore, al participants began both study components—using
the app and wearing the Fitbit—simultaneously. After
completion of the 20-day study period, participants took part
in the postintervention FG interviewsto share their experiences
with the study app and Fitbit device. The pilot study was
conducted for 20 days to accommodate the 18-day
push-natification message scheme, plus 1 extra day on each
end. Findings of the postintervention FG are described in this
manuscript. The study was approved by the National Heart,
Lung, and Blood Institute (National Institutes of Health, NIH)
institutional review board, and all participants provided written
informed consent (NCT 01927783).

Study Population

African American women aged 19-85 years and residing in
low-income areas of Washington DC (wards 5, 7, and 8) and
Prince George's County, MD, were invited to participate.
Participants were recruited from a convenience sample of
communities in Washington, DC metropolitan area between
August 2017 and October 2017. Participants learned about the
study through local health education events, flyersat churches,
and peer recommendations. Participants were required to own
a smartphone device, be proficient in written and spoken
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English, be physically ableto engagein study activities, and be
either overweight or obese (body massindex, BMI, =25 kg/m?)
by self-reported height and weight. The study criteria and
convenience sampling resulted in the recruitment of 20 possible
participants and, ultimately, enrollment of 16 participants.

Developing the Smartphone App

The app was developed in partnership with Vibrent Health
(Fairfax, VA, USA), a health technology company. The app
was designed to deliver motivational messages via push
notifications, educational content about PA, and a daily
self-assessment of stress and participants opinions of the
message content of that day. The app featured awelcome video
of the Principal Investigator (TP-W) explaining the purpose of
the study and encouraging participantsto increasetheir PA. The
app was tested by the study team and app development group
prior to distribution to study participants.

Community-Based Participatory Research for Push
Notification Message Development

Using the Communication, Awareness, Relationships, and
Empowerment Model [ 12], we engaged our community partners
through our previously described CAB, the DC Cardiovascular
Health and Obesity Collaborative [13,14]. These community
partners provided feedback and input on study design and
implementation, including areview of the recruitment and data
collection methods.

A questionnaire was emailed to the CAB to identify local and
culturally relevant barriers to PA and to solicit suggested
motivational push notification messages that promote PA.
Follow-up telephonic interviews were then conducted based on
a prewritten script to further ascertain and clarify their
suggestions (see Multimedia Appendix 1, which illustrates the
CAB interview script for suggested messages). Both the
guestionnaire and interview asked CAB members to provide
messages applicable to 1 of the 4 motivational constructs:
self-efficacy, self-esteem, goal setting for increasing motivation,
and goal setting for those with motivation but limited time.
These categories were chosen based on prior work identifying
barriers to PA for African American women [15] and the
proposed theoretical framework for a community-based,
mHealth-enabled PA intervention in development [16]. During
the interview, respondents were given examples of messages
from each category consecutively to prompt message
suggestions relevant to that category. Additionaly, CAB
memberswere asked to tailor their suggestionsto the population
of interest, African American women, in order to generate the
greatest impact on PA [17]. These messages were compiled,
reviewed, selected, modified, and reorganized into the 4
categories prior to consulting a health communications expert
(SE-T) for approval. Thefinal messageswereincorporated into
a database for use in community-based PA interventions (see
Multimedia Appendix 2, which illustrates the process of
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engaging the CAB for the push notification message
development).

Motivational Push Notification Message Dissemination

The app was designed to deliver 3 motivational messages daily
via push notifications, which included photos of African
American women of al body sizes and ages participating in
PA. The app also allowed participants to review past messages
by storing all received messages on a “wall” within the app.
Motivational messageswere disseminated viathe app according
to a programmed order (see Multimedia Appendix 3, which
shows the programmed order of message dissemination; arrow
represents 1 individual, N=16). Participants were scheduled to
receive a specific sequence of motivational messages over an
18-day period split into six 3-day blocks. During each 3-day
block, participants were scheduled to receive daily messages
from 1 motivational category or to review educational modules.
Each participant would, therefore, receive a unique sequence
of messages over the testing period to control for sequencing
effects, while allowing them to see examples from each
motivational category and the educational modules. During the
final 3-day block, participants were randomized to receive daily
messages from a single motivational construct in combination
with the educational modules.

Educational Modules

Information about PA was distributed via 2 educational modules,
adapted from the Diabetes Prevention Program (Figure 1) [18].
Module 1 covered goal setting and benefits of PA. Module 2
covered safety, stretching, and how to integrate PA into a busy
life. Both modules were interactive, allowing participants to
enter their current PA levels and goals for the following week.
Upon completion of both modul es, participants received further
positive reinforcement (a “prize’) within the app, which
consisted of 2 simple, heart-healthy recipes.

Daily Self-Assessment

Participants were asked to complete a 6-item self-assessment
every evening that evaluated their stress and cognitive affect
(Figure 1). The first 5 questions were derived from prior
ecological momentary assessment tools [19,20]. Participants
were asked to ratetheir levels of cheerfulness, happiness, anger
or frustration, nervousness or stress, and sadness on a 6-point

scale. For the 61 question, participants were asked to rate the
content of the daily motivational push notification messageson
a6-point scale.

Wear able Physical Activity Tracker

Participants wore Fitbit Charge 2 devices 24 hours per day for
the 20-day study period, with the exception of water-based
activities. The wrist-worn activity monitor recorded
minute-by-minute amount and intensity of PA achieved by each
participant as well as sleep duration and quality. As the study
app did not sync with the PA tracker, participants were able to
view their activity viathe commercially available Fitbit app.
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Figure 1. Screenshots of the study app which show Educational Module 1 and the Daily self-assessment.
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Focus Groups

Immediately following the 20-day study period, all participants
met at a local partnering church to discuss their experiences
with the PA—promoting app, fithess tracker and associated app,
and resulting changesin PA. Then, 2 simultaneous FGs, which
included 8 participants each, were conducted to alow all 16
participants greater opportunity to speak. The FGs were
conducted using a semistructured interview process. Each FG
wasled by 2 study team members, amoderator and afacilitator,
with additional note takers present to document nonverbal
responses. Both moderators followed a Moderator's Guide,
which included preselected questions and probes but allowed
for open discussion based on the comments raised (see
Multimedia Appendix 4, which illustrates the Moderator’s
Guide). During FG, the facilitator's role was to manage the
equipment (ie, name cards and tape recorders), take notes, make
observations, and ask follow-up questions when deemed
necessary. The FGs were audiorecorded and transcribed
verbatim by an independent clinical research organization
(Socia Solutions International, Inc, Silver Spring, MD, USA).

Data Analysis

Descriptive statistics were assessed from demographics and
Fitbit data using SAS 9.4 (SAS Institute, Cary, NC, USA). A
behavioral theory-driven thematic analysis based on the HBM
was used to analyze FG data. The transcripts were reviewed,
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and apreliminary codebook of themes was devel oped based on
theoretica constructs of the HBM. Each themewas accompanied
by an operational definition that allowed 3 coders to
systematically and independently identify quotes from the FGs
that represented each theme. The coding process was iterative,
with a total of 6 codebooks developed until consensus was
achieved. Anintramural NIH qualitative research expert (GW)
validated the final coding and corresponding themes.

Results

Sample Characteristics

The study sample consisted of 16 African American women
with a mean age of 62.1 (SD 6.6) years (Table 1). Mean BMI

was 35.5 (range 25.6-54.6) kg/m?, with 75% (12/16) of the

women classified asobese (BMI =30 kg/m?). About 63% (10/16)
of the women were retired or unemployed. Educational
attainment varied and ranged from high school level to graduate
or professional degree although most participants (12/16, 75%)
had, at least, a college education. Income information was only
available for 8 participants, with the majority of participants
having a household income =US $60,000. Participants had an
average step count of 7359 steps per day, with a valid day
defined as 10 or more hours of Fitbit wear time. There were
292 valid daysfor analysis. Step datawere averaged over valid
days for the 20-day period.
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Table 1. Sample characteristics (N=16).

Ceasar et a

Characteristic Values
Age (years), mean (SD) 62.1 (6.6)
Sex, n (%)

Female 16 (100)
Race, n (%)

African American 16 (100)
Employment status, n (%)

Employed 6 (37)

Retired or unemployed 10 (63)
Income (US$), n (%)2

<60,000 6 (37)

260,000 5 (63)
Education, n (%)

Some college or below 4(25)

Technical degree 2(12)

College degree 7(44)

Graduate or professional degree 3(19)
Marital status, n (%)

Single, divorced, or widowed 12 (75)

Married 4(25)
L ocation of residence, n (%)

Maryland 7(44)

Washington, DC 9 (56)
Body mass index (kg/m?), mean (SD) 35.5(8.29)
Weight parameters

Overwei ghtb, n (%) 4(25)

Obese%, n (%) 12.(75)
Physical activity parameters, mean (SD)

Steps per day® 7359 (2201)

Sedentary minutes per day 1174 (54)

Light intensity minutes per day 236 (50)

Moderate intensity minutes per day 12 (8)

Vigorous intensity minutes per day 18 (10)

8 ncome information was only available for 8 participants.
bBody mass index=25 kg/mz.
Body mass index=30 kg/m?.

dyvalid day defined as =10 hours of wear time (step data averaged over valid days during the 20-day study period).

Focus Group Themes and Subthemes

The HBM includes 6 constructs, of which the following 5 were
germane to the data: perceived benefits, perceived barriers,
perceived susceptibility, cues to action, and self-efficacy.
Perceived severity was not identified in the transcripts.
Additional, emergent themeswere identified, including technical
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RenderX

difficulties, generational differences, and relationship with the
community (Textbox 1). Themes, subthemes, and illustrative
guotes can befound in Multimedia Appendix 5. Asthe app was
designed to provide multidimensional behavioral support,
instances of overlap between themes arose during the analysis,
for example, between perceived benefits and cues to action as
well as perceived barriers and technical difficulties. However,
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many quotes succinctly and fully illustrated a single theme,
such asthe following perceived benefit:

| didn’t lose weight, but it showed in my blood tests;
the results of my blood tests. So, | did show some
improvement with the increasing of the exercise.

This participant is highlighting the benefit she perceived from
using the app to increase her PA (improved laboratory tests),
in the absence of achieving her personal goal (weight 10ss).

Textbox 1. Themes and subthemes.

Ceasar et a

Participant Suggestionsfor the App I mprovement

During the FGs, participants shared their opinions of the app
and provided suggestions for further improvement (Table 2).
Participants strongly expressed adesirefor increased educational
content, more tailored location-specific recommendations for
outdoor PA, and in-app connection to existing community
resources that may assist in overcoming barriers to PA. They
also suggested that the app show PA datafrom the Fitbit device
(rather than on the separate, Fithit app), include personalized
step goals, and have a redesigned daily self-assessment tool.

Health Belief Model
o  Perceived benefits

« Impact on nonphysical activity health behaviors (mood, sleep, healthy eating, etc)

« Goa setting
«  Education or new information

«  Safety of global positioning systems tracking

«  Perceived Barriers
» Difficulty of use (ie, lack of automation)

«  Ambiguity over goals of daily self-assessment

« Accuracy of physica activity tracking or ambiguity over physical activity goals

«  Technology literacy
«  Community or historica distrust of research
. Safety asabarrier to physical activity

« Insufficient data plan or memory

o  Perceived Susceptibility
o Cuesto action
«  Push natification messaging
»  Expanding the definition of “exercise”

.  Sef-efficacy

Emergent Themes
o  Technical difficulties

o Check-insor IT support

«  Generational differences
«  Relationship with community
«  Connection to fellow participants

«  Connection to the research team

«  Socia support
o  Preferred features

https://formative.jmir.org/2019/1/€10944/
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Table 2. Participants' suggestions for the app improvement.

Suggestion

Ilustrative quotes

Increased automation
Water intake
Food intake

Increased relatability

Redesign the daily self-as-
sessment

Including photos of heavier
women

Ease of use

Saving or printing the
recipes

Increased educational material

Diet and nutrition

Stretching, including anin-
structional video

Sleep hygiene

Connection to community re-
sour ces

Group exercise or dance
classes at existing facilities

Community walking groups
and ability to create themin
the app

“Soif I drank thewater and it automatically like it does my sleeping. It countsthe sleep. It needsto count the water.”

“Thefood intake. | put in one thing and then | said, ‘Oh wow, thisisjust, | don’t know how much thisis’[...]But
I looked at that and | said, ‘ Thisisalittle too much [work].”

“We not no children, get rid of them [smiley faces].”

“I"d definitely get rid of them smiley faces. | didn’t like the smiley faces. | thought [they]made mefeel likeI'min
the elementary with my grand[daughter].”

“1 couldn’t quiterelate to the daily self-assessment, the rating scale, the happy faces. | think it was morelike giving
each segment stars, | could have understood that better. | couldn’t relate to [the smiley faces].”

[Speaking about revising the scale in the self-assessment] “Like on ascale from 1 to 10, on ascale from 1 to 10,
I'mlikea7or...”

[Speaking about the photos that accompanied the messages)

“Have a person that's heavier than these people. They look like they’re already fit.”
“1 liked, well, when | read | like to see people that look like me.”

“It'sreally important that | see somebody with some gray hair...”

“Weight.” “Heavy!”

“And then you're on your phone and you don’t have a printer see you're not putting it on your iPad or anything.
If you had that you'd print it out. | couldn’t print it out and | wasn’t going to handwrite it.”

“Even add afew more modules.”

“About | guessthey could talk about, because | know alot of people don’t like cal orie counting and different things
but the health coach that I’ m working with, or the program that I’'m working with, we have measurements and they
show you what your sizeis you know, protein your palm of your hand, the grain your first, or different things like
that and they do alot of visualsand so on like that so that we don’t have to worry about counting and how to prepare
healthy nutritious meals you know with a protein, acarb | mean your grain, your vegetable. Things like that.”

“If there’s avideo like there the pictures may show you someone exercising, how to exercise. Maybe if thereisa
video if the video shows you how to do that exercise or proper technique for that exercise or the benefit of that
particular exercise. If the if video wasto beincluded | think that would be helpful

“1 agree because | remember...they were saying roll your flatten your back to thefloor and | kept trying to visualize
what they were saying. So, maybe a video would have helped.” [Discussing stretching techniques shared in the
educational module.]

“Maybe in the future since there are some of us that have sleeping issues. Maybe | didn’t see anything at any of
the questions, like suggestions about either going to bed early, turning the T.V. off, you know those kinds of sug-
gestionsto help us”

“I"m thinking maybe you know safe places to exercise in the community, places where we can get food, you know
just whatever. Any kind of resources that | think would pair well with exercising and eating well and taking care
of yourself.”

“[1] think you could maybe add somewhere, | don’t know where but maybe somewhere more information about
resources.”

“A cooking class.” [ Speaking about community resources she would like to see included in the app]

“Yeah, group exercise and stuff like that. And you’d get more people motivated and doing this cause so far that's
what we're doing at the [Recreation Center]. We're spreading the word and we're getting a lot of people coming
in now...The classes are free and they giving them four days aweek. You could do stuff up there, and the most
time they got line dance, hand dance, jazz you know all these classes.”

[Speaking about the benefit of having a group or competition component within the app] “ Yeah, | know and that’s
what made me think within the study maybe they could do something like that. Even if it'sto link up with some
of those that is already in existence.”

“You don't like to walk aone becauseit’s not safe nowadays. But, if there was some kind of information that
would say like, ‘Look, we would like agroup to walk, a start off group to walk at five 0’ clock in the morning in a
certain area”

https://formative.jmir.org/2019/1/€10944/
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Suggestion Illustrative quotes

Safe placesto walk or exer-

“Yes, and | think we just did athing on, what they call it? Geographical information systems where they show you

cise outside know they map out areas where you can go to get physical activity and different thingslike that. Because you know
health information is being done through alot of technology and that would be one because sometimes peoplein
the community need to know where can | go, you know how can | get there? For children through adults. Different
things like that.”
Discussion Focus Group I nterviewing for User-Centered Design

Principal Findings

This study demonstrates the effectiveness of community
engagement techniques, such as CBPR and FGs, in developing
and refining culturally tailored smartphone apps for use in a
community-based, mHealth-enabled PA intervention.
Introducing a user-centered mHealth intervention in a
low-income, African American population at risk for
cardiovascular diseaseincreasesthelikelihood of adoption and,
therefore, may be an effective method for addressing health
disparities.

Despite the purported potential of technology to aleviate health
disparities, little research has been done to evaluate the
feasibility and effectiveness of mHealth in minority populations.
Consistent with recent studies, we show that both wearable
technology and smartphone apps arewell received among urban,
community-dwelling African American women [8,13].
Location-based tracking was not perceived as a significant
barrier for the adoption of technology-based interventions in
this population. Rather, it was seen as a benefit due to the
possibility of locating an individua in the event of safety
concern (ie, abduction). In summary, mHealth may be a useful
tool for promoting PA among minority and low-income
populations, and future work to evaluate its efficacy is
warranted.

Community-Based Participatory Research for
User-Centered Design

Involving community members at the earliest stage of the study
design upholds the essence of true CBPR methodology. We
were able to incorporate the community perspective directly
into the intervention through the process of devel oping tailored
motivational messages with the CAB. The majority of CAB
members share residence and demographic characteristicswith
the study participants. This allowed us to overcome a strong
barrier to effective health disparities research, namely, the
predominating influence of an “outsider” perspective. Previous
research demonstrates the effectiveness of culturally relevant
persuasive messagesfor PA promotion among African American
women [21,22]. Effectively engaging the community through
CAB allowed usto generate culturally tailored messages, which
also highlighted unique barriersto PA for this population, such
as safety and hair maintenance. The success of this collaboration
allowed us to better address the needs of the study population,
while simultaneously empowering the target population as a
mutual partner. Therefore, we see theformation of CAB to work
alongside health disparity researchers as a necessity.

https://formative.jmir.org/2019/1/€10944/

Using FGs to inform the development of our PA app was an
effective method to facilitate end user tailoring and, potentially,
satisfaction. Although prior studies have used FGsfor mHealth
interventions, most explored end user satisfaction and feasibility
only after the final app development and immediately before
commencing arandomized control trial. Very few studies have
used FGs asameans of collaborating with the target population
to obtain feedback for the enhancement of a PA app at its
inception [23-28].

Focus Group I nterviewing and the Health Belief Model

Grounding our qualitative data analysis within HBM allowed
usto identify how the app acted as both a promoter and barrier
to behavioral changes. Specifically, HBM elements showcase
the app’s potential to facilitate a behavioral change by means
of educating users on the benefits of PA, promoting
self-efficacy, and providing cuesto action. Although discussion
on perceived severity did not arise during the interviews, that
particular construct has been shown to be less influentia in
facilitating a sustained health behavioral change [29,30].
Conversely, the concept of perceived susceptibility was raised
during the discussion and has been shown to play a significant
role in developing health behaviors [31]. A concern that often
arisesin the dial ogue surrounding minority health and research
participation is the historical and pervasive mistrust of the
scientific community [32]. Indeed, participants discussed the
potential of community distrust to act as a barrier to app
adoption. However, they also highlighted and reinforced CBPR
as a means of reducing hesitancy and enhancing trust. In
summary, HBM constructs were especially useful ininforming
the development of an mHealth-based intervention, which aims
to increase PA as a preventive health behavior in
limited-resource minority communities.

Tailoring the App to User Needs and Preferences

While the primary focus of the intervention, PA, was well
received by participants, the qualitative data demonstrate aneed
for a significant secondary impact on nonPA health behaviors.
Participants expressed astrong desire for additional information
regarding other beneficial lifestyle modifications. For example,
they spoke frequently about increased awareness of their sleep
patterns and need for improved sleep hygiene. Discussion on
diet and nutrition was also extensive, including a desire for
increased information on portion size, healthy choices, and
water intake. Participants also discussed their novel awareness
of the connection between mood and activity. They expressed
arealization that exercise can improve mood and discussed the
benefits of engaging in relaxation and mindful ness techniques.
Increased awareness of benefits of PA, including mood, may
generate an additional, novel reinforcing mechanism that
increases the probability of future PA.
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Similarly, social support was a recurrent theme, and the
participants comments suggest a relationship wherein social
support is a vehicle for increased self-efficacy. Improved
self-efficacy has been shown to substantialy increase the
probability of successful maintenance of health interventions,
including smoking cessation [33], PA [34,35], and weight loss
[36,37]. Participants' social networks, including accountability
of partners, family, and key community members, were
repeatedly juxtaposed with expressions of self-efficacy.
Therefore, incorporating social networksin futureinterventions
may improve self-efficacy and encourage sustained behavioral
changes. Participants also referenced several opportunities for
increasing socia support from within the app, including the
formation of competition and walking groups. They expressed
the desire to be able to communicate and share resources with
fellow community members, which was not an availablefeature
within the app. Additionally, they described the relatability of
the app content (ie, photos of heavier and older women engaging
in PA) as a form of socia support. Finally, they viewed the
technology itself (Fitbit) to be acommon ground around which
they could form groups and connections within the broader
community, for example, at local recreation facilities.
Capitalizing on the broad impact of social support on motivation,
self-efficacy, and adherence may further promote sustained
behavioral changes among urban African American women.

Our findings affirm that using FGs to identify values, goals,
experiences, and definitions of PA may result in moreinformed
and, therefore, more effective strategiesfor PA promotion [28].
Having engaged the population of interest early in the process
of app development allows us to incorporate key suggestions
into future iterations of the app and, therefore, build the most
accessible, efficacious platform for increasing PA within this
community. Asaresult of participants feedback, wewill modify
the app to increase user satisfaction by incorporating information
about local parks and fitness classes. We will aso increase the
user relatability by redesigning the daily self-assessment and
adding additional photographs that reflect the cohort's
demographics and physical appearance. Finally, we will
incorporate additional educational modules that reflect
participants’ desirefor information on nonPA health behaviors.

Limitations

As this was a pilot study, the duration of the intervention was
short, and the sample size was small. The study population was
aconvenience sample of middle-aged, African American women
who were recruited from communities within Washington, DC
metropolitan area. Although our findings may not be
generalizable to other populations, they may be generalizable
to other African American female residents of urban
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environments. The use of the Fithit PA app may haveinfluenced
participants’ perceptions of the study app, but this was not
assessed. Finally, dueto technical difficulties, some participants
were not able to access the entire app content, and we were
unable to objectively evaluate the influence of the push
notification message dissemination protocol on PA.

Comparison With Prior Work

Previous work has explored smartphone usage and willingness
to participate in mHealth weight management research via
guantitative data collection [6]. However, this study is the first
to employ FGs for qualitative data collection of such
information. Furthermore, this study isthefirst to employ FGs
to guide the development of a culturally tailored app for a
community-based, mHealth-enabled PA intervention among
African American women. Thefindingsfrom this FG reaffirmed
previously cited barriers for African American women for
engagement in PA [4].

Future Directions

Although culturally tailored push notification messages were
the focus of this study, we plan to expand this approach to
include geographically and personally tailored push notification
messages as well. For example, the use of geographic
information systems can provide suggested locations for safe
sites for outdoor PA and increased awareness of existing
community PA resources, such as recreation centers.
Incorporating personally tailored step goals and push notification
messages based on the real-time activity may further promote
sustained PA as it has been shown that personalized, adaptive
goal setting improves adherence to PA interventions [38,39].
It is thought that fixed, nonpersonalized PA goals can be
discouraging to participants as goals may be either
unrealistically high or, conversely, not adequately challenging
[40-42]. Personalized PA goals can be accomplished through
machine-learning techniques, as recently demonstrated by Zhou
et a [42]. Incorporating these techniques in the future app
development may strengthen user satisfaction and effects of the
intervention.

Conclusions

This pilot study demonstrates that the development of
mHealth-enabled interventions based on the qualitative CBPR
methodol ogy and community member engagement may improve
future PA and cardiovascular health interventions. Theresulting
enhancements to the app may be useful in ameliorating health
disparities and improving health outcomes of underserved,
minority communities by increasing the likelihood of
acceptability and utilization of mHealth by target users.
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Abstract

Background: The speed of physiological recovery from stressmay beamarker for cardiovascul ar diseaserisk. Stress management
programs that incorporate guided breathing have been shown to moderate the stress response and augment recovery.

Objective: The aim of this study was to examine the effectiveness of an app-based brief relaxation intervention (BioBase) for
facilitating physiological recovery in individuals exposed to a brief psychological stressor.

Methods: A total of 75 participants (44 women) completed a stressor speech task and were randomly assigned to one of three
conditions: control, rumination, or an app-based relaxation breathing (BioBase) conditions. Heart rate variability (HRV) was
assessed as ameasure of autonomic function at baseline (6 min), during stress (6 min), and during recovery (6 min).

Results: There was asignificant increase in subjective stress following stress exposure, but the ratings returned to baseline after
recovery inall three groups. In addition, there was asignificant decreasein vagally mediated HRV inthe poststress period. During
recovery, the root mean square of successive differences (P<.001), the percentage of successive interbeat (RR) intervals that
differ by >50 ms (pNN50; P<.001), and high-frequency (P<.02) HRV were significantly higher in the BioBase breathing condition
than the rumination and control conditions. Therewas no differencein HRV values between the rumination and control conditions
during recovery.

Conclusions: App-based relaxed breathing interventions coul d be effective in reducing cardiovascular diseaserisk. Theseresults
provide additional utility of biofeedback breathing in augmenting physiological recovery from psychological stress.

(JMIR Formativ Res 2019;3(1):€12227) doi:10.2196/12227

KEYWORDS
biofeedback; breathing; heart rate variability; recovery; rumination; stress

for approximately 30% of deathsworldwide[1]. Itsrisk factors
include genetic and congenital defects as well as behaviora
factors such as diet, exercise, and smoking [2]. Another major
risk factor for cardiac disease is mental stress [3,4]; mental

Introduction

Cardiovascular diseaseis one of theleading causes of premature
death and disability in most westernized countries and accounts
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stressors are known to cause physiological and psychological
changes dueto the activation of the sympathetic nervous system
and parasympathetic withdrawal [5]. These changes include
increased heart rate; respiration; and production of various
biological stress markers including adrenaline, cortisol, and
alpha-amylase. Prolonged stress exposure or delayed recovery
from stress responses (ie, how quickly an individual returns to
a specified resting baseline), is thought to contribute to
cardiovascular disease risk, as it causes wear and tear of the
cardiovascular system [6]. Growing research evidence suggests
that recovery from stress may be more predictive of
cardiovascular health than cardiovascular reactivity to the
stressor itself [7-9].

Stress is a part of life and cannot be completely avoided.
Therefore, it is crucial to identify and develop techniques that
can augment recovery from stress in order to prevent the
development of chronic health problems such as cardiovascul ar
disease. One effective method for the management of stressis
the use of biofeedback systems [10]. Biofeedback is a
mind-body self-regulation practice, wherein individuals learn
how to regul ate their thoughts, feelings, and behavior to modify
their physiology through continuous physiological feedback.
For example, by instantaneously trandating heart rate onto a
visual display, an individual can quickly learn how slow
breathing can be used effectively to reduce the heart rate.
Biofeedback training has beneficial effects on many symptoms
of stress, including anxiety and depression, and improves the
overal health [11].

There are many different physiological stress markers such as
elevated blood pressure, heart rate, and cortisol levels, but this
study focused on heart rate variability (HRV). Changesin HRV
have been shown to reflect levels of stressinduced by a mental
stressor [12,13]. In addition, HRV is a marker of autonomic
dysfunction, and a reduced HRV has been associated with an
increased risk of cardiovascular disease and mortality [14-16].
HRV is considered a nonintrusive, objective, discrete measure
of vagally mediated cardiac regulation. Vagally mediated HRV
refers to the beat-to-beat variability in heart rate that is
controlled by the parasympathetic nervous system viathe vagus
nerve. Regulating emotions is a key life skill, and emotional
changes appear to occur simultaneously with changesin HRV.
Thus, HRV may be a marker of emotional regulation, which is
activated when individuals are under mental stress[13,17-20].
The heart rate increases dightly during inspiration and decreases
dlightly during expiration; slow breathing evokes respiratory
sinus arrhythmia, through which the heart rate and breathing
synchronize, thereby increasing oscillations within the heart.
Respiratory sinus arrhythmia is used as an index of cardiac
vaga tone (referring to the activity of the vagus nerve) and
contributes to HRV. Deep, sdow diaphragmatic breathing
stimulates the vagus nerve, thus improving HRV and reducing
stress responses. By slowing down breathing, an individual can
learn to control his’her heart rate and, ultimately, the HRV by
increasing parasympathetic activity [21].

HRV biofeedback has resurged in recent years, and biof eedback
interventions have been effective after an emotional disturbance
[22]. In addition, interventions that include breathing exercises
have been shown to reduce stress responsivity in both the

https://formative.jmir.org/2019/1/€12227/
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laboratory and real world [23-25], athough these interventions
are time consuming and typically developed as part of a suite.
For example, the body scan breathing exercise, which forms
the basis of most mindfulness programs, requires repeated
practice with typical sessions of 230 min [25], whereas some
studies that incorporate breathing routines require attendance
in 10 treatment sessions, each lasting 90 min [24]. Such
interventions, although effective, require investment of alot of
time from users, and many people feel time starved. Therefore,
easy-to-use parsimoniousinterventionsthat mitigate the effects
of stress are clearly advantageous. It is now possible for mobile
health interventions to incorporate biofeedback breathing
exercisesin order to help people regulate their emotions during
acute periods of stress.

Technology has paved the way and provided an easy and
accessible method to engage with and monitor stress levels.
Breathing techniques and biofeedback can now be easily
combined to create an effective coping tool for stress
management. Mobile technology can be used to effectively
deliver stress-management techniques [26,27]. Through
consumer-grade sensors, mobile phones provide an excellent
avenue for collecting continuous biometric data such as those
on heart rate and HRV. Such applications allow peopleto access
their HRV biofeedback and modify their breathing, thereby
gaining better control over stress [28]. Deep-breathing maobile
phone apps are easy to use and inexpensive and have the
potential to reach alarge population; thus, they havefar-reaching
implications for long-term health.

This study aimed to examine acommercial breathing app called
BioBase [29] as a potential intervention to reduce poststress
activation. The BioBase program reduces stress responsivity
by coaching users through Papworth breathing exercises, both
audibly and visually. The regulation of breathing triggers a
vaga response to aid parasympathetic activation, leading to
relaxation.

To test the efficacy of the BioBase app, we subjected
participants to a standard psychological stressor task and then
randomly assigned them to one of three conditions: the BioBase
breathing app, rumination, and control conditions. Therationale
for using a rumination condition was amplification of possible
differences in HRV between the three conditions. We
hypothesized that compared to the rumination and control
conditions, the Biobase breathing app would enhance recovery
following exposure to a stressful speech task.

Methods

Participants

A total of 75 participants were recruited to the study, including
44 (59%) women and 31 (41%) men, with an average age of
235 years (SD 6.39; range, 18-55 years). The sample
predominantly identified themselves as white British (n=55,
73%) and the remainder, as Asian (n=8, 11%), white other (n=4,
5%), African (n=2, 3%), black British (n=1, 1%), Greek (n=1,
1%), Hispanic (n=1, 1%), mixed Hispanic (n=1, 1%), and
Mauritian (n=1, 1%). All participantsreceived a£15 gift voucher
for their time. The study was approved by the ethics committee
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of the University of Surrey, UK, and written informed consent
was obtained from all participants (identifier: 1190-PSY-16).

Speech Task

During the stressor phase of the study, participants listened to
a 2-min audio recording that described a situation where they
had been falsely accused of stealing a purse and had to defend
themselvesto the police; this stressor has been used in previous
studies (eg, [30]). The participants were instructed to imagine
themselves in the scenario and were given 2 min to mentally
think and prepare a statement for their defense in front of a
video recorder. The recording stated that their speech would be
evaluated and marked by the expertsfor fluency and confidence.
This aimed to ingtill a social evauative threat that has been
shown to increase stress and rumination and induce
physiological reactivity [31,32]. However, in redity, the
speeches were not evaluated, as the performance ratings were
not relevant to this study.

BioBase App

Participants in the BioBase condition were guided through a
clinically validated version of the Papworth-Benson breathing
exercise [33]. Originally developed at Papworth Hospital in
Cambridgeshire, UK, more than 5 decades ago, this breathing
method focuses on diaphragmatic breathing to use the full lung
capacity and slow down breathing aswell astrigger vagus nerve
stimulation and consequently, the relaxation response. Through
the process of photoplethysmogram and the use of the camera
and flash on the mobile phone, the app measured changes in
the user’s heart rate during a guided breathing exercise and
displayed their heart wave on the mobile phone screen in real
time. Participantsin the control and rumination conditions used
amodified version of the Biobase app during the intervention
period, which measured their heart rate, but did not guide them
through the breathing exercise.

Sdf-report measures

Thoughts Questionnaire

Following astress-exposure task, individuals may spontaneously
ruminate [34] and therefore confound the results. To assess
poststress rumination, we used a modified version of the
Thoughts Questionnaire [35]. Items were rated on a 5-point
scale, from O (never) to 4 (very often), on how often they thought
about each item during the intervention period (eg, | made a
fool of myself and how awkward | felt). The Thoughts
Questionnaire has good internal consistency [36] and has been
used in many previous studies to assess postevent rumination
following the delivery of a speech task [32,37,38]. Cronbach’s
alphafor this measure was .81 in the present study.

Heart Rate Variability

HRV was captured during baseline, the speech task stressor,
and poststress recovery by using a Biopac ECG100C amplifier
(Biopac Systems Inc, Santa Barbara, CA). The
electrocardiogram was recorded with a sampling rate of 1000
Hz.

https://formative.jmir.org/2019/1/€12227/
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Procedure

After entering the laboratory, participants were asked to read
the information sheet explaining the study. After providing
written consent, the participants completed a demographic
guestionnaire. They were subsequently fitted with electrodes
and acclimatized to the Biopac amplifier. The Biopac amplifier
recorded heart data continuously throughout the experiment.
All participants then relaxed for 6 min while the experimenter
|eft the room to minimize distraction. On resuming the exercise,
the participants rated their level of stress using a 7-point visual
analogue scale (1, very little pressure to 7, extreme pressure).
Thereafter, the participants listened to the audio stressor
recording for 2 min, as described above in the Speech Task
section, and were given 2 min to prepare a statement for their
defense. They then presented their statement for 3 minin front
of the experimenter and a video camera. Subsequently, the
participants rated their level of stress using the 7-point stress
scale. Following the speech task, participants were randomly
assigned using arandom number-generator program [39] to one
of thethree groups (control, BioBase, or rumination) for 6 min.
As this study was not a preregistered randomized controlled
trial, it was considered a pilot study.

Participants assigned to the breathing condition used the
BioBase app on the mobile phone and followed the guided
breathing instructions. Individuals in the rumination condition
were asked to think and reflect about their speech and focus on
performance-based thoughts and were guided during this task
by a modified version of the Thoughts Questionnaire [35].
Participantsin the control condition were asked to sit passively.
At the end of the intervention period, participants rated their
level of stress. All participants then completed the original
Thoughts Questionnaire [35] to measure the actual levels of
rumination during the intervention phase. Finaly, participants
were disconnected from the equipment, fully debriefed, and
given agift voucher.

Data Analysis

All data were screened for measurement artifacts using the
ARTIiFACT software [40] by one of the authors (SS) who was
blinded to the conditions. Artifacts were identified using the
algorithm developed by Berntson and colleagues [41], and a
distribution-based threshold value calculated individually for
each participant. Flagged beat intervals were visually checked
and, if confirmed as artifacts, deleted and substituted by means
of cubic spline interpolation of neighboring intervals. HRV
analysisis typically performed in time or frequency domains.
The time-domain measure root mean square successive
difference (RMSSD) isconsidered to indicate vagally mediated
HRV; values < 50 ms are considered unhealthy, values > 100
are considered healthy, and valuesin between indicaterisk. The
frequency-domain analysis high frequency (HF), which is
considered to depict parasympathetic regulation, was also
calculated for each person. Measurements and analysesfollowed
established guidelines [42]. For the analysis, we grouped the
HRV data into baseline, stressor, and intervention groups and
analyzed 6-min segments, which are sufficient for HRV analysis
[43]. Following the standard procedure, data were screened,
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outliers above and below 3 SDs were excluded, and data were
transformed where necessary.

Results

There was no significant difference between the groups with
regard to demographic variables (gender, physical fitness,
smoking status, general stress, and age), any baseline measures
of subjective stress, or HRV. Ratings of perceived stress
significantly increased from baseline (mean=2.01, SD 0.97)
following completion of the stressor (mean=5.05, SD 1.37;
t=18.68, P<.001), demonstrating successful experimental
mani pulation. Perceived stress returned to baseline levelsin all
three groups at the end of the recovery period. From the baseline
period to the stress period, there was a significant increase in
the heart rate (mean=78.59, SD 10.90 to mean=88.10; SD 13.25;
t= —8.60; P<.001) and a significant decrease in the RMSSD
(mean=44.13, SD 22.84 to mean=40.09, SD 15.56; t=1.72;
P=.04), percentage of successive interbeat (RR) intervals that
differ by >50 ms (pNN50; mean=17.75, SD=15.56 to
mean=13.46, SD=11.18; t=3.35, P<.001), and HF (mean=2.77,
SD=0.42 to mean=2.67, SD=0.37; t=2.42; P=.01; one-tailed),
demonstrating autonomic activation in responseto stress. There
were no main effects of interaction or group. However, there
was a significant difference between groups (F,,=10.46;
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P<.001) in poststress rumination: The rumination group reported
greater rumination (mean=1.97, SD 0.58) than the BioBase
(mean=1.44, SD 0.79) and control (mean=1.37, SD 0.43) groups.
There was no significant difference between the BioBase and
the control groups in terms of poststress ruminative thoughts.
Thus, the intervention manipulation was successful.

Cardiac Analysis

To examine the effects of the intervention on cardiac recovery
in the poststress period, a between-subjects analysis of
covariance for group (Biobase, rumination, and control) was
conducted using the recovery measures as the outcome and the
reactivity change score asacovariate. Asindividual differences
in stress response could influence the findings, following
previous research [9], we treated reactivity as a covariate to
statistically remove the influence of reactivity on recovery.
Apart from heart rate, a significant effect of group, with
medium-to-large effect size, was found for RMSSD, pNNS50,
and HF. In addition, in al cases, the recovery rate was higher
inthe BioBase group than in the rumination and control groups.
There were no significant differences between the rumination
and control groups. Thus, individuals who used the breathing
app demonstrated enhanced recovery from stress. The results
of the analysis are presented in Table 1.

Table 1. Results of the data analysis. Values on each line with an astericks (*) or dagger (1) were not significantly different from one another.

Parameter BioBase group, mean (SD)  Control group, mean (SD)  Rumination group, mean (SD) Fvalue  Pvalue  Effect size,
partial eta
squared

Heart rate, bpm ~ 74.02 (9.25)* 78.52 (9.32)* 79.53 (10.40)* 2.58 .08 .07

RMSSD? 65.9 (20.51) 39.88 (20.73)* 43.77 (27.46)* 9.25 .001 22

pN N50° 30.14 (10.89) 16.26 (15.34)* 18.14 (15.34)* 9.17 .001 21

High frequency® 2.97 (0.37)* 2.74 (0.39)*, T 2.65(0.37)t 4.15 .02 A1

3RM SSD: root mean square successive difference.

pr N50: percentage of successive inter-beat RR intervals that differ by >50 ms.

%L og transformed.

Discussion

Principal Findings

As stress is an unavoidable part of life and the workplace
becomesincreasingly pressured, providing fewer opportunities
for recovery, it is important to identify easy-to-use practical
aids that can help individuals unwind and recover after the
stressful period. The main finding of this study was that
physiological recovery following stress exposure was enhanced
inindividuals who were guided through the BioBase breathing
condition. This is an interesting finding because higher HRV
isassociated with reduced cardiovascular risks and other health
outcomes [18,20,44].

We examined the effects of rumination on recovery in this study.
Cognitive rumination has been defined asrepetitive and intrusive
negative thinking about past stressor(s) [45], and rumination is
one of the main contributing factors that disrupts poststress
recovery [46,47]. We were successful in manipulating

https://formative.jmir.org/2019/1/€12227/

rumination in the laboratory; however, rumination in the present
study was not associated with reduced HRV, as there was no
significant difference in poststress recovery between the
rumination and control groups (as compared to [48]), athough
both groups showed reduced HRV as compared to the BioBase
group.

Although there was a difference between the groups with respect
to physiological parameters during recovery, there was no
difference in subjective stress, as the levels of perceived stress
returned to baseline for al groups in the recovery period. This
finding isintriguing and suggests that perceptions of and actual
physiology are not awaysin accordance. Individuals may think
they have recovered from the effects of stress but may be
unaware of their actual physiological state. This may not be an
issue in the short term, but a mismatch between one's
psychologica and physiological state could lead to long-term
health issues over time, especialy in individuals who are
exposed to high levels of stress or work in demanding jobs.
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Interventions aimed at increasing sensitivity to one's internal
body state—perhaps, by enhancing interoceptive awvareness—are
needed. Somatic, or interoceptive awareness, could be defined
as one's perceptual awareness of signals from the inside the
body, such as heartbeats, breathing, bowel movements, and
higher-order processes including beliefs and attitudes as well
as emotions regarding those perceptions [49-51]. Interoceptive
awareness can be measured and trained. Such training might
rely on thefact that simply noticing feelings, particularly bodily
sensations associated with particular feelings, can foster
emotional regulation. Thisisan aspect of mindfulnesstraining
that has been previously explored in studies of meditation
training on interoception [52,53]. In the future, studies should
focus on the integration of multimodal systems such as digital
screen-based devices (mobile phones) and multidimensional
theoretical models of interoception that take into account
measurement of autonomic nervous system disruption using
HRV data in order to build multimodal, digital therapeutic
systems that measure interoception as well as offer training
experiences that might help manage anxiety-based disorders
embedded in apps such as BioBase.

Limitations

There are some caveats with this present study. Heart rate
monitoring was stopped after 6 min; therefore, we do not know
how long the actua effect on HRV lasted. It will be of interest
for future studies to establish the benefits of guided breathing

Planset d

over time and examine whether the effect fades, stabilizes, or
increases with repetition. Repeated use of the guided breathing
app may help individuals who chronically experience stressto
recover more quickly physiologically and improve their health
outcomes and functioning. Although physical fitness has been
associated with enhanced physiological recovery from stress
[7,54], we did not assess the levels of physical fitness in this
study, which could be perceived as alimitation. However, there
was no significant difference between the groups in terms of
self-reported physical activity, and therefore, it seems extremely
unlikely that physical fitness could account for the difference
between the conditions in HRV recovery. Nonetheless, future
research should control for levels of fitness to completely rule
out the possibility that fitness played akey rolein our findings.

Conclusions

Given the ubiquitous nature of stress and the documented
evidence associating stress with cardiovascular disease and
mortality, it is important to identify affordable and practical
aidsthat help individuals unwind and recover after the stressful
period. To our knowledge, thisisthefirst study to examine the
effects of the BioBase breathing app on HRV under controlled
conditions and provide evidence for its efficacy in aiding
poststress recovery. These findings also provide evidence of
the utility of biofeedback breathing in augmenting physiological
recovery and suggest that app-based breathing interventionsare
effective in reducing cardiovascular disease risk.
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HRV: heart rate variability
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Abstract

Background: Regular consumption of take-out and fast foods with sugary drinksis associated with poor quality dietsand higher
prevalence of obesity. Among the settings where such food is consumed is the food court typically found in shopping malls
prominent in many countries.

Objective: The objective of thisresearch wasto develop avirtual reality food court that could be used to test food environmental
interventions, such as taxation, and ultimately to facilitate the selection of healthier food choices.

Methods: Fourteen food courtsin Sydney, Australia were selected to include those in the city center and suburbs of high and
low socioeconomic status. Researchers visited the courts to collect information on number and type of food outlets, all menu
itemsfor sale, cost of foods and beverages and sal es promotions. Thisinformation was used to assemble 14 food outletstypically
found in food courts, and representative menus were compiled. The UNITY gaming platform was used to design avirtual reality
food court that could be used with HTC VIV E goggles. Participants navigated the virtual reality food court using the head-mounted
display, keyboard, and mouse and selected a lunch meal, including food and beverage. A validated questionnaire on presence
within the virtua reality food court and system usability was completed at the end of the session. The constructs for presence
included asense of control, sensory fidelity, realism, distraction, and involvement. Questions were rated on ascale from 1 (worst)
through 7 (best) for each of 28 questions giving a maximum total score of 196. The systems usability scale (SUS) that gives a
final score out of 100 was also assessed.

Results: One hundred and sixty-two participants with a mean age of 22.5 (SD 3.1) years completed the survey. The mean score
for total presencewas 144 (SE 1.4) consisting of control: 62.1 (SE 0.8), realism: 17.5 (SE 0.2), involvement: 9.6 (SE 0.2), sensory
fidelity: 34.9 (SE 0.4), and distraction: 24.0 (SE 0.3). The mean SUS was 69 (SE 1.1).

Conclusions: Virtual reality shows promise as atool to study food choice for test interventions to inform practice and policy.

(JMIR Formativ Res 2019;3(1):€12456) doi:10.2196/12456

KEYWORDS
virtual reality; nutrition promotion; food policy; take-out food; obesity; young adults

in the member countries of the Organization for Economic
Cooperation and Development (OECD) [2]. Policies that aim

The world is currently experiencing an obesity epidemic [1]. to limit the consumption of these foods are recommengd.
An association between transactions for fast food meals per AMong the suggested approaches are energy and nutrition

capita and population body mass index has been demonstrated
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labeling, regulation of food advertising, incentivesfor healthier
choices, taxation, and reformulation [3].

Adolescents and young adults show the highest rates of weight
gain [4], have the poorest quality diets [5] and are more likely
to eat meals out including take-out meals [6]. They are an age
group vulnerable to advertising [7] and they are sensitive to
price, [8] so that cheap and tasty meals hold considerable appedl.
Clearly, among the actions to be taken to curb obesity ratesin
this demographic must be intervention in the fast and take-out
foods sector. One venue where young people congregate in
many OECD countries is the shopping mall and its food court.
Conducting experimentsin this setting is met with many barriers
and food outlet owners may require evidence that any measures
imposed on them will achieve the intended aim of changing
rates of overweight and obesity. A number of countries have
enforced the display of calorie counts on fast-food menu boards
[9]. Whilethese haveled to greater awareness of energy contents
and better choices by those who use them, only about 30% of
people do so [10]. We propose that virtual reality may offer a
means to test the potential efficacy of different policy
approaches before they are implemented in real-world trials.

Previous research with virtual reality supermarkets in the
Netherlands, New Zealand, and United Kingdom (UK) and a
virtua reality buffet in the United States has shown high
acceptability of such a platform and report that behavior is
similar to that in the real world [11-15].

Theaim of this study wasto develop avirtual reality food court
(VRFC) and to test its usability, and factors associated with
presencein asample of young adults. Presencein virtual reality
is the phenomenon of being present in the computer-generated
environment rather than the real world around oneself [16].
Establishing presence was believed to be an important step if
the virtual food court environment will be used to predict food
choicesin the real world.

Methods

Development of the Virtual Reality Food Court

Fourteen food courtsthat included those in the central business
district and across the suburbs of a major global city with a
population of five million were visited. Food courts in suburbs
of both higher and lower socioeconomic status were selected.
Information was collected on the number and type of food
outlets, all menu itemsfor sale and cost of foods and beverages.
Photographs of al displays were taken. The nutritional
composition of foods and beverages for sale was compiled into
a database. Nutrition information was obtained from both the

http://formative.,jmir.org/2019/1/e12456/
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Australian Food, Supplement and Nutrient Database (AUSNUT)
2011-13 [17] and the commercia outlets websites. This
included both macronutrients and micronutrients of interest
because of potential deleterious effects (ie, energy, protein, total
fat, saturated fat, carbohydrate, total sugars, dietary fiber, and
sodium). The database values included a nutrient composition
for the serving sizes for sale as well as the composition per
100g.

The similarities in food outlets across al food courts allowed
compilation of menu itemsinto 14 representative stores. Asan
example, thereweretypically threemajor chains of storesselling
chicken fast-food products and amenu incorporating food items
for all three was used for one store. This meant it sold chicken
burgers, chicken wraps, and rolls, chicken salads, whole chicken,
portions of chicken and nuggets that were fried, roasted and
grilled as well as side dishes such as vegetables, salads, and
sauces. The names selected for the stores were purposely
different to any commercial hames so as not to infringe any
registered trademarks. These were aburger outlet (My Burger),
afried and barbecued chicken outlet (Clucky Fried Chicken),
a sandwich chain outlet (Sandwich King), an independent
sandwich outlet (Sandwich House), doughnut outlet (Donut
World), muffin outlet (Muffin Mania), café outlet (Glory
Coffee), salad bar outlet (Salad Soul), juice bar outlet (The Juice
Team), seafood outlet (The Fish Net), sushi outlet (Sushi
Besuto), an outlet selling Asian cuisine (Little Asia), a kebab
outlet (Turkish Kebabs) and an outlet selling Indian cuisine
(Taste of India). The menu boards were made to resemble those
in the real-world food court using the photo images collected
as a reference point. The pricing of food items was based on
the prices collected during theinitial visitsto thereal food courts
and confirmed on the outlet's websites. Screenshots of the
overview of the VRFC and an individual outlet with menu
boards are shown in Figures 1 and 2. In total 515 foods and
condiments and 219 beverages were available for sale across
the 14 food outlets.

The gaming development platform, UNITY 5.4.0, was used to
construct the VRFC which was made compatible withan HTC
VIVE head mounted display (HMD). The Asus G751JY was
used to host the VFRC. The VRFC was developed to allow
various menu boards and promotional posters to be uploaded
so that modified versions of the same outlets with the same
menus can be used in randomized controlled trials of the court
under varied conditions. For example, boards that have taxed
conditions on sugar-sweetened beverages can be loaded; posters
that show the public health dangers of excess sugars can be
displayed within the court.

JMIR Formativ Res 2019 | val. 3| iss. 1 |e12456 | p.39
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

Figure 1. Overview of the virtual reality food court.

Allman-Farinelli et d

Figure2. Anindividual food outlet within the virtual reality food court.

Study Procedure

Once devel oped the food court was tested in a sample of young
adultsrecruited inthereal food court of alarge urban university
(>60,000 students). The venue was selected as it provided the
sounds and smells that one encounters in a rea food court.
Researchers distributed recruitment flyersto participants at the
food court during typical lunch hours of 11 am until 2 pm. To
beincluded in the study, subjects had to be aged 18 to 35 years
of age. Those who regularly experienced motion sicknesswere
excluded. All subjects gave informed consent. The study was
approved by theInstitutional Human Research Ethics Committee
(Project 227).

Subjects received instructions regarding the HTC VIVE HMD
and navigation inthevirtual reality food court. They were asked
to select alunch meal, including food and beverage, up to the

http://formative.jmir.org/2019/1/e12456/
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value of Aus $10 that was adequate to cover the costs of a
sandwich, burger or hot meal choice and beverage or a mesal
deal with beverage included After they had made their choice
the participants were asked to compl ete questionnairesregarding
the system usability and presencein thefood court. Participants
received Aus $10 as compensation for their time.

Study Measures

Presence and System Usability

Each subject had their age, gender, and meal purchases (ie, food
and beverage) recorded. All participants completed an online
guestionnaire that included questions on usability and presence.
The presence questionnaire was based on the 32 item Presence
Questionnaire developed by Witmer and Singer [ 16] which has
been demonstrated to have high interna validity and
repeatability. The factors contributing to presence are control
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in the activities of the virtual experience, realism of the
environment, the sensory fidelity of the environment and
distraction in the virtual environment. Items 6,15,16 and 17 of
the questionnaire were excluded in this study because no sound
and touch were offered by the virtual reality game with sound
and food smell restricted to those within the chosen real food
court where the experiments were conducted. All 28 questions
were scored on a seven-point scale.

Nine items on system usability from the scale originaly
developed by Brooke [18] (question 2 to 10) wereincluded and
participants rated questions on ascale with strongly disagree at
one end and strongly agree at the extreme end. The item
concerning frequent use of the court was excluded asit was not
expected this virtual reality experience would be used in the
same participants on repeated occasions.

Statistical Analysis

For each of the questionnaire items measuring presence, the
response for each score of 1 to 7 was calculated and tabul ated.
These were then grouped and analyzed according to the factor
it measured: control (items 1, 2, 3, 7, 12-14, 21, 25-27, 29, 31),
realism (11, 12, 14, 22), sensory fidelity (4, 5, 10, 14, 18-20),
and distraction factors (8, 9, 24, 28-30). A subscale item of
involvement was also scored (23, 32). For responses to items
8,9, 11, 22, 24, 25, 28, and 29, a higher score is actualy a
negative outcome for the VRFC. Thus, to calculate the total
score and mean for each factor the scales have been reversed
so that score 7 would now correspond to score 1 and score 1
would now be score 7. Usability was assigned an overall score
out of 100 in accordance with the scoring method. The number

Allman-Farinelli et al

of foods and beverages purchased from each outlet were
compiled. All statisticswere conducted using Microsoft Excel.

Results

Participant Characteristics

A total of 162 young adults gave consent to participate in the
study and completed the presence and the usability questionnaire
and all of these results were included. However, only 157
(96.9%) completed their purchase of food. Failure to complete
was dueto feeling uncomfortablewearing theHTC VIVE HMD
and nausea.

Food and Beverage Purchases

All 14 food outlets were visited for lunch. Flavor of Indiawas
the most popular outlet for food and beverages. The fish burger
(5.1%) from The Fish Net was the most common food item
purchased. Canned regular cola was the most commonly
purchased drink (19.1%) followed by al types of fruit juices
(15.3%). Table 1 shows the number of purchases from each
outlet.

Presence

Table 2 shows the results for each of the presence questions.
Table 3 shows the mean total presence and the scores for the
factors (ie, control, sensory fidelity, realism, distraction, and
involvement).

Usability
The second section of the VRFC questionnaire measured system

usability and the mean systems usability scale score was 69.0
(SE 1.1) out of a possible 100.

Table 1. The frequency of food and beverages choices in the virtual reality food court.

Outlets Food, n (%) Beverage, n (%)
Clucky Fried Chicken 20 (12.7) 8(5.1)
Donut World 2(1.3) 5@3.2)
Flavor of India 30(19.1) 35(22.3)
Glory Coffees 1(0.6) 17 (10.8)
Juice Team 1(0.6) 3(L9)
Little Asia 8(5.1) 9(5.7)
Muffin Mania 9(5.7) 13(8.3)
My Burger 16 (10.2) 9(5.7)
Salad Soul 5(3.2) 5(3.2)
Sandwich House 1(0.6) 3(1.9)
Sandwich King 11(7.0) 8(5.1)
Sushi Besuto 18 (11.5) 13(8.3)
The Fish Net 22 (14.0) 21 (13.4)
Turkish Kebabs 13(8.3) 8(5.1)
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Table 2. Presence questionnaire items with the percentage of respondents for each of the seven scores.

Questionnaire items

Score responses, n (%)
1 2 3 4 5 6 7

1. How much could you control events
2. How responsive was the VRFC? to your actions

3. How natural were your interactionsin the VRFC?

4. How completely were all your senses engaged

5. How much did the visual aspects of the VRFC? engage you

7. How natural was the mechanism controlling movement
8. How aware were you of eventsin the real world around®

9. How aware were you of the display and controls”

10. How compelling was your sense of objects moving
11. How inconsistent was the information from your senses”

12. Consistency of experiencesin VRFC?with thosein real food
court

13. Could you anticipate happenings in response to actions
14. Completeness of searching of VRFC?with your vision
18. How compelling was your sense of movement in VRFC?

19. How closely could you examine objects in the VRFC?

20. How well could you examine from multiple viewpoints

21. How well could you manipulate objectsin VRFC?

22. Degree of confusion at end of VRFC? experience?

23. How involved where you in the VRFC?

24. How distracting was the control mechanism®

25. How much was the delay between actions and outcomes®

26. How quickly did you adjust to the VRFC?

27. How proficient in movement and interaction did you feel at
theend

28. How much did the visual display cause distraction from ac-
tivities
29. How much did the controls interfere with activitied

30. How well could you concentrate on tasks rather than the
mechanisms

31. Did you learn new techniques to improve performance

32. Were you so involved in the VRFC? tasks that you | ost track
of time®

0(0) 4(25) 10(62) 27(16.7) 59(36.4) 50(30.9) 12(7.4)
3(19) 4(25 16(99) 27(167) 51(3L5) 47(29.0) 14(8.6)
2(12) 16(9.9) 31(19.1) 40(247) 39(241) 25(154) 9(5.6)
0(0) 5(31)  26(161) 29(17.9) 45(27.8) 44(27.2) 13(8.0)
1(06) 4(25 19(117) 20(124) 47(29.0) 55(34.0) 16(9.9)

2(12) 15(9.3) 26(16.1) 40(24.7) 50(30.9) 24(148) 5(3.1)
15(9.3) 25(154) 25(154) 29(17.9) 35(21.6) 23(14.2) 10(6.2)

0(0) 3(19) 19(117) 30(185) 53(327) 37(228) 20(12.4)

0(0) 6(37) 19(117) 46(284) 53(327) 27(16.7) 11(6.8)
8(4.9) 24(148) 37(228) 43(265) 32(19.8) 15(86) 4(25)

1(06) 13(80) 24(148) 34(21.0) 56(34.6) 28(17.3) 6(3.7)

1(06) 5(31) 16(9.9) 25(154) 58(358) 34(21.0) 23(14.2)
0(0) 2(12) 12(74) 23(142) 54(333) 53(32.7) 18(1L1)

2(12) 7(43) 23(142) 29(17.9) 50(30.9) 34(21.0) 17(105)
2(06) 2(12) 15(93) 19(123) 39(24.1) 55(34.0) 31(185)

0(0) 3(L9) 16(99) 35(21.6) 59(36.4) 33(19.8) 17(10.5)
20(124) 11(68) 20(124) 31(19.1) 43(265) 28(17.3) 9(5.6)

24(14.8) 33(204) 31(19.) 16(9.9) 38(235 16(99) 4(25)
0(0) 5(31) 13(80) 26(16.1) 57(352) 43(265) 18(11.1)
12(74) 26(16.1) 41(253) 37(228) 29(17.9) 12(74) 5(3.1)
51(31.5) 47(29.0) 25(154) 19(1.7) 13(80) 6(37)  1(0.6)
1(06) 3(19 19(117) 20(124) 36(222) 52(32.1) 31(19.1)

0(0) 4(25) 11(68) 41(253) 50(30.9) 38(235 18(1L1)

10(6.2) 30(185) 25(154) 30(185) 45(27.8) 19(117) 3(1.8)

11(68) 26(16.1) 25(154) 36(22.2) 45(27.8) 16(9.9 3(L1.9)

2(12) 5(31) 17(105) 23(14.2) 51(315) 40(24.7) 24(14.8)

6(37) 13(80) 14(86) 24(148) 54(333) 36(222) 15(9.3)
7(43) 11(68) 24(14.8) 34(21.0) 41(253) 31(185) 15(9.3)

&/RFC: virtua reality food court.

bHigher scores are better except for items marked with superscript alower score is better.
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Table 3. Total presence and presence factor scores for each factor.

Allman-Farinelli et al

Presence factor Range? Mean (SE)
Total presence 28-196 144.0 (1.4)
Control 13-91 62.1 (0.8)
Sensory 7-49 34.9 (0.4)
Realism 4-28 17.5(0.2)
Distraction 6-42 24.0 (0.3)
Involvement 2-14 9.6 (0.2

#The range indicates the minimum and maximum score possible.

Discussion

Effective policies and regulation around food and beverages
are needed to reverse the obesity epidemic [19]. There are
numerous suggestions such as restricting promotions of
unhealthy foods and instead promotion of healthy foodsin retail
outlets, energy and nutrient labeling on menu boards, increased
taxes on unhealthy foods and drinks and subsidies for healthy
foods[19]. Among the reasonsthat stakeholders may be resistant
to legidlation isthe lack of proof of effectiveness such changes
produce the desired outcomes on food consumption. Virtual
reality might afford the opportunity to simulate experiments to
produce evidence to enable real-world experiments. Theresults
from the current study encourage the further development of
the VRFC in order to enable afuture study of food choicewhen
conditions are manipulated in order to encourage healthier
choices.

The similarities between the take-out outlets across 14 food
courts simplified the process of constructing a representative
VRFC. Furthermore, there were usualy one or more similar
chain stores such as different burger franchises or fried or
barbecued chicken outlets that enabled the compilation of food
and beverage products offered into a single menu for one outlet
to represent these. There is considerable overlap in menus of
thesefast food outletsin many countries so that minimal change
might be needed to use the VRFC, however, in terms of serving
size and the nutritional formulation, there are noted differences
for the same product between countries [20]. Thiswould mean
that country-specific nutritional databases would be needed to
replace the current one devel oped for Australia When the VRFC
is used in future experiments to test the impact of nutritional
labeling or taxation of a nutrient, such as fat or sugars, on
improved diet quality, it is essential to have the appropriate
nutrient database.

Participants purchased foods and drinks from every outlet
indicating all were recognized and reasonable usability of the
VRFC system was confirmed. Factors for control, sensory,
realism, and involvement indicated the presence in the VRFC
but the distraction was centered on neutral ratings. Realism
measures the consistency of information from an individual’s
senses and vision in the court as well as the consistency of the
experience with the real world and confusion after leaving the
VRFC. Distraction measures how much the mechanisms of
using the VRFC interfere with the experience. However closely
a virtual reality experience mimics the real world, wearing

http://formative.,jmir.org/2019/1/e12456/

goggles and using controls are reminders this is not the rea
world but this does not necessarily negate the utility of virtual
reality environmentsfor food choice decisions. It has been stated
that one of the most important attributes of a virtual reality
environment is that the participant feels that objects in the
environment are immediately actionable [21]. Our assessment
demonstrated participants mostly felt in control and they
experienced little delay between actions and outcomes.

Others researchers have used virtua reality to study food
selectionin avariety of settings and with different populations.
Waterlander and colleagues have developed and validated
3-dimensional virtual reality supermarkets [12-14]. Using the
UNITY platform (used in the current research) a Dutch virtual
reality supermarket was designed with initial testing indicating
83% of participantsfound it easy to use and 79% reported their
virtual purchases resembled those in the real world [14]. A
recent adaptation of the software to simulate a UK supermarket
was similarly tested with 83% finding it easy to use and 89%
reporting it resembled their purchases in the real world [12].
The researchers provided further evidence of the vaidity of the
virtual reality supermarket by conducting an experiment
whereby they had virtual shoppers collect their till receipts at
a subsequent shop at areal supermarket [13]. Seventy-four of
the 123 (60.2%) completed 3 shopping experiences in this
manner. The mean budget participants set for the Virtual
Supermarket was NZ $121.19 (SD 65.01) but they only spent
71.4% (SD 25.6%) of their budget. Their expenditure for the
four most expensivefood groups (ie, fruit and vegetables, bakery
goods, dairy and meat and fish in the real world) was similar
to the expenditure in the virtual world.

Presence in the virtual supermarket was assessed using the
Presence Questionnaire [tems Stems examining the domains of
sensory fidelity, focus, immersion, involvement and interface
quality. Overall the participantsrated their presence as medium
but high scoring was noted for the interface quality [13]. One
difference between the current research and the supermarket is
that the experiments are conducted on a computer screen and
not with headsets. One might expect that the addition of headsets
would lead to greater presence. The questionnaire used in the
supermarket study has some differences to that used for the
VRFC but overall the ratings for factors seem comparable with
moderate to high scoring.

Van Herpen et a [11] compared the effects of a red
supermarket, 3-dimensional virtual supermarket and
2-dimensional photographs with an experiment on spending in
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3 food categories: fruit and vegetables, milk and biscuits. As
for the other supermarkets cited above, the simulation was
viewed on a computer screen with keyboard and mouse
navigation. Interestingly, they found similaritiesand differences
between the real and virtual environments for the different
product categories (ie, virtual reality more closely approximated
the viewing), selection of products, and spending in the milk
category than photographs. However, for the other 2 food
categoriesthevirtual supermarket and photographswere similar
and both differed from the real supermarket. The researchers
caution that while virtual reality may be useful for studying
food selections and food environment interventions that the
inclination to buy more foods and varieties must be accounted.
However, in the current VRFC experiment subjects were only
asked to purchase thefood and beverage for onemeal and given
a fixed budget. This is a much less complex activity than
completing shopping at the supermarkets which in some cases
had more than 600 items on sale. It has also been reported that
assigning a budget in a virtual supermarket leads to purchases
closer to redlity and this is why we selected an appropriate
amount of money to spend, for these young adult participants
who were mostly students, in the VRFC [13].

Another experiment using virtual reality environmentsfor food
choice may more closely approximate the conditions in the
current study. Persky et al [15] created a virtual reality food
buffet to assess how parentsfeed their young children. Fifty-two
parents of children aged three to seven years participated in an
experiment to validate the buffet by serving portions of juice
and a pasta dish in the virtual and real-world settings. Both
demonstrated a high correlation of virtual and real selections
for the serving size. Parents al so used the whol e buffet to select
amea for their child and reported they were able to select a
meal typical of what they might feed to their child [15].

Another use of virtual reality for food choice in differing food
environments has been in the area of emotional response to
foods. Gorini et a [22] have studied the differencesin emotional
responsesin exposureto real food, virtual reality food and food
photographs in patients with eating disorders. They found that
the self-reported and monitored physiological responses to
virtual reality food were comparable but food photographsfailed
to dlicit the same response. Ferrer-Garcia et a [23] extended
this concept to healthy subjects. They designed 4 different
virtual reality scenarios to study the effects of high and
low-caloriefood environmentsin restaurant and kitchen settings
on food cravings in a group of female college students. They
found that the food craving elicited in the virtual environment,
high-calorie food scenarios evoked stronger cravings and was
the same as reported in real-world scenarios. Body mass index
or self-reported subclinical eating disorder symptoms did not
alter the findings. Together these two experiments validate the
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use of virtual reality environments to study reactions to food
although not necessarily food selectionin avirtual environment.

VR food environments have strengths as discussed above but
it must be stated that their validity has limitations. Validity
testing in two studies cited has used self-report as to whether
the choicesarelikethoseintheir real world [12,15]. Obviously,
some reporting bias might be expected and we decided not to
ask such aquestion in this study. It is acknowledged the Persky
et al [15] study validated the serving sizes but only for one dish
and beverage which may be a relatively simple exercise. The
incongruent findings for different product categories in the 2
supermarket validations show we cannot be certain that when
an intervention is conducted in a VR setting a positive finding
can be extrapolated to the real world [11,13]. Further research
on congruence between settings is required but conducting a
randomized controlled trial in both virtual and real-world
settings for validation simultaneously is not suggested. Rather
testing in the virtual followed by the rea-world is a better
approach.

There are several strengths of using the VRFC over the
real-world food court. Firstly, the cost of running interventions
in complex real-world experiments may be prohibitive.
Secondly, it removes potential conflicts of interest in
collaborating with food retailers. Thirdly, we visited 14 food
courts in the city and suburbs and in areas of differing
socioeconomic status. As little difference in the food outlets
across areas was found the virtual food court is a realistic
compilation of stores and menus complete with a nutritional
database of foods and prices and | astly, the participants reported
an acceptable level of presence.

A limitation of the current VRFC is that we used the computer
keyboard for navigation that confined them to a desk and we
are unableto directly simulate sensory aspects associated with
food choice such as smell and perhaps touch. Further
improvements to the system are indicated and will be actioned
before the VRFC is used in different experimental conditions.
These include improving movement within the VRFC to make
it more natural. Hand controlswill be used instead of akeyboard
to enable participants to move around to examine objects.
Improvements in the ability to close in on the menu boards of
the food outlets to examine all aspects more closely such as
price and calorie labels will be enabled.

In summary, after some improvements to usability to enhance
presence, the VRFC may prove useful in the conduct of
experiments testing effects of taxation, pricing and promotions
on food choice within this popul ar food environment. Obtaining
such evidence is a step forward in understanding consumer
behavior when changes are made to the food environment. If
virtua reality studies provide positive results, the experiments
must be duplicated in real-world settings to establish validity.
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Abstract

Background: Risk factors, including limited exercise, poor sleep, smoking, and alcohol and drug use, if mitigated early, can
improvelong-term health. Risk prevalence hastraditionally been measured using methods that now have diminished participation
rates. With >75% of American citizens owning smartphones, new data collection methods using mobile apps can be eval uated.

Objective: Theobjectiveof our study wasto describe the development, implementation, and eval uation of amobile device—based
survey system for behavioral risk assessment. Specifically, we evaluated its feasibility, usability, acceptability, and validity.

Methods: We enrolled 536 students from 3 Vermont State Colleges. Iterative mobile app development incorporated focus
groups, extensivetesting, and thefollowing 4 app versions: iOS standard, iOS gamified, Android standard, and Android gamified.
We aimed to capture survey data, paradata, and ambient data such as geolocation. Using 3 separate surveys, we asked atotal of
27 questions that included demographic characteristics, behavioral health, and questions regarding the app’s usability and survey
process.

Results: Planned enrollment was exceeded in just afew days. There were 1392 “hits’ to the landing page where the app could
be downloaded. Excluding known project testers and others not part of the study population, 670 participants downloadeded the
SHAPE app. Of those, 94.9% of participants (636/670) agreed to participate by providing in-app consent. Of the 636 who provided
consent, 84.3% (536/636) were deemed eligible for the study. The majority of eligible respondents completed the initial survey
(459/536, 85.6%), whereas 29.9% (160/536) completed the second survey and 28.5% (153/536) compl eted the third survey. The
SHAPE survey obtained 414 participants on the behaviora risk itemsin survey 1, which is nearly double the 209 participants
who completed the traditional Vermont College Health Survey in 2014. SHAPE survey responses were consistent with the
traditionally collected Vermont College Health Survey data.

Conclusions: This study provides data highlighting the potential for mobile apps to improve popul ation-based health, including
an assessment of recruitment methods, burden and response rapidity, and future adaptations. Although gamification and monetary
rewards were relatively unimportant to this study population, item response theory may be technologically feasible to reduce
individual survey burden. Additional data collected by smartphones, such as geolocation, could beimportant in additional analysis,
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such as neighborhood characteristics and their impact on behavioral risk factors. Mobile tools that offer rapid adaptation for
specific populations may improve research data collection for primary prevention and could be used to improve engagement and

health outcomes.

(JMIR Formativ Res 2019;3(1):€10246) doi:10.2196/10246
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Introduction

Monitoring risk behavior prevalenceiscritical for public health
planning and interventions. Early mitigation of specific risk
factors for poor health, such as limited exercise, poor sleep,
mood disorders, smoking, and drug and a cohol use, can prevent
seriouslong-term health consequencesin the general population.
Across the United States, 25% of adults smoke [1]. With only
21% of US adults meeting the recommended levels of physical
activity [1], it is not unexpected that over athird (35.8%) are
overweight [2]. Alcohol abuse and dependence are highly
prevalent [3-5], as are serious mood disorders [6] and illegal
drug abuse[7]. Although there are smartphone appsthat measure
many risk factors[8-12], thereis currently no ability to rapidly
collate the results of these measurements to determine the
population-specific risk prevalence that can be used for public
health planning and interventions.

Risk prevalence is currently measured through telephonic
surveys using methods such asrandom digit dialing (RDD) that
now faces ever-diminishing participation rates among eligible
subjects and bias because of migration from landlinesto mobile
phones [13]. The Behavioral Risk Factor Surveillance System
[14] isthelargest RDD survey in the United Stateswith 500,000
annual respondents, but it has suffered a 20% drop in response
rates during the past decade [15]. Nonresponse can vary
significantly across different demographic and geographic
groups. Although proceduresto adjust for this nonresponse can
be utilized, they may result in diminished statistical precision
[16]. As in many other fields (including preelection polling),
telephone surveys are increasingly unreliable, and the search
for amodern-day alternativeisjustified to ensure the continuity
of valid measurements. Collecting survey datausing smartphone
apps may offer many advantages, including the potentia to
collect geopositioning, scanning, photo, and video data. Over
75% of American citizens now own a smartphone [17], and
underrepresented groups have often been quick to adopt this
technology and forgo landline telephones [18].

Web surveys have been used to collect information on sensitive
behaviors. However, the mode of survey administration was
found to affect responsesfor about one-third of variablesin one
study (the British National Survey of Sexua Attitudes and
Lifestyles), which compared a Web survey interview design
with computer assisted personal interview and self-interviews
[19]. Other criticisms of Web surveys include the lack of
research on the effects of format or design on the levels of unit
and item response or data quality [20] and the lack of
representativeness compared with the general population [21].

https://formative.jmir.org/2019/1/€10246/

Although surveys have been conducted to determine how mobile
phone owners use health apps[22,23], few papers provide detail
on how to develop a survey app specifically designed to
administer a variety of surveys [24]. A framework for
developing the survey appswas proposed by Buskirk and Andres
[25] who presented an outline of app-based smartphone survey
approaches. Davis and Oakley-Girvan [26] provided strategies
to improve testing and validation of mobile apps, including
iterative testing, enhanced user engagement, reduced burden,
and appropriate infrastructure to reduce downtime and meet
Health Insurance Portability and Accountability Act (HIPAA)
privacy and confidentiality of personal health information
requirements.

This study focuses on developing, implementing, and
pilot-testing a mobile survey system to collect behavioral risk
data from college students and addresses the following
questions:

Feasibility: Can the target population be recruited to
download and use the app?

Usahility: Can an app be developed that is easy for people
to understand and quick to use?

Acceptability: Will respondents alow access to
phone-captured ambient data?

Validity: How well do the app data correspond to
traditionally collected data from the target population?

The hypothesis was that utilizing an iterative development and
testing approach would yield an effective app with low burden
and high acceptability to collect behavioral health and
demographic  characteristics consistent with previous
benchmarks. This paper presents the results of this pilot study
that addresses the 4 questions provided above.

The objective of this paper was to describe the development
and evaluation of a mobile app to administer behavioral
health-related surveys on iOS (Apple) and Android platforms
with at least 500 pilot users from 3 small northeastern colleges
and at least 20 behavioral health-related survey questions. We
chose a college population because the characteristics of the
entire population were aready known through other survey
mechanism. Similar survey questions had aready been collected
on this population through traditional RDD telephone and Web
surveyswhich provided acomparison for our mobile phone app
survey results. The evaluation was developed to include a
processto encourageindividual enrollment by downloading the
mobile app, providing a mechanism to invite users to respond
to consecutive short surveys within the mobile app, and
capitalizing on the ability to pull location from users’ mobile
phone.
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Methods

Study Protocol Summary

The study population included students enrolled in 3 Vermont
State Colleges (Castleton University, CU; Lyndon State College,
L SC; and Johnson State College, JSC). In the summer of 2016,
we conducted a focus group with a convenience sample of CU
students (n=9) to elicit suggestions concerning branding, color
scheme, and a name for the app (ultimately named “SHAPE”).
Based on this input, the study team created 4 versions of the
SHAPE app (iOS standard, iOS gamified, Android standard,
and Android gamified) to collect behavioral health data. Survey
guestions focused on the demographic characteristics and
behavioral hedlth items consistent with available benchmark
data. A multipronged approach was used to recruit student
participants during a22-day period in October 2016. Additional
details on recruitment methods are included in the “ Participant
Recruitment” section. Similar to traditional

telephone surveys, where the informed consent is administered
after potential study subjects answer the phone, SHAPE
participants were administered the informed consent process
and ingtitutional review board approved consent materials
embedded within the mobile app download and eligibility
determination process. Eligible participants (aged =18 years
with an email domain at a participating institution) who
consented were administered the first survey. Two additional
surveys were administered by utilizing a push out mechanism
within the app over a period of several weeks. A total of 27
guestionswere asked across 3 surveys, thelast of whichincluded
questions regarding the SHA PE app functioning and the survey
process.

A focus group with selected mobile app participants was
conducted after app data collection to understand how students
liked the app and why they did or did not respond to the surveys.
Students (n=7) were recruited in person by the on-campus
recruiter, and 8 open-ended questions were discussed.

App Development

To design and build this multiple component platform, our app
development team included user interface (Ul) designers, user
experience (UX) designers, iOS and Android Developers, Web
and backend developers, and Quality Assurance analysts.
Utilization of the nimble mobile app platform by Medable and
app development team was essential because the rest of the
multidisciplinary team did not need to be familiar with the
platform and programming language. We were able to
successfully create the Council of State and Territorial
Epidemiologists SHAPE app on both the iOS and Android
operating systems. To meet the objectives of the project, it was
necessary to develop an app for each platform (iOS and
Android), each having 2 versions—the standard version (only
the survey items) and agamified version (the survey items plus
a point system). All 4 versions of the SHAPE app were
developed using the native programing languages of each
platform, Swift (for iOS) and Android Studio (for Android),
and were compatible with iOS 8+ and Android 4.x+.

https://formative.jmir.org/2019/1/€10246/
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Native components for both platforms were used to improve
the performance and user experience for conducting research.
Research Kit was used for iOS, and Research Stack was used
for Android; these kits provided auser experiencein compliance
with theiOS and Android standards as required when submitting
research that isincluded as part of an app. The gamified version
was adlightly modified variation of the standard version, which
allowed the reuse of substantial portions of app code for both
gamified and nongamified versions, enabling the adherence to
thetime and budget limitations of this project. Owingto the use
of native technologies, there were minor visual design
differences between the 2 operating systems. The differences
were based on typical design displaysfor each operating system;
for example, Android answer optionsare displayed with aradio
button that is filled in when tapped, whereas iOS users see a
checkmark appear to the right of an answer option when tapped.
Appendices provide screenshots of both operating systems for
comparisons. Of note, any potential differences in subjects
responses because of these visual design features were not
explored.

The backend, the technology component where the data are
managed and stored, was another key component of the solution.
The backend functionality was provided by Medable and, in
particular, by its Axon product, aimed at facilitating the
execution of studies using mobile apps. From the backend, the
researchers were able to manage users and create studies
(surveys) as well as questions and response options. The
backend can seamlessly be integrated with the mobile app
through the iOS and Android Software Development Kits
provided by the Medable platform. As described above, an
additional feature implemented in the Medable platform is
HIPAA compliance.

Another important aspect of the SHAPE app wasthe avail ability
of push notifications as away to notify usersthat a survey was
avalable and to remind them to participate. These push
notification scripts were developed in Medable and executed
through the Medabl e platform to the apps. The Medable backend
platform captured responses to the survey items as well as all
datarelated to the game (points) and all paradata (date and time
of starting a survey, date and time of ending a survey,
geolocation, etc).

Design of the App

The design of the app was driven by a process that was
devel oped in stageswith each stage resulting in the identification
of the best intermediate product based on the needs of the overall
project and included the development of wireframes, definition
of uses cases, Ul design, and user experience testing.

Development of Wireframes

The start of the development process involved the creation of
wireframes and a clear definition of the end product. To gather
ideas and get the team discussion moving, it was necessary to
first lay out the basic structure and flow of the app, initialy
with low fidelity paper sketches, followed by digital interactive
sketches available on the internet for user testing with the use
of Invision (www.invisionapp.com). Through this tool
(Invision), the UI/UX team was able to share the progress of
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the design process and receive feedback and commentsdirectly
inthetool from theteam memberslocated in different UScities.

Definition of Use Cases

In parallel with the wireframes and product specification
process, use cases were defined; this development technique
was used to explore the potential needs of the end users of the
app. Asidentified through the use cases process, the app brand
was an important and challenging requirement of the process.
The branding included name creation, logo, and a complete
brand guideline that was used across the different components
of the platform—apps, dashboard, marketing materials, etc.

User Interface Design

Oncetheflow of both apps (standard and gamified) was defined
and wireframeswere approved by all team members, we moved
to the fina Ul design stage. For this stage, an interactive
prototype was built, and users tested it with the help of
Lookback (www.lookback.io), aresearch tool that captures how
users experiencethe app. The SHAPE brand wastested through
interviews with Castleton students. Lookback records user
interactions with the product—their screen touches, clicks, and
their face and voice. With this information, the UI/UX team
was able to observe how users engage with the app, including
facial and voice reactions to the app while they are using the
app; this gave powerful insight into waysto improve the overall
user experience.

User Experience Testing

Thefinal stage of the devel opment involved a series of continual
tests in which every interna release delivered by the
development team was reviewed by the UI/UX team.
Improvements were made to Ul, obtaining continual feedback
to allow the detection of any usability issuesthat we were unable
totest on the prototype. In the final phase of our UI/UX process,
the UI/UX designersreviewed the quality of the devel oped apps,
ensuring that the final user experience matched the intended
design.

Survey Questions

Survey questions for which benchmark data were already
available from the traditionally administered Vermont College
Health Survey (VCHS) [27] included questions related to
genera health behavior (physical activity and sleep), mental
health (depression and stress), and substance use (alcohoal,
marijuana, tobacco, cocaine, and methamphetamine use). In
addition, demographic items (age, gender, race or ethnicity,
year in school, and residence) were selected from VCHS.
Supplemental questions were developed regarding how
respondents learned about the SHAPE app, motivation for
participation, evaluation, and “adoptability” of the app [28].
The questionsweredivided into 3 surveys. Demographic, mental
health, and health behavior items (15 items total) were asked
in the initial survey. The second survey included questions on
substance use (7 items). Thefinal survey asked questionsrelated
to evaluating and providing feedback about the app (5 items).

Marketing or Branding

Student employees of the Castleton Polling Institute created
some preliminary names and logos for the app to present to the
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preapp focus group; this focus group provided information to
guide the logo, color scheme, and name selection of the app.
Polling Ingtitute student employees helped create genera
marketing messages and recruitment materials. Prior to the app
launch, additional iterative usability research was conducted
within the research team and 6 CU students to gather feedback
on the app prototype as well as the draft marketing strategy,
messages, and recruitment materials.

Participant Recruitment

A website landing page was created to facilitate easy app
download and ensure that participants were randomly assigned
to receive either the gamified or standard versions of the app.
The landing page included links to the SHAPE app in both
Apple’'sand Android’s app stores, afrequently asked questions
section about the project, alink to the consent form, and contact
information for questions or assistance. In addition, Google
Analytics and unique links were created to track traffic to the
page for each of the recruitment methods. At the launch of the
project, approximately 1000 full-color flyerswere placed at the
3 campuses in varying locations. Student recruiters were hired
at all 3 campusesto encourage participation. Student recruiters
were provided | eafletswith thelanding page link and bookmarks
as recruitment aids. CU and JSC published advertisements for
the app in their school newspaper, 3 emailswere sent to all CU
students with links to the landing page, and LSC included
recruitment materials in their electronic weekly student
newsletter. In the final week of recruitment, targeted Facebook
ads were purchased for 5 days at CU. A lunchtime pizza
giveaway at JSC and L SC campuses was hosted.

Implementation: Security and Data Collection

The SHAPE project pilot test was approved by the Institutional
Review Boards of Castleton University, Lyndon State College,
and Johnson State College, as well as all 3 ingtitutions
Presidents and the Vermont State College Systemslegal counsel.
Medable, a medical software development company, provided
a HIPAA-compliant backend platform that allowed secure
storage and transmission of data and a business associate
agreement that meets US Department of Health and Human
Services requirements for the protection of human subjects.

Aspart of the éligibility and consent process, participants were
asked their age and institutional email address. A respondent
was eligible if they were 18 years of age or older and provided
an email address that used a participating institution’s domain.
Eligible respondents were asked if they would allow push
notifications (messages sent by the SHAPE app to the device
but not required) and then given the option to begin the first
survey or resume at a later date and time. The first survey
remained open during the enrollment period. Any enrolled
participant who did not fully complete Survey 1 received push
notifications (if they had allowed the notifications on their
device) as reminders to complete the survey. A total of 4 push
notifications were included during Survey 1's field period
(October 10, 2016-October 31, 2016).

All eligible respondents, regardless of completion of Survey 1,
received a push notification at the start of Surveys 2 and 3
followed by additional reminder push notifications. Because of
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low initial response to Survey 2 with only push notifications, 3
reminder emails were sent during the second field period
(November 17, 2016-November 27, 2016). Survey 3 was
launched on November 30, 2016. All enrolled participants,
regardless of previous survey completion, were asked to

Figure 1. The study protocol schematic.

Oakley-Girvan et d

complete Survey 3. Thenotification protocol included aninitial
survey push notification, 3 reminder push notifications, and 3
email reminders. Survey 3 closed on December 8, 2016. Figure
1 showsthe study protocol from recruitment, consent, eligibility,
and survey administration.
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Evaluation of Feasibility, Usability, Acceptability, and
Validity

Iterative testing of apps for each platform (iOS and Android)
was conducted over 16 weeks. Each app had 2 versions—the
standard version (only the survey items) and agamified version
(the survey items plus asimpl e point system)—with acceptance
on the iOS and Android app stores. The SHAPE app was
developed using Swift (for iOS) and Android Studio (for
Android) and was compatible with iOS 8+ and Android 4.x+.
Medable's Axon product for Research Kit was used for iOS,
and Research Stack was used for Android.

From the Medable HIPAA-compliant backend, the researchers
were able to manage users, create questions and response
options, and push noetification scripts. The Medable backend
captured real-time responses to the survey items as well as all
datarelated to the game (points) and all paradata (date and time
of starting a survey, date and time of ending a survey,
geolocation, etc).

Qualitative data (eg, focus groups, UI/UX testing, and
interviews) were audiorecorded and reviewed by the project
team [29]. Datafrom the VCHS 2014 survey were compiledin
aggregate for the population of interest. Several paradata
measures were collected and analyzed [30-33].

Results

Feasibility: Participants Characteristics

Therewere 1392 “hits’ to thelanding page where the app could
be downl oaded. Excluding known project testers and others not
part of the population of study, 670 apps were downloaded. Of
those 670, 636 participants (636/670, 94.9%) agreed to
participate by providing in-app consent. Of the 636 who
consented, 536 (536/636, 84.3%) were deemed eligible for the
study. The majority of eligible respondents (459/536, 85.6%)
completed Survey 1. Similar tolongitudinal studies, the highest
rate of attrition occurred between Survey 1 and Survey 2.
Retention between surveys 2 and 3 was high because almost
equal numbers of respondentsto Survey 1 completed Survey 2
(160/459, 34.9%) as we al as Survey 3 (33.3%, 153/459). As
reported by Miller et a (Survey Research, In Press 2018), 88.1%
(472/536) of digiblerespondentswerefrom the primary location
(CU), the majority were iOS system users (438/536, 81.7%),
and the sample was deemed representative of the target
population (Castleton University).

The distribution of years in school was significantly different
between completers (those completing all 3 surveys) and
noncompleters (those completing only 1 or 2 surveys) with
12.1% more third-year students completing all 3 surveys. The
rate of completion between enrolled and eligible participants
for al 3 surveys among gamified (76/277) and standard app
(77/259) respondentswas similar (27.4% vs 29.7%), indicating
that the pilot-tested gamified design did not reduce the attrition
rate.
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Validity: Comparison to the Benchmark Survey
(Vermont College Health Survey)

Thedatacollected from the SHA PE mobile app were compared
with theresultsfor CU students obtained from the 2014 VCHS
because results from the 2016 survey were not yet available for
analysis. Because not all 2014 survey items were the same as
the items asked in 2016 (and thus repeated in this project),
analyseswere restricted to compari sons when the 2016 questions
were either identical or had minor differences in wording
compared with the 2014 questions. This analysis focused on
respondents from the primary site (CU) because of small
numbers of participants from JSC and LSC. The SHAPE app
items had low item nonresponse rates, similar to response rates
from the 2014 VCHS.

A total of 209 CU students responded to the 2014 VCHS. In
comparison to enrollment numbers, the age distribution was
similar in both VCHS and SHAPE. Women were
overrepresented in VCHS data by 22% compared with the 2014
enrollment data, whereas women were only minimaly
overrepresented (279/536, 2.1%) in the SHAPE app survey
respondents. VCHS data included a slightly higher proportion
(by 4%) of international students than in total enrollment
compared with slightly lower participation in the SHAPE app
(—=3%). Interestingly, the app improved upon capturing race or
ethnicities other than white and had almost double the number
of anticipated respondentsto survey 1 compared with the 2014
VCHS.

Some exampl es of health and behavior itemsthat wereincluded
in both the 2014 VCHS and the SHAPE app project were as
follows:

« On how many of the past 7 days, did you perform
moderate-intensity exercise for at least 20 minutes?

« On how many of the past 7 days, did you perform
vigorous-intensity exercise for at least 20 minutes?

«  Onhow many of the past 7 days, did you perform exercises
to strengthen your muscles (8-10 exercises each for 8-12
repetitions)?

«  How often have you used cigarettes?

«  How often have you used alcohol ?

« During the last [reference period], how many times have
you had 5 or more drinks of alcohol at a sitting? (The
reference period is 2 weeks in the VCHS and 30 days in
SHAPE)

«  How often have you used marijuana?

« How often have you used cocaine (eg, crack, rock, blow,
and freebase)?

« How often have you used methamphetamine (eg, meth,
crystal, ice, and crank)?

Except the first two, response options for the other questions
were not the same but were collapsed into comparabl e categories
for analysis.

The mean number of days in the past 7 days that subjects
engaged in moderate or vigorous physical activity was dlightly
higher among SHAPE app respondents compared with VCHS
participants (Table 1). The median for al 3 physical activity
itemsin the VCHS datawas 1 day less than that in the SHAPE
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app data. Compared with the 2014 VCHS data (Table 2), fewer
app respondents indicated smoking cigarettes in the past 30
days (11/143, 7.7% vs 33/206, 16%) and more app respondents
selected the “ never used” category (106/143, 74.1% vs 139/206,
67.5%).

The same percent of respondentsin both surveys(11.9%, 17/142
and 11.7%, 24/205) selected the “never used” alcohol category
(Table 2). VCHS subjects (Table 2) had alarger proportion of

Oakley-Girvan et a

respondents, indicating alcohol usein the previous 30-day period
compared with app respondents (76.1%, 156/205 and 69.0%,
98/142, respectively). The reference period for the binge
drinking item was different in the 2 surveys—the previous 30
daysfor the app and the previous 2 weeks for VCH Survey. As
noted in Table 1, app respondents had a higher mean (1.87)
compared with VCHS (1.02). Given thelonger reference period
(30 days vs 2 weeks), it is reasonable to expect an increase in
mean days reported for app respondents.

Table 1. Behavioral health characteristics of Castleton SHAPE app participants compared with results from the Vermont College Health Survey (VCHS)

administered in 2014.

Physica activity, past 7 days

2016 Castleton SHAPE app respondents (n=414 2014 Castleton VV CHS participants (n=209)

survey 1, n=143 survey 2)

Mean (SD) Median Mean (SD) Median

Moderate-intensity exercise for at least 20 min 3.11(2.38) 3 2.56 (2.18) 2
(number of days)

Vigorous-intensity exercise for at least 20 min 2.54 (2.41) 2 1.90 (1.98) 1
(number of days)

Performed exercisesto strengthen muscles (number  1.88 (2.07) 2 1.71 (2.01) 1

of days)

Number of times had 5 or more drinks of alcohol ~ 1.87 (2.67) 0 1.02 (1.58) 0

at asitting (SHAPE last 30 days, VCHS last 2 wk)

Table 2. Behaviora hedlth characteristics of Castleton SHAPE app participants compared with results from the Vermont College Health Survey

administered in 2014.

Characteristics

2016 Castleton SHAPE app 2014 Castleton Vermont College
respondents, n (%) Health Survey participants, n (%)

Frequency of cigarette smoking, n (%)
Never used
Used, but not in last 30 days
Used in last 30 days
Freguency of alcohol use, n (%)
Never used
Used, but not in last 30 days
Used in last 30 days
Freguency of marijuana use, n (%)
Never used
Used, but not in last 30 days
Used in last 30 days
Freguency of cocaine use, n (%)
Never used
Used, but not in last 30 days
Used in last 30 days
Freguency of methamphetamine use, n (%)
Never used
Used, but not in last 30 days
Used in last 30 days

106 (74.1) 139 (67.5)
26 (18.2) 34(16.5)
11(7.7) 33(16.0)
17 (12.0) 24(11.7)
27 (19.0) 25(12.2)
98 (69.0) 156 (76.1)
53(37.1) 108 (52.7)
47 (32.9) 42 (20.5)
43(30.1) 55 (26.8)
129 (90.8) 191 (92.7)
10 (7.0) 8(3.9)
3(2.1) 7(34)
142 (100) 199 (97.5)
0(0) 4(20)
0(0) 1(0.5)
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Figure 2. Geolocation data before and during Thanksgiving holiday.
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A larger proportion of app respondents (Table 2) reported
marijuana use than VCHS respondents (90/143, 62.9% and
97/205, 47.3%, respectively). The pattern in responses for
cocaine use between the 2 datasetsis similar with slightly lower
frequency of “never” and “last 30 day” users among app
respondents and a slightly higher rate in the “used but not in
thelast 30 days’ category (10/142, 7.0%) compared with 3.9%
(8/206) inthe VCHS results. All respondentsindicated that they
had “never used” methamphetamine in the app compared with
97.5% (199/204) in VCHS.

Acceptability: Paradata Findings

For Survey 1, 38.3% (176/459) of respondents completed the
survey when the app was launched. Another 30.3% (139/459)
completed it after the third push notification. For Surveys2 and
3, the highest survey completion rate came with the arrival of
thefirst reminder email. The overall timeto project completion
was an average of 37.6 hours for Survey 2 and an average of
11.6 hoursfor Survey 3. Nearly 90% of users (400/459, 87.1%)
completed Survey 1 in <5 minutes with the median and modal
response time of only 2 minutes. Surveys 2 and 3 were
completed in 1 minute or less by the overwhelming majority of
respondents.

Ambient data, such as geolocation, were easily captured for all
users. There were 3 large data clusters centered near the 3
institutions that participated in the study. Two smaller clusters
appeared in Manhattan and Connecticut during Survey 1, but
these were likely nonglobal positioning system information.
Survey 2 was fielded over the Thanksgiving holiday. By
utilizing the geolocation data, we could see how much more
dispersed the physical location of respondents was pre- and
postholiday (Figure 2). Each triangle on the map indicates the
geolocation of a survey respondent before the Thanksgiving
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holiday (diagram on the left) and each square represents the
respondent during the Thanksgiving holiday (diagram on the
right) with the before triangle also displayed. A few students
appeared to have left “early” for the holiday because a few
squares can be seen in the diagram on the left.

Feasibility and Usability: Study Participant Feedback

In Survey 1, respondents were asked, “How did you hear about
this project” and were given alist of options to select al that
applied. Themost frequently selected category (54%) wasfrom
someone el se, followed by 28% indicating a flyer on campus,
15% via email, 14% a flyer in the bathroom, 11% somewhere
else, and 1% via Facebook.

In addition, respondents were asked an open-ended question,
“What isthe primary reason you decided to download thisapp?’
Overdl, 37.9% (174/459) of respondents responses were
categorized as “told about it by someone” with the “atruistic
motivation” category closely following with 35.1% (161/459)
of responses. The “persona reward” category had 10.9%
(50/459) of responses, “general interest/curiosity” had 10.0%
(46/459), “other” 5.0% (23/459), and “marketing materials’
was at 2.2% (10/459).

The final survey was designed to gather evaluation data about
the app. Resultsindicated that the app experience was positive.
The majority of respondents (122/153, 79.7%) indicated that
they would prefer to participate in surveys with an app on their
phone compared with other modes of survey participation.
Respondents were asked, “How much do you think you should
be paid for downloading the app and answering the survey?’
The results indicated nothing or a small amount under US $5
is preferred. Furthermore, 28.1% (43/153) of respondents were
categorized as “promoters’ based on their response to the
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question “How likely would you be to recommend this app to
afriend?

Usability: Focus Group Post App Follow-Up

Participantsin afocus group and interviews held after the close
of all 3 surveys frequently stated that the app was easy to use
and was intuitive. Those who completed the surveys and those
who only partly completed them expressed that they expected
more frequent surveys. When asked about the number of
guestions per survey, participants were satisfied with the length.
Nearly all respondents wanted, at least, the option of seeing the
results of the surveys after completing them and understand
how they “compared” with their fellow students.

Discussion

Principal Findings

In this study, we were successful in rapidly recruiting
participants with an initial group of 536 eligible participants.
Notably, the number of participants for CU on the behavioral
risk items was 414 for Survey 1, almost double the 209 CU
participantswho completed the VCHS in 2014. The survey app
resulted in higher than usually observed response rates for
longitudinal surveys[34].

Multiple technical successeswere achieved throughout the app
development process, indicating excellent feasibility for rapid
development. Guidelinesfor successful mobile app development
were followed [26], including the involvement the study
population in the development process through focus groups
and interviews, iterative Ul and UX, field testing, and postfield
testing follow-up through user focus groups. M edable removed
multiple barriers (cost, time, technical knowledge, and HIPAA
requirements) as a rapid mobile app development tool and a
backend platform focusing on data security.

In addition, we were ableto capture GPS data from participants
phones; this highlights the exciting future potential to include
additional sensor datato add richnessto adataset instead of just
relying on self-report. Geocoded information combined with
health information could open up the potential for additional
analyses, such as the impact of the place or the neighborhood
where people live on physical activity, diet, and drug use. The
neighborhood environment has been shown to have an additional
and distinct effect from individual characteristics [35-37].

Participants in the postsurvey focus groups viewed the app as
being easy to use, engaging, and low burden. However, this
information was gathered from those who completed all 3
surveys, and we do not have data from participants who
completed just Survey 1 or Surveys 1 and 2. In the future work,
we plan to assess the experience at the end of each survey with
afew simple questions.

Thisproject successfully demonstrated that one-fifth (472/2,342)
of a college population (CU) would download, consent and be
deemed €eligible to participate in the SHAPE app and that
researchers could make the survey experiencelow burden while
maintaining the validity that is comparable with more expensive
and burdensome efforts. Once study subjects downloaded the
app, they were impressed with the speed and ease of entering
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their survey responses. Every indication suggests that the data
collected were of good quality because both the correspondence
between the app survey responses and the available benchmark
comparisons were nearly identical and there was a low item
nonresponsein al surveys. A limitation of thiswork isthat we
were unable to compare raw VCHS data to our maobile app
survey data because of limited release of the VCHS data and
because the samples were not entirely independent (although
approximately 50% of the college population would likely have
graduated); as a result, we did not conduct specific statistical
testing of means and proportions or other summary measures.

Although the population selected for this study is not
representative of the general US population, it isawell-defined
and enumerated population. The study population closely
mirrored the entire college population on which this study was
focusing. However, because this app survey mechanism relies
on voluntary download, the requirement of downloading an app
could potentially introduce a selection biasin other populations
and deserves further study in other scenarios. In addition,
multiple recruitment methods were used that required in-person
efforts, which may be difficult in larger communities.
Gamification, which was one of the controlled variables, was
underdeveloped and did not result in any differencein the survey
response. The mobile app survey mechanism that this project
developed has great potential for future research but requires
further evaluation of potentia barriers in broad population
groups, particularly those that may be difficult to reach through
current telephone and paper-based methodol ogies.

Recruiting a broad community-based population sample of
subjects to download an app and consent to a data collection
protocol will require additional methodological investigation,
particularly because it relates to branding and socia media
marketing. Ideally, we would like to identify additional
strategies to increase engagement, uptake, and retention.

Behavioral health assessment surveys collected by smartphone
apps have gresat potential; very few respondentswerelost during
the consent and registration processes following download and
most were likely the result of addressable technical and log-in
challenges. The ability of smartphone users to “turn-off”
notifications may have resulted in lower participation numbers
for Surveys 2 and 3 and should be addressed.

A Cochrane review ng the equivalence of data gathered
through smartphone apps compared with other alternative
delivery modes found that apps did not affect the data
equivalence as long as the clinical application of the survey
guestions, the intended frequency of administration, and the
setting remained unchanged [38]. Future extensions of this
methodology include the ability to capture passively collected
background data, such as accelerometer, and other ambient
information; this information could proactively inform health
providers, provide optimal resource allocation at the state and
national agency level, and personalized information for awide
variety of health needs and health improvement objectives such
asexercise, weight, and sleep. Moreover, the SHAPE app could
be rapidly adapted to include additional surveysand other health
metric outcomes of interest in either the college population or
the general community. A value of native mobile apps is the
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ability to easily update them and encourage additional health
survey data gathering for building projects and new data.

Conclusions

This paper describes devel oping and pilot-testing amobile app
to administer behavioral health-related surveys on iOS and
Android platforms targeting college students in Vermont.

The three key findings are as follows:

1. It was feasible to engage a large proportion of the target
study population to download the SHAPE app, complete
consent and eligibility determinations, and complete
behavioral risk survey items. Thefirst survey was completed
by 459 participants and retention without incentives or other
engagement tools was approximately 33% over time.
Furthermore, the SHAPE mobile device survey systemwas
very effective at including typically underrepresented
groups.

2. Survey responses on behavioral risk items were valid
because they were consistent with more expensive, larger
survey efforts conducted using time-consuming methods.
This paper compares CU app respondents with CU VCHS
participantson 7 mgjor behaviora risk items[27]. Thedata
werevalid and SHAPE was al so deemed acceptabl e because
it also captured ambient and real-time data that is not
possible using conventional survey methods.

3. Mobile app survey systems can be used with low burden
and quick response rates that includes ambient data such
as geolocation. The average time for the overall project
completion was 37.6 hours with an average of 11.6 hours
from survey launch to completion response for Surveys 2
and 3, respectively. Once participants engaged in a survey,
nearly 90% completed the survey in <5 minutes. Based on
the data from questions in Survey 3 and postsurvey focus
groups and interviews, participants found that the surveys
were low burden, welcomed more engagement and
questions, felt motivated by civic-mindedness, and were

Oakley-Girvan et a

generaly not concerned about being paid to participate.
M oreover, students preferred to do asurvey through an app
on their phone compared with other modes of survey
administration.

In summary, new techniques are emerging in survey
methodology for public health and research. The private sector
has moved ahead of the public sector on survey innovations.
The internet and social media have become powerful methods
of gathering information from consumers; voice recognition
software allows businesses to offer rewards to consumers who
call in to respond to surveys throughout the day. At the same
time, participants are becoming resistant to cold calls in the
evening astelemarketing hasincreased its pressure on the public.
The goal of this pilot study was to determine if early adopters
of smartphone technology would be likely to download an app
to participate in a behavioral health survey. From this pilot
study, we learned that the mobile app survey is a methodology
that users of smartphonetechnology can employ with relatively
low burden. The next step in the evolution of this technology
and the methodology is to test this on a broad general
population. Thismethod alonewill likely not be the sole means
of collecting general population health data but rather a
supplement. Currently, there is no one mode of data collection
that can be used to conduct general population surveys. Even
in-person only studies, which are prohibitively expensive for
most researchers and government agencies, are limited in
capturing data during daily life activities and suffer from
erroneous self-report for certain sengitiveinformation. Aspublic
health research evolves, leveraging current technologies to
supplement data collection modes will be essential to capture
rich and meaningful datasets and address nonresponse bias and
coverage issues. The maobile app titled “SHAPE” developed in
thisproject could be utilized in the future with the rapid addition
of new surveysand new health content areas either in the college
population or the general population in specific communities
when warranted.
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Abstract

Background: Depression isavery common condition that impairs functioning and is often untreated. More than 60% of the
treatments for depressive disorder are administered in primary care settings by care providers who lack the time and expertise to
treat depression. To addressthisissue, we devel oped Ascend, atherapi st-supported, mobile phone-delivered 8-week intervention
administered at the Meru Health Online Clinic in Finland.

Objective: We conducted two pilot studies to examine the feasibility of the Ascend intervention, specifically, dropout rates,
daily practice, weekly group chat use, and changes in depression symptoms. We also explored whether daily practice and weekly
group chat use were associated with changes in depression symptoms.

Methods: A total of 117 Finnish adults with elevated depressive symptoms enrolled in Ascend, a program that included daily
cognitive behavioral and mindfulness meditation exercises delivered through a mobile phone app, anonymous group chat with
other users, and chat/phone access to a licensed therapist. Eight weekly themes were delivered in a fixed, sequential format.
Depression symptoms were measured at baseline, every second week during the intervention, immediately after theintervention,
and 4 weeks after completion of theintervention. Datawere analyzed using intent-to-treat repeated-measures analysis of variance
and linear regression models.

Results: For studies 1 and 2, we observed dropout rates of 27% and 15%, respectively, decreasing daily practice and group chat
use, and decreased depression symptoms from baseline to immediately and 4 weeks after the intervention (P<.001). We found
that both more daily practice and chat group use predicted the occurrence of fewer depressive symptoms at 4 weeks postintervention

(Study 1: ARP=.38, P=.004 and AR’=.38, P=.002, respectively; Study 2: AR?=.16, P<.001 and AR?=.08, P=.002, respectively).
Conclusions: Thistherapist-supported, mobile phone-delivered treatment for depression isfeasible and associated with reduced

depression symptoms. Design features that enhance daily practice and group chat use are areas of future investigation. Validation
of these results using a controlled study design is needed to establish the evidence base for the Ascend intervention.

(IMIR Formativ Res 2019;3(1):€11509) doi:10.2196/11509
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Introduction

Background

Depression is one of the most common mental disorders,
impacting more than 300 million people worldwide according
to the World Health Organization (WHO) [1]. In addition,
depression carries the heaviest burden of disability among all
mental and behavioral disorders [2]. People who suffer from
depression often experience significant problems with
employment, physical health, interpersonal functioning, suicidal
ideation, and suicidal attempts. Thus, depression inflicts a
significant burden on the individual, the network of family and
friends, and society at large.

There are several effective psychologica [3,4] and
pharmacological interventions[5] for depression. However, the
WHO estimates that less than 50% of people with major
depression receive any care for their symptoms. Many people
with depression do not have accessto effective clinical careand
are not willing to use antidepressant medications. Others are
hesitant to obtain mental health treatment dueto individual and
social stigma [6]. Furthermore, when treated with
antidepressants, roughly one-third of patients do not experience
significant aleviationin symptoms[7]. In primary care settings,
only 20% of patientswho are referred to psychotherapy follow
up, and of those, more than 50% drop out of treatment [8]. Thus,
from a public health perspective, there is a need to examine
other ways of delivering interventionsfor depression that bypass
these obstacles.

Onlineinterventionsfor mental disorders, especially depression
and anxiety, have gained increasing popularity during the last
decade. These online interventions can be delivered in many
different formatsincluding psychoeducation, self-hel p programs,
chat support groups, interactive health coaching, and
professional-led online therapy [9]. Online interventions have
the advantage of being accessible to patients who previously
did not have access to such mental health care. Further
advantages include their ability to be self-paced, be
programmable to record practice, and have aflexible sequence
of clinical content and exercise that can be tailored to the
individual patient. Importantly, they are also able to support
clinica techniques such as cognitive reapprai sal and mindfulness
meditation practices in real-time and natural contexts.
Furthermore, there is evidence that web-based interventions
that include human support or coaching increase adherence and
produce better outcomes [10].

There is a growing body of evidence for the beneficia effect
of online interventions for depression. A recent meta-analysis
[11] of controlled trials from a 10-year period (2006-2016)
showed that therapist-supported online cognitive behavioral
therapy (CBT) and in-person CBT were equally effective in
reducing depressive symptoms and superior to treatment as
usual, waitlist controls, and attention controls. Furthermore,
thismeta-analysisdid not find an interaction between depression
severity and CBT efficacy, suggesting that therapist-supported
online CBT may be helpful for patientsat all levels of depression
severity. A metaranalysis [12] of 15 randomized controlled
trials (RCTs) demonstrated a significant impact of online
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mindfulness-based interventions on depression symptoms.
Studies also suggest the cost effectiveness and cost utility
[13,14] of online interventions for depression over traditional
treatment modalities. Improved cost effectiveness combined
with high scalability makes online interventions a promising
areafor devel opment and dissemination of empirically supported
interventions, especially for traditionally underserved patients.

More recently, theincreased use and flexibility of mobile phones
has presented a more promising route to extend the reach of
clinical interventions. A recent meta-analysis involving 3414
participants across 18 RCTs of mobile phone-based
interventions for depression [15] showed a small reduction in
depression symptoms compared to an active control group
(Hedge g=.22) and amoderate reduction compared to an inactive
control group (g=.56). This study also found no statistical
difference between the effect of mobile phone only and maobile
phone plus human/computerized components for the treatment
of depression. Furthermore, apps focused on menta health
produced agreater reduction in depression symptomsthan apps
focused on cognitive training. Interestingly, the integration of
specific features, including mood monitoring, CBT, and
mindfulness, did not alter the observed effects sizes. In addition,
a more conservative subanalysis of studies (n=16) that used
intention-to-treat analyses or reported complete outcome data
showed a moderate effect of these treatment methods on
depression symptoms (g=.40). Thismeta-analysis suggeststhat
mobile phone apps may be a potentially effective tool to
introduce self-management skill training for adults with
depression. However, we need to better understand the potential
mechanisms (ie, mediators) and pretreatment patient features
(ie, moderators) that predict outcome and help usrefine mobile
phone—delivered interventions for depression.

To address the public health need for more accessible
interventions for depression, we developed a new mobile
phone-delivered intervention that includes self-help modules,
support from apersonal remote therapist, and chat group access
to an anonymous patient peer-group support.

Present Study

The goal of this pilot study was to examine the feasibility of a
newly developed mobile phone-delivered, therapist-supported
8-week intervention for depression in self-referred depressed
individuals. We examined dropout, number of days of practice,
and weekly use of an online group chat. For symptom reduction,
we examined intervention-related changes in depression
symptoms and whether daily practice and weekly group chat
use predicted areduction in depression symptoms. We proposed
three hypotheses. First, we expected a dropout of <30% among
all participants, daily practice on at least half of the days (ie,
28/56 days), and weekly group chat use for at least half (4/8)
of theweekly group chat sessions. We a so examined the pattern
of change in daily practice and weekly group chat over the
8-week intervention. Second, we expected the Ascend program
to be associated with significant decreases in depression
symptoms. In study 1, we used the Beck Depression Inventory-I|
(BDI-I1) [16] to measure depression symptoms. In study 2, we
shifted to the Patient Health Questionnaire 9-item version
(PHQ-9) [17], because it is more commonly used than BDI-I|
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in primary health care. Third, we expected that greater amount
of daily practice and weekly group chat use during the 8-week
intervention would predict reductionsin depression symptoms.

Methods

Recruitment

For studies 1 and 2, participants were recruited from March to
September 2017 in Finland viaonline Facebook advertisements
for the Meru Health Online Clinic, anational remote health care
provider approved by the Finnish Nationa Supervisory
Authority for Welfare and Health (Valvira approval number
V/25535/2017). Meru Health operates under HIPAA (Health
Insurance Portability and Accountability Act); legislation and
all protected health information isstored in aHIPAA-compliant
cloud storage hosted by a company called Datica[18]. All data
are encrypted in transit, end to end, and at rest.

Participants were offered a free online intervention for
depression that included mobile phone-delivered content,
anonymous weekly chat group, and private phone/chat access
to therapists. All participants were required to have a mobile
phone. To enter the study, participants had to demonstrate some
depression symptoms based on the BDI-Il (>9) in study 1 and
at least mild depression symptoms based on the PHQ-9 (>4) in
study 2. Weincreased the depression symptom cut-off in study
2 to match the validated score of PHQ-9 for screening mild
depression. Other inclusion criteria included the perceived
ability of the participant by both the participant and therapist
to commit to an 8-week onlineintervention with aminimum of
20 minutes of practice 6 days per week. The exclusion criteria
included previous suicide attempts, severe suicidal ideation with
a specific plan, severe self-harm, active substance abuse, and a
history of psychotic disorder.

Procedures

We informed participants that the goal of the study was to
examine an onlineintervention for depression, delivered through
a mobile phone app. Participants provided informed consent
through the A scend mobile phone app for their anonymous data
to be used for further intervention refinement and research
purposes. Participants were not compensated for their
participation. They enrolled in the program at no cost.
Institutional review board exemption was granted by Pearl IRB
(Indianapolis, IN) for analyses of previously collected and
deidentified data.

We provided participants a link to download the Meru Health
Ascend app on their mobile phone to access the intervention
content. Participants used a unique identification number to
record depression symptoms at baseline, during theintervention,
immediately after the intervention, and 4 weeks after the
intervention. We trained participants on how to access an
anonymous chat group and converse with the study therapist
via direct one-to-one chat messaging or, in few exceptions,
phone calls.

As part of the standard treatment procedure at the Meru Health
Online Clinic, Ascend study therapists conducted phone
interviews to examine inclusion and exclusion criteria before
enrollment and determine participant suitability for the online
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intervention. After the program, the study therapist spoke to
participants via phone cals to assess the participant's
experiences and address any further needs. In addition,
participants had an opportunity to speak directly with the
therapist via phone calls during the program. This occurred in
only afew cases when a participant had a specific concern or
question that could not be properly communicated by chat
messaging with the study therapist.

Ascend Program

The Ascend program consists of 8 modules delivered in afixed
order through a mobile phone app over an 8-week period,
including practices derived from mindfulness-based stress
reduction [19], mindfulness-based cognitive therapy [20], CBT
[21], and behavioral activation therapy [22] treatment protocols.
Modules are delivered each week in the following sequence:
Introduction to mindfulness, Low mood and motivation,
Self-compassion, Managing worry, Overcoming thinking traps,
Rethinking your life values, Being aware of your relationships,
and Relapse prevention. The content was designed to teach
participants skills based on mindfulness meditation and cognitive
behavioral therapy. The content for each week unlocked
automatically during each of the 8 weeks of the Ascend
intervention without the need to view prior content and complete
prior exercises. The Ascend program has high standards of data
security and adheres to the European Union General Data
Protection Regulation requirements (EU 2016/679). If there
were any signs of mental state deterioration during the
intervention, the study therapist conducted an additional
phone-based assessment of the participant’s condition. For
emergencies such as severe suicidality, the Ascend intervention
includes a written security plan that all participants reviewed
with the therapist before starting the program.

The Meru Health therapists provided ongoing individual support
as needed and curation of the group chat during the Ascend
intervention. The interaction took place primarily via chat
messaging and, in a few instances, phone calls. Therapists
included one medical doctor and two master's-level clinica
psychologists, each of whom had training in mindfulness-based
stress reduction or mindfulness-based cognitive therapy. The
patients could reach out to their therapist whenever they wanted.
However, more than 50% of the communication was initiated
by the therapist, not the patient. The therapist would normally
check in with the patient via chat at |east 2-3 times/week to see
how the patient was doing. On an average, the therapist spent
20 minutes on each patient per week, including time spent
chatting with the patient and reviewing the patient’s data and
progress.

Study therapists used a Professional Dashboard (Meru Health
Inc, CA), which is a secure web-based tool to monitor
participant progress and chat with participants. The mobile
phone app hosted all the weekly program content, including
text, video, audio, and graphics. Theinterventionincluded video
lessons every week, audio-guided mindfulness-meditation
practices, visual graphics that illustrated cognitive-behavioral
principles, and journaling prompts.

The mobile phone app consisted of the following components:
a “M¢e" screen to access the daily practices and learning
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materials; a“Program” screento view the structure of thewhole
Ascend program, identify where on thetimeline oneiscurrently
located, and access already completed modules and practices,
a“Group” screen to view other anonymous participants’ written
reflections on different practices and lessons (the Group screen
did not allow any commenting, but rather only reading of
therapist’sand other participants comments); a“ Notifications’
screen to track therapists’ messages and newly available lessons
or practices; and an “ Other” screento view the Emergency Plan,
Privacy Policy, Terms of Use, and a single button to contact
the therapist via chat messaging.

M easures

We used multiple measures to assess the feasibility of the
Ascend intervention. We measured dropout from the
intervention, operationally defined aslessthan 4 weeks of active
participation during the 8-week intervention. We al so measured
completion of mobile phone—delivered practices (number of
days during the 8 weeks) and participation in the once-weekly
chat group (a binary yes/no measure). As stated above, we
shifted from the BDI-II in study 1 to the PHQ-9 in study 2 to
measure depression symptoms, because it became clear that the
latter self-report measure is more commonly used acrossawide
variety of health care settings.

Depression Symptoms

Beck Depression I nventory-11

Depressive symptoms were measured using the BDI-11, ascale
containing 21 items rated 0-3 points in terms of intensity, with
total scoresranging from 0to 63. BDI-I1 scores of 14-19 points
suggest mild depression; 20-28 points suggest moderate
depression, and 29-63 points suggest severe depression. To
enter the Ascend intervention, the participant had to score a
minimum of 10 pointsat baseline. The BDI-11 has demonstrated
high internal consistency (Cronbach apha=0.9) in outpatient
samples[23].

Patient Health Questionnaire-9

The PHQ-9 is the 9-item depression scale extracted from the
full PHQ. Because each of the 9 items can be scored from O
(not at al) to 3 (nearly every day), the PHQ-9 score can range
from 0 to 27 points. PHQ-9 scores of 5-9 points suggest mild
depression, 10-14 points suggest moderate depression, 15-19
points suggest moderately severe depression, and 20-27 points
suggest severe depression. To enter the Ascend program, the

Table 1. Characteristics of participants.

Goldin et a

participant had to score aminimum of 5 points at baseline. Prior
large-scale studies have shown that the PHQ-9 has excellent
internal reliability, with Cronbach alphaof 0.89 in primary care
settings, and excellent test-retest reliability [24].

Therapist Rating Questionnaire

To assess the patient-therapist interaction, we used asingle-item
question: “How valuable has the therapist interaction been for
you?' This rating ranged from 1 to 5, with higher values
indicating greater value. The patient-therapist interaction was
assessed at weeks 1, 3, and 6 and after the intervention.

Statistical Analysis

We computed descriptive statistics for different indicators of
intervention engagement. We plotted the number of days per
week of practice during the intervention and the number of
weeks of chat group use and used arepeated-measures analysis
of variance (ANOVA) with Huynh-Feldt correction for
autocorrel ation of adjacent time pointsto examine whether there
was significant change over time in the number of days of
practice completed and online chat group use.

We used an intent-to-treat analysisthat included all participants
regardless of whether they completed or dropped out of the
intervention. We used the more conservative method of last
observation carried forward to insert missing dataimmediately
postintervention and during the 4 weeks of follow-up. We
implemented repeated-measures ANOVA and reported effect

size as partial eta-squared (r|2p) using SPSS, version 25 (IBM
Corp, Armonk, NY). We aso computed a depression-change

score from the baseline to the 4-week follow-up to be used as
the dependent variable in subsequent linear regressions.

Using linear regression analysis controlling for baseline levels
of depression, we examined whether change in depression
symptoms from baseline to 4 weeks postintervention was
predicted by the number of days of practice during the
intervention or the number of weeks of group chat use.

Results

Participant Characteristics

Asshownin Table 1, participantswere primarily female, young
adults, and college educated and al Caucasian. Thus, the
samplesin studies 1 and 2 were similar and uniform.

Characteristic Study 1 (n=22) Study 2 (n=95)
Women, n (%) 22 (100) 76 (80.0)

Age (years), mean (SD) 23.2(1.1) 32.0(9.85)
Education (years), mean (SD) 17.4(3.3) 16.3(2.1)
Ethnicity (Caucasian), n (%) 22 (100) 95 (100)
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Study 1

Dropout, Daily Practice, and Weekly Group Chat

Dropout from the 8-week Ascend intervention was observed in
6 of the 22 participants (27%). For mobile phone-delivered
exercises during the Ascend intervention, participants completed
daily practices on 42% of the 56 days (mean 23.8 days, SD
14.2; range 1-49 days). A repeated-measures ANOVA, with
Huynh-Feldt correction for autocorrelation of adjacent time
points, showed that the mean number of days per week of
practice decreased significantly (F,,=15.02, P<.001, n°,=.43)
from week 1 (mean 4.57 days[SD 1.72]) to week 8 (mean 1.52
[SD 1.83]) of the intervention (Figure 1). For the once-weekly
group chat, participants participated for an average of 4.87
weeks (SD 3.12; range 0-8 weeks). Repeated-measures
ANOVA, with Huynh-Feldt correction for autocorrelation of
adjacent time points, showed that the percentage of participants
who used the online chat group per week decreased significantly
from week 1 (78%) toweek 8 (52%; Fs 5,=2.65, P=.03, n%=.11,
0=.68). Participants reported a high and consistent level of the
participant-therapist interaction across four time points during
the 8-week intervention (mean 4.12).

Goldin et a

Depression Symptoms

We used an intent-to-treat analysisthat included all participants.
Repeated-measures ANOVA for depression symptoms measured
with the BDI-II revealed a significant reduction from before to
after theintervention (mean delta=—8.55, SD 9.17; F; »,=19.11;
P<.001; r]zp:.48) as well as from before to 4 weeks after the
intervention (ie, week 12 assessment; mean delta=—10.91, SD
10.35; F, 5= 24.44; P<.001; n,=.54; Figure 2).

Predictors of Change in Depression Symptoms

Using a linear regression controlling for baseline depression
symptoms, we found that greater number of days of practice
significantly predicted areduction in depressive symptomsfrom
the baseline to 4 weeks postintervention (BDI-I1; A R?=.38; A
F120=11.14; P=.004; unstandardized coefficient beta=—0.45,
standard error of beta=0.14, 95% CI=-0.74t0-0.17; Figure 3).
Similarly, we found that higher number of weeks of group chat
use predicted areduction in depressive symptoms from baseline
to 4 weeks after the intervention (BDI-Il; A RP=.38; A
F120=12.30; P=.002; unstandardized coefficient beta=—2.06,
SE of beta=.59, 95% Cl=-3.29 to —0.83).

Figure 1. Number of days per week of mobile phone—delivered practices completed during the 8-week Ascend intervention during study 1. Error bars

indicate standard error of the mean.
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Figure 2. Depression symptoms during study 1 of the Ascend intervention. Error bars indicate standard error of the mean.
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Study 2 days; SD 14.1; range 1-56 days). A repeated-measuresANOVA,

with Huynh-Feldt correction for autocorrelation of adjacent
Dropout, Daily Practice, and Weekly Group Chat time points, showed that the mean number of days per week of
Dropout was noted in 14 of the 95 participants (15%). Practice decreased significantly (Feop, 535.35738.4; P<.001;
Participants completed the mobile phone—delivered exercises  N?,=.30) in a linear trajectory from week 1 (mean 5.04 days
during the Ascend intervention on 55% of the days (mean 30.9 [SD 1.71]) to week 8 (mean 2.63 [SD 2.31]) of theintervention
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(Figure 4). For the once-weekly group chat, participants
participated in an average of 5.81 weeks (SD 2.63; range 0-8
weeks). A repeated-measures ANOVA, with Huynh-Feldt
correction for autocorrelation of adjacent time points, showed
that the percentage of participants who used the online chat
group per week decreased significantly from week 1 (85%) to

week 8 (59%; Fs 59 51450=6.09; P<.001; n,=.06). Participants
reported high and consistent levels of participant-therapist

interaction across four time points during the 8-week
intervention (mean=4.13).

Depression Symptoms
A repeated-measures ANOVA of depression symptoms

measured with the PHQ-9 reveal ed asignificant reduction from
before to after the intervention (mean delta=—4.39, SD 5.07;

F104=71.20; P<.001; n2p=.43) aswell asfrom beforeto 4 weeks

Goldin et a

after theintervention (ie, week 12; F, ¢,=71.88; P<.001; n%,=.43;
Figure 5).

Predictors Of Changein Depression Symptoms

Using linear regression, we found that higher number of days
of practice significantly predicted lower residual depression
symptoms at 4 weeks postintervention (AR?=.16, F180=16.46,

P<.001; unstandardized beta=—0.028, standard error of
beta=0.01, 95% CI=-0.041 to —0.014; Figure 6).

We a so found that higher number of weeks of group chat use
predicted reduced depressive symptoms at 4 weeks
postintervention (A R?=.08, A F;4=9.92, P=002;
unstandardized coefficient beta=—0.63, standard error of
beta=0.20, 95% Cl=-1.03 to —0.23; Figure 6).

Figure 4. Number of days per week of mobile phone—delivered practices completed during the 8-week Ascend intervention during study 2. Error bars

indicate standard error of the mean.
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Figure5. Depression symptoms during study 2 of the Ascend intervention.
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Error bars indicate standard error of the mean.
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Principal Findings
Findings from this study suggest that the mobile

phone—delivered, therapist-supported Ascend intervention was
associated with acceptable levels of dropout, linear decreasing
daily practice, and weekly group chat use aswell as significant
decreases in depression symptomsin a sample of self-referred
depressed individuals. Furthermore, the amount of daily practice
and weekly group chat use during the intervention were
associated with a reduction in depression symptoms from
baseline to 4 weeks postintervention.
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Comparison with Prior Work

A recent RCT of CBT for major depression reported 33%
dropout from mobile-delivered CBT (mobile phone or iPad)
versus 30% dropout from computer-delivered CBT [25]. For
comparison with nonmobile phone internet-delivered
intervention for depression, arecent study [21] that employed
a coach to guide people through online therapy for depressed
patients reported a 37% dropout rate. Thus, the dropout rate
observed in our pilot study (17%, 20/117 participants) was
comparableto both other mobile phone-and internet-delivered
interventions.

Daily practice of mobile phone-delivered exercises decreased
linearly over the course of the 8-week Ascend intervention in
both pilot studies. Given that the amount of daily practice
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significantly predicted a reduction in depression symptomsin
each of the two pilot studies, this finding is disconcerting and
strongly suggests that further effort is needed to investigate
methods to support sustained practice, asit may lead to greater
clinical improvement. Thismay involveintroducing more novel
types of practices or different modes of delivery of practicesto
maintain the participant’s attention and sustained engagement.
Ongoing measurement of engagement during the intervention
and tailoring the delivery to individual participants may help
increase sustained practice. This could involve the use of
individual participant feedback after each practiceto direct what
type of practice and modality is to be used when delivering
subsequent practices. A brief motivational interview by the
therapist may also identify and overcome obstacles to
engagement. Thisisacomponent of internet interventions that
would benefit from further research. Sustained engagement may
likely increasethe effect of the Ascend intervention and possibly
reduce the probability of depression relapses.

Group chat, often referred to as synchronous text-based
dialogue, is an increasingly important component of online
mental health interventions. In our studies, the number of weeks
of chat group use decreased significantly over the 8-week
intervention. Like daily practice, group chat use wasasignificant
predictor of a reduction in depressive symptoms. A recent
review [26] found that interventions using one-on-one
synchronous chat reduced clinical symptoms morethan waitlists,
but not more than treatment as usual (face-to-face and telephone
counseling). Research has found that text-based chat
communication involves approximately 50% fewer words than
oral conversation [27]. In our study, however, the chat group,
which included intervention participants and curation by the
therapist, was only one component of the intervention. More
research is needed to better understand the factors that encourage
and inhibit group chat use in mobile phone-delivered
interventions for depression.

The Ascend intervention was associated with a reduction in
depression symptoms acrosstwo pil ot studies. However, because
we did not incorporate a comparison control group, we cannot
rule out regression to the mean as a reason for the reduced
depression symptoms. Nonetheless, our intent-to-treat analysis
revedled a moderate effect (g=.43 to .54) for reduction of
depression symptoms across the two pilot studies. Our findings
arein line with the results from a recent meta-analysis [15] of
mobile phone—delivered interventions for depression that found
moderate effect sizes for intent-to-treat or complete outcome
data trials (g=.40), CBT-based interventions (g=.53), and
interventions that included mindfulness practices (g=.49).
Importantly, subanalyses in this meta-analysis that focused on
diagnosed mood disordered samples showed that mobile
phone—delivered interventions were most effective for patients
with self-reported mild-to-moderate levels of depression
symptoms (g=.52). Thisisimportant because individuals with
mild-to-moderate depression symptoms are most likely to have
the capacity to use mobile phone and other onlineinterventions.

Identification of predictors of better outcomes is essential for
determining how to refine and optimize a clinical intervention.
We found that higher number of days of completing mobile
phone—delivered practices predicted a greater reduction in

http://formative.,jmir.org/2019/1/e11509/

Goldin et a

self-reported depression symptoms. Variance in the reduction
of depression symptomsexplained by practice during the 8-week
Ascend intervention ranged from 7% to 38%. Additionally, in
both pil ot studies, we found that greater chat group use predicted
reduced depression symptoms. Although these findings are
promising, they also suggest that there likely are other factors
that predict outcome and may interact with subgroups of
patients. It will be important to determine which specific
practices and what amount of group chat use are most effective
for reducing depression symptoms.

Identifying patient characteristics that predict the impact of
online interventions on depression symptoms is essential. A
well-controlled study comparing self-guided internet-delivered
interpersona psychotherapy, CBT, and MoodGY M found that
female gender, lower mastery, and lower dysfunctional attitudes
predicted lesser depression symptoms following 4 weeks of
treatment and 6 months of follow-up regardless of the
intervention type [28]. Understanding how these patient
characteristics interact with daily practice and group chat use
should be examined in future studies.

Given that novelty captures attention, one approachisto explore
on an individual participant level whether introducing new
modalities of delivery of didactic content and practices might
recapture attention and dedication to practice. An algorithm
could be used to detect when the number of days of practice
beginsto decrease and then introduce new videos, practices, or
communication from other participants and psychotherapist to
buttress against further reduction in practice. Another method
would be to show each individual their own week-to-week
relationship between practice and depression symptoms to
further motivate engagement with the Ascend program.

Limitations

Participantsin this study were self-referred, and thus, there may
be asampling biasin that these individual s were more motivated
to participate than the normative population of depressed
individuals. Furthermore, the sample consisted of 80%-100%
women, which is also not representative of the population of
individualswith depressionin clinical settings or the community.
This pilot study did not include any control group with or
without an active comparison intervention, which limits the
inferencesthat can be made regarding the efficacy or comparison
of the effect sizes between the Ascend program and other
interventions. Future studies will benefit from comparison of
Ascend to gold-standard psychosocial (eg, CBT) and
pharmacological interventionsaswell asacontrol group without
an active intervention. Although this study provides initial
evidence of areduction in depression symptoms, future studies
should include diagnostic assessment of participants. In addition
to changesin clinical symptoms, it will beimportant to measure
putative mediators of the Ascend intervention related to
mindfulness meditation (eg, mindfulness skills) and CBT (eg,
cognitiveregppraisal). Future studies might consider determining
whether the amount (eg, duration in minutes and frequency of
events) or type of therapist-patient interaction (eg, chat, phone,
and email) predicts intervention outcome.
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Conclusions depression symptoms. However, more rigorous controlled trials

The overall finding from this pilot study is that the 8-week that compare the Ascend intervention with both other online

online Ascend intervention was associated with reduced ™Mentd hedlth interventions and gold-standard clinical
interventions for major depression are needed.
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Abstract

Background: The impact of integrating video into health education delivery has been extensively investigated; however, the
effect of integrating video on alearner’s subsequent performance in an online educational setting is rarely reported. Results of
the relationship between the learner’s online video viewing and subsequent progression toward health behavior change in a
self-directed online educational session are lacking.

Objective: Thisstudy aimed to determine the relationship between viewing a Health eKitchen online video and key engagement
performance indicators associated with online nutrition education for women, infants, and children (WIC).

Methods: Thisstudy involved aretrospective cohort of users grouped on the basis of whether Health eKitchen exposure occurred
before or after completing a nutrition education lesson. A two-sample test for equality of proportions was performed to test the
differencein the likelihood of progression between the groups overall and when stratified by lesson type, which was defined by
whether the lesson focused on food preparation. Welch two-sample t tests were performed to test the difference in average link
depth and duration of use between groups overall and stratified by lesson type. Logistic regression was conducted to validate the
impact of video viewing prior to lesson completion while controlling for lesson type and factors known to be associated with
WIC key performance indicators.

Results: A greater stage of change progression was observed for both food preparation (x°=12.6, P<.001) and non-food

preparation (x?>=62.8, P<.001) lessons among early stage users who had viewed a Health eKitchen video before completing a
lesson. Time spent viewing educational learning resource links within the lesson was also significantly longer for both food
preparation (t=7.8, P<.001) and non-food preparation (t=2.5, P=.01) lessons. Logistic regression analysis corroborated these
results while controlling for known confounding factors. The odds of user progression were nearly three times greater among
those who viewed a Health eKitchen video prior to lesson completion (oddsratio=2.61; 95% CI=2.08-3.29). Type of lesson (food
vs non-food preparation) was the strongest predictor of progression odds (odds ratio=3.12; 95% Cl=2.47-3.95).

Conclusions: User access to a Health eKitchen video prior to completion of an online educational session had a significant
impact on achieving lesson goals, regardless of the food preparation focus. This observation suggests the potential benefit of
providing an application-oriented video at the onset of online nutrition education lessons.

(IMIR Formativ Res 2019; 3(1):€12508) doi:10.2196/12508
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Introduction

The federally funded Special Supplemental Nutrition Program
for Women, Infants, and Children (WIC) provides qualified
program participants who are at nutrition risk due to insufficient
financial access to nutritious foods to supplement diets,
information on healthy eating, and referralsto health care. Many
positive health outcomes have been associated with the program,
including improved diet, infant feeding practices, and
preconceptual nutrition status[1]. Wichealth.org [2] isan online
educational framework in which clients engage to meet the
educational requirements in order to be eligible for the WIC
program. People who complete wichealth.org lessons
demonstrate very high rates of positive movement with belief
intheir ability to engage in various heal th-promoting nutritional
and physical activity behaviors[3,4]. Over thelast decade, many
enhancements have been made to wichealth.org to provide
continuous improvement with respect to various key
performanceindicators. These enhancementsindicate the value
of education for the client, including both engagement extent
and duration, as well as the subsequent impact to the client’s
current readinessto change behavior. One of these enhancements
was the Heath eKitchen curated library of existing
internet-based food preparation and cooking videos available
to users of wichealth.org. Videos consist of short segments (eg,
2-3 minutes in length) that demonstrate how to prepare and
cook recipes using specific foods associated with the WIC food
package. A recent review of Health eKitchen usage patterns
suggested a positive relationship between video access and
wichealth.org user lesson progression.

The impact of integrating video into health education delivery
has been extensively investigated to determine whether learning
objectives can be achieved more effectively and with greater
learner satisfaction than interventions that do not use any
technology [5-10]. This is aso true for other educational
disciplines that do not focus on heath [11-14]. Typical
investigations concerning the use of video, whether integrated
into a face-to-face or online educational setting or not, aim at
comparing the use of one or more modalities on the learning
outcome of interest [15-17]. However, the effect of integrating
video on a learner’s subsequent performance in an online
educational setting is scarcely reported [18]. Further, to our
knowledge, no study has specifically reported on therelationship
between learner online video viewing and the learner's
subsequent progression toward health behavior change in a
self-directed online educational session. Studies that focused
on the effect of video use within the context of an online
educational setting tended to focus on user satisfaction and
knowledge recall, where online learner satisfaction has been
demonstrated to be strongly associated with learner engagement
in the educational content [19-21]. Furthermore, inclusion of
videos can increase learner motivation to learn and subsequent
engagement with online course content [16].

Typical studies concerning the impact of video usein an online
learning environment focus on comparing various educational
modealities that include video with those that do not or those
that have varying levels of interactive video integrated
[14,16,22]. Choi and Johnson conducted similar work, wherein
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various online learning environments that included or did not
include the use of video instruction were compared [23]. Most
reports identified a significant improvement in learners
motivation when online videos were integrated. Increase in
online learner engagement through the use of videos has aso
been demonstrated physiologically: Using electrodermal activity
and heart rate measurements, van Bruinessen and colleagues
showed that a moderate level of increased arousal is idea to
increase learning capacity in an online self-help intervention
[18].

The purpose of this study was to determine the relationship
between viewing of a Health eKitchen online video and key
engagement performanceindicators associated with WIC online
nutrition education.

Methods

Participants

The sample used for this study was derived from WIC clients
across 21 US states, who completed a wichealth.org lesson
during a34-month period in the government’s 2014-2016 fiscal
years. Participating subjects chose to complete awichealth.org
lesson as a means of meeting secondary contact requirements
associated with the WIC program. Data-collection protocols
using wichealth.org were approved for use by the Western
Michigan University’s Human Subjects Ingtitutional Review
Board. Online informed consent was provided prior to
completion of the online survey.

Data Collection

Data utilized in this study were collected from 4460
wichealth.org uses from the system database for WIC clients
who started an English-based lesson in one of the first three
stages of the Transtheoretical Model (ie, precontemplation,
contemplation, and preparation), completed the lesson, and
viewed at least one Health eKitchen video during their session.
Only the individuals who began a lesson in the early stages of
readinessto change, not those in the active change stages, could
have measurable progression at the time of lesson completion.

All lessons were completed using the wichealth.org website
application. Data consisted of six system-collected measures
(links viewed, link view time, device type, beginning stage of
change, ending stage of change, and lessons completed), four
profile items (ethnicity, race, pregnancy status, and age), and
time at which the Health eKitchen video was viewed. The
staging algorithms used to identify the beginning and ending
stageswere based on criteriaprevioudy used to determine stages
of change and progression, which have been described in detail
elsewhere [3,4].

Statistical Analysis

Binary progression—irrespective of whether asubject advanced
in stage of change intent—was the dependent variable used.
The primary independent variable of interest was subject
exposure to a Health eKitchen video prior to completion of a
wichealth.org lesson. Over the past decade, program eval uations
conducted every 6 months demonstrated the importance of other
variables currently collected from users of wichealth.org. These
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include user demographic characteristics of race, ethnicity,
pregnancy status, and age as well as system access
characteristics including device type (fixed, such as a desktop
or laptop, vs mobile), lesson type (feeding behavior focus vs
other), number of internet resource links accessed (depth), and
duration of all resource links used. Each of these variableswas
considered a possible effect modifier or confounder of the
relationship of interest. Depth and duration of link use are key
performance indicators for wichealth.org previously
demonstrated to be strongly associated with users' stage of
change progression [24]. Lesson type was a so assigned based
on whether the wicheal th.org lesson content focused on feeding
behaviors that would be relevant to Health eKitchen videos
about food preparation and recipes. Lesson type was included
in the model to determine whether the impact of a video view
on a lesson is associated with whether the lesson addresses
content related to food preparation and recipes.

In order to control for motivation bias potentially confounding
the positive relationship between lesson engagement and
viewing a Health eKitchen video prior to wichealth.org lesson
completion, users who chose to view a Health eKitchen video
after completing a wichealth.org lesson were used as the
comparison group. Similar to users who viewed a Health
eKitchen video prior to their lesson, these individuals were
motivated to view avideo, but they viewed the video after their
lesson. As users access Health eKitchen by their own choice
and motivation, it is likely they are motivated to be engaged to
agreater extent and subsequently morelikely to progressin the
stage of readiness change compared to users that opt not to
access Health eKitchen at all.

A two-sample test for equality of proportions was performed
to test the difference in the likelihood of progression between
comparison groups. Likewise, this difference was tested for
each of the covariates: Welch two-samplet testswere performed
to test whether link depth and duration were associated with
user progression and each of the covariates. The Welch t test
adjusts the number of degrees of freedom when the variances
are not equal between groups. A logistic regression was
conducted to evaluate the odds of progression for users who
viewed aHealth eKitchen video prior to subsequent completion
of awichealth.org lesson compared to those who did not. All
data were analyzed using the R statistical package [25].
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Results

Approximately half (2301/4460, 51.59%) of the subjects
included in this investigation reported that they were of Latino
ethnicity, and 58.5% of subjects belonged to a race other than
white. Most (4206/4460, 94.30%) subjects were mothers of the
child who was receiving WIC benefits. In addition, 2655 of the
subjects (59.53%) completed the lessons using a fixed device.
Asexpected, devicetype and |esson type were both significantly
associated with the outcome of interest or at least one of the
wichealth.org key performance indicators (P<.001; Table 1).
Further, age group was associated with the outcome of interest
and both wichealth.org key performance indicators presented.
None of the other demographic variables were significantly
associated with progression, link use depth, or link useduration
(Table 1).

The wichealth.org stage of change progression (one or more
stages) was significantly associated with whether auser accessed

aHealth eKitchen video prior to their lesson (x?=127.2, P<.001;
Table 2). Further, the average time spent by userson linksduring
thelesson was significantly morefor userswho viewed aHealth
eKitchen video prior to the lesson (t=8.2, P<.001). In addition,
both food preparation (x>=12.6, P<.001) and non-food
preparation (x>=62.8, P<.001) |essons demonstrated significantly
greater progression among early stage of change subjects who
viewed a Health eKitchen video prior to the lesson. Similarly,
the average time spent was significantly longer for both food
preparation (t=7.8, P<.001) and non-food preparation (t=2.5,
P=.01) lessons among users who viewed a Health eKitchen
video prior to the lesson.

Only predictors significantly associated with the odds of stage
progression were included in the model (Table 3). Although
age group was associated with the outcome of interest, it was
not asignificant contributor to the model and was therefore not
included. Viewing of a Heath eKitchen video prior to
completion of alesson was associated with nearly three times
the odds of progression as that for subjects who did not view a
Health eKitchen video until after lesson completion (odds
ratio=2.61; 95% Cl=2.08-3.29). L esson type was the strongest
predictor of progression odds (odds ratio=3.12; 95%
Cl=2.47-3.95).
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Table 1. Characteristics of early beginning-stage users who accessed Health eKitchen.

Bendley & Brusk

Demographic Early state users (N=4460) % Progressionin stageof =~ Averagelink views Average link minutes
change
Devicetype
Fixed 2655 911 282 572
Mobile 1805 91.3 11 17
L esson type
Non-food preparation 1557 815 1.9 32
Food preparation 2903 96.32 22 4.62
Race
White 1853 91.3 22 4.0
Non-white 2607 911 21 41
Latino ethnicity
No 2159 89.7 2.2 4.0
Yes 2301 92.5 20 41
Pregnancy status
No 3694 914 21 41
Yes 767 89.8 2.2 41
User age group
<3lyears 2404 90.1 20 35
>31 years 1972 9252 232 482
8P<.001.

Table 2. Key performance indicators according to Health eKitchen video viewing.

Health eKitchen video viewed Early state users (N=4460)

prior to lesson

% Progression in stage of
change

Average link views

Average link minutes

Overall
No 913 817 2.08 2.69
Yes 3547 93.6° 214 4452
Non-food preparation 1557 815 1.9 32
No 470 71.7 19 25
Yes 1087 85.7% 19 3.5
Food preparation 2903 96.3 22 4.6
No 443 92.3 23 29
Yes 2460 9712 2.2 4,62
8P<.001.
bp=,01.
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Table 3. Results of independent samples study group logistic regression model.

Predictor of model feature Estimate B SEB z Pr(>[2)) Oddsrratio 95% Cl
Intercept 0.39 0.12 3.24 0001212 147 1.17-1.87
Health eKitchen view prior to the lesson 0.96 0.12 8.22 0.00000° 261 2.08-3.29
Lesson type 114 0.12 9.53 0.00000° 3.12 2.47-3.95
Device type 0.49 0.12 4.07 0.00005P 1.63 1.29-2.07
Link views 0.28 0.04 6.30 0.00000° 1.32 1.22-1.43
Link minutes 0.05 0.02 259 0.00967% 1.05 1.01-1.09

8<.01.

Pp<.001.

Discussion preparation lessons benefited to asimilar extent as users of meal

Principal Findings

Video use has been well demonstrated as a valuable and
impactful tool in the online educational setting. This study
evaluated the effect of video viewing on intent to change
parent-child feeding behavior when the video was viewed before
beginning the educational lesson. Potential for confounding
caused by motivation or volunteer bias associated with learners
who choseto view aHealth eKitchen video prior to their lesson
was minimized, as the comparison group also chose to view
Health eKitchen videos but did so after completion of their
educational session.

The results of this study are important, because even though
online nutrition education programs have been found to have
an impact on various aspects associated with nutrition behaviors
among WIC clients, including belief in ability and intent to
positively impact parent-child feeding, knowledge and behaviors
surrounding eating breakfast, and reduction in salt intake
[3-5,26,27], the specific effect of video viewing on achieving
online educational objectives when viewed by learners before
engaging in a lesson of interest is not well reported in the
literature, especially in the WIC setting. To our knowledge,
only one published study deemed the use of atraining video on
how to access a WIC online nutrition education program as
helpful in reducing challengeswith online access[5]. However,
examining the usefulness of instructional video on tasks
associated with logging in and negotiating a website is very
different from determining the relationship between video
viewing and key performanceindicator engagement, which was
the basis of the current study.

Findings from this investigation suggest that early stage
wichealth.org userswere more successful in progressing in stage
of behavior change intent when the session focusing on that
behavior was preceded by a Hedlth eKitchen video view as
compared to when it was followed by video viewing while
controlling for other key predictors of progression. It was
expected that if an effect was identified, it would be limited to
lessons focusing on meal-preparation behaviors, as Health
eKitchen videos would mostly be relevant to such behaviors,
rather than lessons focusing on, for example, behaviors such as
physical activity or dental hygiene. However, users of non-meal

http://formative.,jmir.org/2019/1/e12508/

preparation lessons when they used Health eKitchen before
completing their lesson, suggesting that the content of the video
may be less important than the arousal or level of engagement
that may be incited in the learner following video viewing. A
previous study on the use of video and its ability to enable deep
learning that touched on the subject reported that the relevance
of the video with a learning objective should be carefully
considered and clear to the user [28]. In contrast, the current
study indicated that the use of video may have apositive impact
regardless of whether it is specifically related to a behavior
change focus. Here, the degree of relevance may be important.
In addition, the fact that the Health eKitchen videos are related
to personal health choices may be relevant enough to stimulate
the user’'s motivation and interest in learning more about
different, yet related, topics.

Limitations

Subjects chose whether they wanted to use wichealth.org asthe
method for completing secondary contact requirements, which
limits the ability to generalize the results of this study to the
entire WIC population. In addition, Health eKitchenisaseparate
feature that does not qualify for secondary contact credit. As
such, the two groups compared in this study may differ in how
they approach educational learning. Nonetheless, the use of
video prior to initiating an online learning session appears to
be an important strategy to employ in e-learning environment
designsin order to maximize user engagement and subsequent
achievement of |learning objectives.

Recommendations

We recommend that a more rigorous study be conducted to
confirm our findings and allow generalization of the resultsto
abroad audience of WIC participants. Additional studiescould
focus on introducing video learning in other online education
and behavior change programs used by WIC to determineif our
findings are applicable to any online learning approach with
WIC clients or specific to the Health eKitchen feature available
within the wichealth.org nutrition education platform. The use
of video prior to the use of other traditional educational formats
available within WIC clinics, such as information malls and
one-on-one nutrition counseling, could be explored as ameans
for potentially impacting client engagement. Many clinics
provide kiosks or looping videos in clinic waiting areas where
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nutrition-related videos could be shown. Although not thesame  Conclusions

&s an online format, the implication that the use of video may, s gudy isuseful to nutritionistsand WIC staff for developing

to some degree, influence client engagement warrants o aqonting online nutrition education and behavior change

exploration of this method of learning. interventions, especially for WIC populations. This study
showed that viewing a video prior to lesson completion was
positively related to subject engagement in the online
educational session.
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Abstract

Background: Patient education regarding end-stage renal disease (ESRD) has the potential to reduce adverse outcomes and
increase the use of in-home renal replacement therapies.

Objective: Thisstudy aimed to investigate whether an online, easily scalable education program can improve patient knowledge
and facilitate decision making regarding renal replacement therapy options.

Methods: We developed a4-week online, digital educational program that included written information, short videos, and social
networking features. Topics included kidney transplant, conservative management, peritoneal dialysis, in-home hemodialysis,
and in-center hemodialysis. We recruited patients with advanced chronic kidney disease (stage 1V and V) to enroll in the online
program, and we evaluated the feasibility and potential impact of the digital program by conducting pre- and postintervention
surveysin areas of knowledge, self-efficacy, and choice of ESRD care.

Results. Of the 98 individuals found to be eligible for the study, 28 enrolled and signed the consent form and 25 completed the
study. The average age of participants was 65 (SD 15) years, and the average estimated glomerular filtration rate was 21 (SD 6)
ml/min/1.73 m?. Before the intervention, 32% of patients (8/25) were unable to make an ESRD treatment choice; after the
intervention, all 25 participants made a choice. The proportion of persons who selected kidney transplant as the first choice
increased from 48% (12/25) at intake to 84% (21/25) after program completion (P=.01). Among modality options, peritoneal
dialysis increased as the first choice for 4/25 (16%) patients at intake to 13/25 (52%) after program completion (P=.004). We
also observed significant increases in knowledge score (from 65 [SD 56] to 83 [SD 14]; P<.001) and self-efficacy score (from
3.7[SD 0.7] to 4.3 [SD 0.5]; P<.001).

Conclusions: Implementation of adigital ESRD education program is feasible and may facilitate patients’ decisions about renal
replacement therapies. Larger studies are necessary to understand whether the program affects clinical outcomes.

Trial Registration: Clinical Trials.gov NCT02976220; https://clinicaltrials.gov/ct2/show/NCT02976220

(IMIR Form Res 2019;3(1):€12528) doi:10.2196/12528

KEYWORDS
chronic kidney disease; end-stage renal disease; online socia networking; patient education; renal dialysis

or in-home renal replacement therapies as well as nondialysis
treatment options including kidney transplant or conservative

Animportant part of carefor patientswith moderateto advanced Management with no dialysis. Unfortunately, rather than
chronic kidney disease (CKD) is education about treatment Pl@nning ahead for ESRD, up to 50% of patients have emergent

options for end-stage renal disease (ESRD) including in-center  Starts or undergo unplanned, urgent starts to dialysis [1,2].
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Circumstances associ ated with such unplanned or crashinitiation
of dialysis, such as hyperkalemia, and the higher infection rates
associated with hemodialysis catheters place patients at high
risk for frequent hospitalizations and death [3] and impose a
high cost on the medical system [1,4]. Furthermore, of the
500,000 patientswho have ESRD and receivedialysis, lessthan
10% utilizein-home diaysistherapies such asperitoneal dialysis
or home hemodialysis [5]. Surveys of patients with ESRD on
hemodialysissuggest that low patient awarenessmay beabarrier
to choosing self-care in-home dialysis (such as peritoneal or
home hemodialysis) compared with in-center dialysis[6].

Studies have shown that predialysis education may increasethe
likelihood of patients undergoing planned, elective dialysis
starts [7]. Predialysis educational programs have been shown
toincrease the likelihood that patients choose self-care dialysis
or in-home dialysis rather than in-center dialysis[8], and they
have been shown to increase the likelihood of patients choosing
peritoneal dialysis rather than hemodialysis[9-11]. Successful
programs have included one-on-one contact with a clinician
educator [10]; patient group sessions to allow for discussion
[8]; and multidisciplinary education involving an integrated
team of doctors, nurses, and social workers [12]. These
approaches to dialysis education are effective but may not be
accessibleto abroad spectrum of CKD patients because of cost
and geographic restrictions. Digital technology hasthe potential
to integrate these diverse educational approaches, facilitate
communication between patients and clinicians in one-on-one
or group forums, and afford better scalability to generate
educational programs for alarger range of CKD patients.

We conducted a feasibility and preliminary efficacy study of
the Modality Decision Program, a digital online educational
program designed by specialty kidney care provider, Cricket
Health, to prepare patients with advanced CKD for choosing a
plan of care in the event that they reach ESRD [13]. We
hypothesized that the program would have high usability and
feasibility as well as high rates of program engagement. We
also hypothesized that patients would have increased knowledge,
self-efficacy, and confidence in choosing atreatment plan after
completing the program and that the proportion of patients
choosing in-home dialysis modalities would be higher after
completion of the educational program.

Methods

Recruitment

Study participants were recruited in person, by mail, and by
physician referral from the University of California, San
Francisco (UCSF) Nephrology and Hypertension Clinic and
the San Francisco Veterans Affairs Medical Center (SFVAMC)
Rena Clinic. Patients at these clinics were first screened for
eligibility using electronic health records and then mailed a
letter explaining the study and providing contact information
of the study coordinator. Screening of the medical record was
primarily done manually by the study coordinator inthe research
team; additional effortsto enroll patientswere made by enlisting
the Clinical Research Services at UCSF to send out letters via
their Recruitment Service. Two weeks after the recruitment
letter was sent, the study coordinator called to inquire if they
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would like to join the study and to further evaluate eligibility.
Participants were offered US $300 for completing the 2-month
study. Flyers were also posted at UCSF and SFVAMC for
eligible patients to contact the study team.

The study coordinator screened medical records, and the
principal investigator confirmed the patient’s eligibility for the
study based on the inclusion and exclusion criteria. Eligibility
criteriaincluded an estimated glomerular filtration rate (eGFR)

<30 mi/min/1.73 m? in the 6 months before enrollment,
attendance at therenal clinic at least twice within the 18 months
before enrollment, and documented discussion between patient
and nephrologist about the potential need for dialysis in the
future. Any 1 of the following resulted in exclusion: currently

on dialysis, eGFR =10 ml/min/1.73 m? over the past 6 months,
age greater than 90 years, homelessness, inability to speak
English, lack of phone or computer or internet access, lack of
email access, dementia, severe cognitiveimpairment, blindness,
deafness, or more than 2 hospitalizations during the last 6
months. All participants gave written informed consent. All
procedureswerein accordance with the Declaration of Helsinki
(World Medical Association Declaration of Helsinki, 2000).
The study was approved by the UCSF Human Research
Protection Program Institutional Review Board (IRB study
#16-19626), including waivers of written consent and Health
Insurance Portability and Accountability Act authorization, and
was registered on Clinical Trials.gov (NCT02976220).

The Modality Decision Program

The main objectives of the educational program were to (1)
increase patient knowledge of ESRD treatment options, (2) help
patientsto prioritize options based on their lifestyle and val ues,
and (3) build patients’ confidencein their treatment choice. The
program design was informed by prior successful education
programs|[8]. The program was supplied asaresponsive website
accessible through a smartphone, tablet, or computer. Online
digital content included 9 videos, consisting of one-on-one
interviewswith patientswith ESRD; each patient describes how
ESRD has affected his or her life and family and what factors
influenced his or her choice of care for ESRD. The digital
content also included answersto 129 frequently asked questions
(FAQs), direct messaging, and individualized advice viaonline
video from the study nurse, peer mentors (patients with ESRD
who could sharetheir experiences about treatment options), and
amoderated patient discussion group. Samples of FAQs, nurse
chat, and discussion board are shown in Multimedia Appendix
1

Following the intake visit, participants were asked to engage
with the educational program over a period of 4 weeks. During
the 4 weeks, the study nurse followed up with the patient via
messaging on the website and the participant had the opportunity
to read educational materials and interact with the nurse and
peer mentor group. For aparticipant to be considered adequately
engaged with the program, the participant had to send at least
one message to the nurse, mentors, or discussion board and also
view at least one video or FAQ. These metrics of engagement
weremonitored by Cricket Health, and if a patient’s engagement
was |ess than adequate on the online study platform during the
2 weeks following the intake visit, the study coordinator
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reminded the patient to engage with the platform. Program
completion was marked by the end of the 4-week period or by
the achievement of adequate engagement when not achieved
by the end of the 4-week period. Upon completion of the
educational program, participants discussed their preferred
treatment option with the study nurse and addressed any
remaining questions or open topics. On the basis of these
discussions, the study nurse compiled an insights report
summarizing the education the patient had received and any
major concerns the patient expressed about their plan of care.
After completion of the program, an insights report was sent to
the patient and, if requested, their nephrologist.

Study Visits

Each participant attended 3 study visits over a period of 2
months at the UCSF Nephrology and Hypertension Clinic. At
the first study visit, the study coordinator conducted intake
interviews, administered baseline surveys, took a medical
history, verified eligibility, and obtained written informed
consent. Participantswereinformed that compl etion of the study
would require 8-14 hours over 2 months (2 hours for visit 1,
4-10 hours of engagement with the online program over 1
month, 1 hour for visit 2, and 1 hour for visit 3). The coordinator
helped the participants log on to the website and gave them a
tour of the program. The study nurse was present via online
video during the intake visit. After participants completed the
4-week education program, they returned for a second study
visit during which they repeated the survey administered at
baseline. Participants attended a third study visit 1 month after
completion of the intervention and were administered the same
survey to evaluate whether the educational program had a
durable effect. The third study visit occurred 1 month after the
second (2 months after intake). During both the second and the
third visits, participants were given the opportunity to provide
qualitative feedback on the program.

Survey Instruments

The study survey was devel oped specifically for thispilot study
according to the educational content of the instructional
materials. Cricket Health gave the research team access to the
online subject matter so that we could ensure our surveys
covered topics included in the educational program. We
conducted a literature review of relevant surveys for patients
with CKD to assess the content, vocabulary, and complexity of
such surveys. CKD knowledge was assessed by 18
multiple-choice questions about knowledge of dialysis and
treatment options modeled on those found in the Kidney
Knowledge Survey [14], the ESRD Questionnaire[15], and the
Chronic Hemodialysis Knowledge Survey [16]. Confidencein
treatment choice was assessed by the Likert scale with the
statement “| feel ready to choose atreatment option that would
bebest for meif | experiencekidney failure” CKD self-efficacy
was assessed by 5 Likert items, including 1 from the CKD-Self
Efficacy Survey (“I can actively share my experience of
managing CKD with other patients’) [17] and 4 centered on
self-care dialysis. A final question assessed the patient’s
preferred treatment option should they reach ESRD based on a
ranking of 5 choices. The survey aso included 5 questions
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assessing patient satisfaction with the program. The complete
patient survey is shown in Multimedia Appendix 2.

We contacted each patient’s nephrol ogist to inform them of the
patient’s participation in the study and obtained consent from
each nephrologist to contact him or her after the patient
completed the study. To evaluate provider perspectives on the
usefulness of the educational program for their patients
individual care, we surveyed study participants’ nephrologists
after each patient completed thefinal visit. The survey included
5 questions assessing whether the program helped the patient
and the physician preparefor ESRD care (M ultimedia Appendix
3).

Statistical Design and Analysis

Initial analyses described the multistep enrollment into the studly.
For participants who completed the study, we describe
engagement with the 4-week educational intervention program
and demographic and clinical characteristicsat baseline. Inthis
single-group, pretest-posttest study design, patients served as
their own control. On the basis of the results of a previous
pretest-posttest study of a self-management education program
among patientswith CK D that eval uated changesin self-efficacy
using a survey totaling 250 points [18], we calculated that a
minimum sample size of 26 patients was needed to detect a
change of 15 points on such a survey using a 2-tailed test and
alphalevel of .05.

We designed this study to include 2 posttest surveys to allow
the primary evaluation of program effectsimmediately following
program completion as well as a secondary evaluation of the
durability of the effects of the educational intervention 4 weeks
after program completion. Each participant’s CKD knowledge
was scored as the percentage of answers correct out of the 18
CKD knowledge questions from the survey. Confidence in
treatment choice and CKD self-efficacy were measured by
participants' responses on individual items according to a
5-point Likert scale. Additionaly, scores from all 5 CKD
self-efficacy questions were averaged to calculate an overall
CKD sdlf-efficacy score. In the main analyses, differences in
scores on the survey compl eted before participating in theonline
program and after 4 weeks of participating in the program were
evaluated by the Wilcoxon signed-rank test. For each measure,
we also calculated the number and percentage of patients who
improved their score. We described the number and percentage
of patients choosing a specific preferred treatment option pre-
and postintervention and used McNemar exact test to evaluate
differences.

Results

Study Enrollment

Overall, out of 2617 patients screened for eligibility, 156 were
potentially eligible after screening the medical chart. After
contacting these 156 patients, 98 were deemed eligible after the
phoneinterview. Among 98 eligible patients, 48 were interested
in the study and 39 scheduled an intake visit. Of these, 28
attended an intake visit and 25 completed the study (Figure 1).
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Figure 1. Recruitment and enroliment. A total of 2617 patients who had been seen at the University of California, San Francisco and San Francisco
Veterans Affairs Medical Center rena clinics were either sent letters to notify them of the study or screened via the electronic medical record for
eligibility. A total of 156 patients were potentially eligible based on initial screening; of these, we found 98 of those that responded to be eligible after
the phone interview. Moreover, 27 of these enrolled into the study and 25 compl eted the study.

Eligible based on electronic medical record: 156

l

Eligible after phone interview: 98

l

Attended intake: 28

!

Enrolled in study: 27

y

Completed study: 25

Baseline Characteristics

Characteristics of the 25 study participants who completed the
study are summarized in Table 1. The mean age of participants
was 65 years, 13 (13/25, 52%) were of non-white race, 17
(17/25, 68%) were male, and 13 (13/25, 52%) wereretired. The
average annual income among participants was US $45,000,
and 9 (9/25, 36%) had college degrees. Moreover, 7 (7/25, 28%)
had received dialysisin the past and 12 (12/25, 48%) reported
having received education on ESRD treatment options before
the study. A total of 20 (20/25, 80%) patients had been in the
care of anephrologist for over ayear.

Program Engagement

According to metrics collected by Cricket Health, each patient
engaged with the program for amedian of 5 (interquartile range:
2-6) hours over a mean of 32 (SD 14) days. Most participants
used their own devices, athough 3 participants (3/25, 12%)
accessed the program using a shared or public computer. All
participants viewed at least one FAQ, 24 (24/25, 96%) watched
at least one video, and 21 (21/25, 88%) chatted with a nurse.
Four participants needed more than 4 weeks to demonstrate
adequate engagement with the online program and make a
modality decision on the month 1 survey. Further details about
patient engagement with the videos, FAQs, and discussion are
summarized in Table 2.

Preferred Treatment Option

At intake to the study, 32% (8/25) of the participants were
unable to make achoicein the treatment plan; after completing
the program, 100% (25/25) of the participants made a choice.
The most commonly preferred treatment choice was kidney
transplant, and the proportion of patients choosing this option
increased from 12 (12/25, 48%) at intake to 21 (21/25, 84%)
after program completion (P=.01). In a post hoc analysis, we

http://formative.,jmir.org/2019/1/e12528/

determined patients’ preferred treatment choice in the case that
a kidney transplant was not available or feasible (eg, with that
answer option excluded). At intake, 4 (4/25, 16%) participants
chose peritoneal dialysis if transplant was not available,
compared with 13 (13/25, 52%) participants after program
completion (P=.004). At intake, 2 (2/25, 8%) participants chose
in-home hemodialysisif transplant was not available, compared
with 4 (4/25, 16%) participants after program completion
(P=.50). These proportions remained similar after program
completion and 4 weeks later at the month 2 survey (Tables 3
and 4).

Knowledge, Confidence, and Self-Efficacy

Mean scores for CKD knowledge and confidence in treatment
choiceimproved significantly between surveysat intake of each
study participant and program completion (P values<.03). The
mean (SD) of all individual self-efficacy scores also increased
significantly after the intervention, from 3.2 (1.4) to 4.1 (1.0;
P<.001). Self-efficacy scores on 3 of the 5 individual Likert
items improved, specificaly: “My treatment would be just as
good if | was responsible for my dialysis” “I understand
self-care dialysis” and “I understand in-center dialysis’ (P
values <.005). In contrast, there was no statistically significant
difference between intake and postintervention scores on the
following statements: “| can actively share my experience of
managing CKD with other patients” and “I could learn how to
dosdf-carediaysis’ (P values>.06). Furthermore, most patients
improved their scores between surveys performed at intake for
each participant and program completion: 19 (19/25, 76%) on
CKD knowledge, 15 (15/25, 60%) on confidence in treatment
choice, and 20 (20/25, 80%) on overall CKD self-efficacy.
Month 2 scores on assessments of CKD knowledge, confidence
intreatment choice, and self-efficacy were similar to those from
immediately after program completion (Table 5).
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Characteristic Statistics?
Age (years), mean (SD) 65 (15)
Female, n (%) 8(32)
Latino, n (%) 2(8)
Race, n (%)
Black 5(20)
White 12 (48)
Other 8(32)
Employment status, n (%)
Employed full- or part-time 6(23)
Retired 13(52)
Unemployed 3(12)
Disability, n (%) 2(8)
Annual income US $, n (%)
<25,000 9(36)
25,000-49,999 4(16)
50,000-99,999 4 (16)
>100,000 6(24)
Highest level of education, n (%)
High school diploma or general education diploma 4 (16)
Associate's degree 1(4)
Bachelor’s degree 9(36)
Master's degree 4(16)
Doctorate 3(12)
Uses the internet on shared or public computer, n (%) 3(12)
Diabetes, n (%) 17 (68)
Prior or current tobacco use, n (%) 14 (56)
Time since CKDP di agnosis (years), median (IQR®) 10 (4-23)
Estimated glomerular filtration rate (ml/min/1.73 m2), mean (SD) 21(6)
CKD causg, n (%)
Glomerulonephritis 5(20)
Diabetes 4(16)
Hypertension 3(12)
Medication adverse effect 2(8)
Vasculitis 1(4)
Polycystic kidney disease 1(4)
Unknown 9(36)
History of dialysis, n (%)
Peritoneal dialysis 1(4)
Hemodiaysis 6 (24)
Vascular access, n (%) 3(12)
Evaluated for transplant, n (%) 13 (52)

http://formative.,jmir.org/2019/1/e12528/

RenderX

JMIR Form Res 2019 | vol. 3| iss. 1 |e12528 | p.82
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

Dubin & Rubinsky

Characteristic Statistics?
Active on transplant list, n (%) 7(28)
“How long have you been seeing your current nephrologist?” n (%)

5-8 months 2(8)

9-12 months 3(12)

>12 months 20 (80)

“| have received education about treatment optionsfor chronic kidney disease prior to participating in thisstudy,” n (%)
Agree or strongly agree 12 (48)
Neutral or unsure 7 (28)
Disagree or strongly disagree 6(24)

8Categorical data are shown as n (%); continuous data are summarized as mean (SD) or median (IQR). All data were collected via self-report.

bCKD: chronic kidney disease.
%IQR: interquartile range.

Table 2. Participation and engagement during the 4-week educationa program (N=25).

Measure Statistics?
General
Days required to complete program, mean (SD) 32(14)
Hours active on program, median (IQR”) 5(2-6)
Videos
Viewed at |east one video, n (%) 24 (96)
Number of unique videos viewed (out of 9), median (IQR) 8 (5-9)
Total number of video views), median (IQR) 10(8-21)
Freguently asked questions
Viewed at least one frequently asked question, n (%) 25 (100)
Number of unique frequently asked questions viewed (out of 129), median (IQR) 24 (10-98)
Total number of frequently asked question views, median (IQR) 32 (15-118)
Chat communication
Number of messages sent to nurse, mentors, or discussion board, median (IQR) 11 (4-19)
Number of conversations viewed on discussion board, median (IQR) 27 (13-47)
Chatted with nurse, n (%) 21 (84)
Chatted with mentor, n (%) 6 (24)
Chatted with group, n (%) 11 (44)

8Categorical data are shown as n (%); continuous data are summarized as mean (SD) or median (IQR). Data were collected by Cricket Health.
bIQR: interquartile range.
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Table 3. Preferred treatment modality choice, if transplant is afeasible choice.
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Treatment choice n (%)@
Intake survey (N=25)
Kidney transplant 12 (48)
Conservative management 2(8)
Peritoneal dialysis 1(4)
Home hemodialysis 1(4
In-center hemodialysis 1(4)
None/unsure 8(32)
Month 1 survey (N=25)
Kidney transplant 21 (84)b
Conservative management 2(8)
Peritoneal dialysis 1(4)
Home hemodialysis 1(4)
In-center hemodialysis 0(0)
None/unsure 0(0)
Month 2 survey (N=24)
Kidney transplant 19 (79)
Conservative management 2(8)
Peritoneal dialysis 1(4)
Home hemodialysis 2(8)
In-center hemodialysis 0(0)
None/unsure 0(0)

8Categorical data are shown as n (%). Data obtained from surveys conducted at intake of each study participant, after 4 weeks of engagement and
completion of the Modality Decision Program, and then 4 weeks after completing the Modality Decision Program.

bp value for tested differencesin proportions between initial and month 1 survey, using McNemar exact test was .01.
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Table 4. Preferred treatment modality choice, if transplant is not a feasible choice.
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Treatment choice with transplant option removed n (%)@
Intake survey (N=25)
[removed: Kidney transplant] ° —°
Conservative management 6 (24)
Peritoneal dialysis 4(16)
Home hemodialysis 2(8)
In-center hemodialysis 5(20)
None/unsure 8(32)
Month 1 survey (N=25)
[removed: Kidney transplant] —
Conservative management 6 (24)
Peritoneal dialysis 13 (52)d
Home hemodialysis 4(16)°
In-center hemodialysis 2(8)
None/unsure 0(0)
Month 2 survey (N=24)
[removed: Kidney transplant] —
Conservative management 3(13)
Peritoneal dialysis 12 (50)
Home hemodialysis 6 (25)
In-center hemodialysis 3(13)
None/unsure 0(0)

8Categorical data are shown as n (%). Data obtained from surveys conducted at intake of each study participant, after 4 weeks of engagement and
completion of the Modality Decision Program, and then 4 weeks after completing the Modality Decision Program.

Bina post hoc analysis, we determined patients’ preferred treatment choice in the case that a kidney transplant was not available or feasible (eg, with

that answer option excluded).
®Not applicable.

dp value for tested differencesin proportions between initial and month 1 survey, using McNemar exact test was .004.

P value for tested differencesin proportions between initial and month 1 survey, using McNemar exact test was .50.
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Table 5. Chronic kidney disease knowledge, confidence, and self-efficacy.

Measure Statistics? P value®
CKD®knowledge (% correct from 18 CK D knowledge questions) <.001
Initial survey, mean (SD) 65 (56)
Month 1 survey (main effect), mean (SD) 83 (14)
Month 2 survey (durability), mean (SD) 86 (11)
Patients who improved after program, n (%) 19 (76)

Confidencein treatment choice (Likert scale 1-5): “I feel ready to choose a treatment option that would be best for meif | ex- .03
perience kidney failure’

Initial survey, mean (SD) 3214

Month 1 survey, mean (SD) 41 (1.0

Month 2 survey, mean (SD) 4.3(0.7)

Patients who improved after program, n (%) 15 (60)

CKD sdf-efficacy (Likert scale 1-5)

Average CKD self-efficacy score <.001
Initial survey, mean (SD) 3.7(0.7)
Month 1 survey, mean (SD) 4.3(0.5)
Month 2 survey, mean (SD) 4.3(0.6)
Patients who improved after program, n (%) 20 (80)

“| can actively share my experience of managing CKD with other patients” d 12
Initial survey, mean (SD) 4.1 (0.6)
Month 1 survey, mean (SD) 4.2 (0.6)
Month 2 survey, mean (SD) 4.1(0.9)
Patients who improved after program, n (%) 5(20)

“My treatment would bejust asgood if | wasresponsible for my dialysis” .002
Initial survey, mean (SD) 3.6(0.8)
Month 1 survey, mean (SD) 4.3(0.6)
Month 2 survey, mean (SD) 4.3(0.6)
Patients who improved after program, n (%) 14 (56)

“I could learn how to do self-care dialysis.” .06
Initial survey, mean (SD) 4.2 (0.6)
Month 1 survey, mean (SD) 4.4(0.7)
Month 2 survey, mean (SD) 45(0.5)
Patients who improved after program, n (%) 6 (24)

“I understand self-care dialysis.” <.001
Initial survey, mean (SD) 31(1.2
Month 1 survey, mean (SD) 4.2(0.8)
Month 2 survey, mean (SD) 4.2 (0.6)
Patients who improved after program, n (%) 16 (64)

“| understand in-center dialysis.” .005
Initial survey, mean (SD) 34(1.3)
Month 1 survey, mean (SD) 4.2 (0.6)
Month 2 survey, mean (SD) 4.2(0.7)
Patients who improved after program, n (%) 12 (48)
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8Categorical data are shown as n (%); continuous data (scores) are summarized as mean (SD). Data obtained from surveys.
bp value calculated by Wilcoxon signed-rank test for the difference between initial values and values at month 1 study visit.

SCKD: chronic kidney disease.

dSelf-efficacy statement drawn from CKD Self-Efficacy instrument developed by Lin et al [17].

Patient and Physician Satisfaction

Overdll, both patients and physicians were satisfied with the
educational program. All patients responded with a score of >4
(out of 5) that they would recommend the program to a friend
or family member, that the program was valuable in making a
treatment choice, and that the website was easy to use. Among
22 nephrologists of program participants, 21 (21/25, 95%)
indicated that the program helped their patients prepare for
ESRD care, 18 (18/25, 82%) indicated that the program hel ped
the patient choose a care plan for ESRD, and 21 (21/25, 95%)
indicated that the program hel ped the physician learn about the
patient’s lifestyle and care preferences and also made it easier
for the physician to care for the patient. Only 1 (1/25, 5%)
indicated that the program could beimproved by including more
information on management.

Discussion

In this study, we found that delivering digitally enabled ESRD
education to patients in clinical care is feasible using the
Modality Decision Program developed by Cricket Health.
Patients demonstrated a high level of engagement, and they
were able to complete the program and make a choice in the
plan of ESRD care. Kidney transplant was the most common
first choicefor ESRD care. Among choicesfor dialysismodality,
we observed that patients were more likely to choose self-care,
in-home dialysis options (particularly peritonea dialysis) after
completing the education program. The Cricket Health program
increased patients knowledge of ESRD treatment options as
well astheir self-efficacy regarding self-care, in-home dialysis
modalities.

The importance of predialysis patient education is well
established [19]. Prior research has shown that educational
interventions in predialysis patients may delay the need for
dialysis[20], encourage patientsto agreeto early vascular access
for hemodialysis[21], and even havelong-term survival benefits
[22]. Manns et a conducted a randomized controlled study of
an educational program that included written materials, avideo,
and small group sessions and found that it improved awareness
and preference for in-home, self-care dialysis [8]; additional
programs centered around in-person education have been shown
toincreasethelikelihood of patients choosing peritoneal dialysis
rather than hemodialysis [9-11]. Such in-person programs are
labor- and personnel-intensive and may not easily be scaled up
to reach alarger number of patients. Online mediais arapidly
expanding topic of research for self-management of patients
with a number of chronic diseases, including CKD [23-25].
Several internet-based self-management programs have been
developed for patients with ESRD [26-28]. Few internet-based
educational programsfor CKD have been tested for the specific
purpose of educating patients with predialysis CKD on options
of carefor ESRD.

http://formative.,jmir.org/2019/1/e12528/

The Modality Decision Program developed by Cricket Health
builds on these prior educational programs and also addresses
the need for education that can be digitally distributed to awider
audience of CKD patients. The online, digital format increases
accessihility, addresses individual lifestyles and preferences,
and allows the patient to learn about modality options at his or
her own pace. Throughout the educational materials, patients
are encouraged to choose atreatment option that fitsinto his or
her own lifestyle. Thisindividualized approach likely contributes
to the success we observed in improving patients knowledge
of ESRD, willingness to choose peritoneal dialysis when
transplant is not an option, and to enhance patients' confidence
and self-efficacy regarding treatment choice.

In addition to the quantifiabl e effects on patient knowledge and
treatment choice, the Modality Decision Program may have an
emotional impact. The educational program incorporates
emotional support for patients by integrating peer mentorswho
already have ESRD and facilitating one-on-one communication
with the study nurse. During the program, these sources of
emotional support are available through email and chat, which
islikely to be more convenient and accessi ble than conventional
in-person support groups. As other researchers have noted, a
patient’s effort to learn about CKD can be undermined by
uncertainty and fear [14]. Although most patients’ confidence
and self-efficacy improved after the program, multiple patients
commented on an emotional response to it, and 1 study
participant interrupted his participation in the program because
of the emotional burden imposed by learning about CKD. Prior
researchers have recognized the therapeutic potential of
patient-centered educational programs that emphasize support
and community, discuss the emotional aspects of CKD, and
teach coping skills [29]. Subsequent programs developed by
Cricket Health aim to give patients additional emotional support
as they learn about CKD and ESRD. For example, the current
Wellness Management Program developed by Cricket Health
integrates a social worker into the educational team for further
emotional support.

Patients with kidney disease often have other comorbiditiesthat
complicatetheir plan of care. Educational programs should take
into account the complex medical condition of many CKD
patients and provide educational content addressing the
intersections of comorbid diseases, such as diabetes and CKD.
Subsequent programs devel oped by Cricket Health havefocused
on disease-specific aspects of CKD management, including
blood pressure management, congestive heart failure, diet, and
nutrition.

Enrolling patients with CKD into clinical trialsis challenging.
Reasons for low enrollment of CKD patientsinto clinical trials
may include their high comorbidity burden, necessitating
frequent doctor visits or hospitalizations that make the patient
unable to attend study visits, and their high rates of disability
[30]. We observed that out of over 2000 screened patients, 98
were eligible for the study after the phone interview. About
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50% (49/98) of eligible patients wereinterested and about 50%
(49/98) of these interested participants enrolled in and completed
the study. Thislow response and participation rateis consistent
with prior literature; taking this into consideration, if further
studies are planned to evaluate this or other educational
programs for patients with advanced CKD, they would likely
have to be multicenter to enroll more patients.

This study has several limitations. The patient survey we
developed to evaluate changes in patient knowledge and
self-efficacy used items from validated surveys but was not
validated in our population. The study design involved asingle
group of patients, and the results might be less conclusive than
if it were structured as a randomized controlled trial.
Specifically, it is possible that the observed improvement may
have occurred for reasons unrelated to the program, athough
there are no other known potential sources of improvement.
Our geographical focusin the San Francisco Bay Area and the
requirement that participants be screened for eligibility by phone
may have selected a higher proportion of affluent, tech-savvy
participants that might not be representative of the broader US
population. However, our sample of participants was racially
diverse and represented a relatively broad socioeconomic
spectrum. One of our inclusion criteriawasthat the patient must
have had a documented discussion of dialysis with his or her
nephrologist during a clinic visit. We felt it was important for

Dubin & Rubinsky

ethical reasons to make sure the patient was not informed for
the first time by the study team about the possible need of
dialysis in the future; however, these criteria did limit the
number of patients in the study and could result in a more
informed sample with greater knowledge of ESRD treatment
optionsthan the general US population of patientswith advanced
CKD. We also felt that excluding patients with more than 2
hospitalizations in the past year or no internet access would
help expedite timely completion of the study, but these criteria
did also limit generalizability as well as our sample size.

In conclusion, we have conducted a pretest-posttest study among
25 patientswith advanced CKD to evaluate the potential impact
of the Modality Decision Program devel oped by Cricket Health
for increasing patients CKD knowledge, self-efficacy, ability
to make a choice in ESRD treatment modality, and preference
for in-home therapies. After completing the Modality Decision
Program, patients had improved knowledge, confidence, and
self-efficacy; were able to make a choice of treatment modality
for ESRD; and were more likely to choose self-care, in-home
dialysis therapies as their preferred dialysis modality. In
summary, implementation of adigital ESRD education program
isfeasible and may be effectivein facilitating patients' decisions
about renal replacement therapies. Larger studies are necessary
to understand whether the program affects clinical outcomes.
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Abstract

Background: Use of novel information and communication technologies are frequently discussed as promising tools to prevent
and treat overweight and obesity in children and adol escents.

Objective: This survey aims to describe the preferences, motives, and needs of children and adolescents regarding nutrition
and digital games.

Methods: We conducted a survey in 6 secondary schools in the southern region of Germany using a 43-item questionnaire.
Questions referred to preferences, motives, and needs of children and adolescents regarding nutrition and digital games. In
addition, knowledge regarding nutrition was assessed with 4 questions. We collected self-reported sociodemographic and
anthropometric data. Descriptive statistical analyses were performed using SPSS.

Results: In total, 293 children and adolescents participated in the study, with ages 12-18 years (137 girls, 46.8%), weight
30.0-120.0 (mean 60.2 [SD 13.2]) kg, and height 1.4-2.0 (mean 1.7 [SD 0.1]) m. A total of 5.5% (16/290) correctly answered the
4 questions regarding nutrition knowledge. Study participants acquired digital nutritional information primarily from the internet
(166/291, 57.0%) and television (97/291, 33.3%), while school education (161/291, 55.3%) and parents or other adults (209/291,
71.8%) were the most relevant nondigital information sources. Most participants (242/283, 85.5%) reported that they regularly
play digital games. More than half (144/236, 61.0%) stated that they play digital games on adaily basis on their smartphones or
tablets, and almost 70% (151/282, 66.5%) reported playing digital games for <30 minutes without any interruption. One-half of
respondents (144/280, 51.4%) also stated that they were interested in receiving information about nutrition while playing digital
games.

Conclusions; This survey suggests that nutrition knowledge in children and adolescents might be deficient. Most children and
adolescents play digital games and express interest in acquiring nutritional information during digital gameplay. A digital game
with afocus on sound nutrition could be a potential educational tool for imparting nutrition knowledge and promoting healthier
nutrition behaviors in children and adolescents.

(JMIR Form Res 2019;3(1):€10284) doi:10.2196/10284
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Introduction

Overweight and Obesity in Children and Adolescents

Overweight and obesity are major public health concerns
worldwide [1]. In Germany, 15% of children and adolescents
aged 3-17 years are overweight, while 6.3% are obese [2]. The
number of children and adolescents with obesity, aged 5-19
years, has increased in most regions and countries from 1975
to 2016 [3]. The major cause of overweight and obesity is an
energy imbalance between caloric intake and energy
expenditure. An obesogenic environment, dominated by a
Western diet high in energy-dense foods, is linked to obesity
[1]. In addition, there is a growing trend toward a sedentary
lifestyle [1,4]. Overweight and obesity require effective
prevention and treatment strategies, especialy in children and
youths. At present, there is growing interest in exploring the
potential of new information and communication technologies
(ICTs), for example, mobile apps, for tackling the obesity
epidemic. These novel toolsarelow cost, ubiquitous, and almost
unlimitedly scalable. Studies have already demonstrated that
young people prefer health information through ICTs rather
than through printed materials[5,6].

Prevention and Treatment Strategies—Serious Games

A novel ICT approach is*“serious games,” which isaterm used
for digital games that are designed for educational and training
purposes [7]. Serious gaming is a promising method to convey
health-related information and promote change in health-rel ated
behaviors because of its exciting, enjoyable, and intrinsically
motivational nature [8-13]. Several studies have investigated
the effects of serious games on health-related outcomes like
nutrition knowledge, dietary behavior, physical activity, and
body mass index [14-20]. A randomized controlled trial
observed that 10-12-year-old children who played video games
significantly increased fruits and vegetable consumption
compared with the control group, who played serious gameson
websites [21]. A systematic review showed that most studies
achieved positive results using video games in the prevention
and treatment of obesity in children and adolescents. The authors
emphasized that video games provide an additional and
supporting element in preventing and treating obesity along
with the potential to increase treatment compliance and to
promote success [22]. The “Alien Health Game,” a nutrition
instruction game, increased short-term nutrition knowledge
among primary school children [13]. Owing to the high
acceptance and widespread usage of digital games, children and
adolescents seem to be a suitable target group for the serious
gaming approach. Nevertheless, exposure to el ectronic gameplay
may be associated with overweight and obesity because of its
potential to increase sedentary behavior and consumption of
energy-dense foods and beverages [23,24]. In addition, general
and especially excessive use of digital devices is associated
with negative effects such as school difficulties, sleep
disturbance, depression, and Attention-Deficit/Hyperactivity
Disorder [24-26]. Nowadays, serious and exergames are
developed to overcome the adverse effects of gameplay by
education combined with entertainment, known as
“edutainment” [11,27]. Serious games may enable health
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educators to integrate health education into already existing
game-based activities.

Aim

The objective of this survey was to gather information about
the preferences, motives, and needs of children and adolescents
regarding nutrition and digital games. Theresults of thissurvey

areintended to be used for the devel opment of a serious nutrition
gametailored to children and adolescents.

Methods

Design and Protocol

The Ethica Committee of the Faculty of Medicine at the
Technical University of Munich and the Rosenheim School
Board approved this survey, which was conducted in 6
secondary schools in the city and administrative district of
Rosenheim (Bavaria, Germany) between June 2016 and July
2017. We obtained written consent from parents or legal
guardians of each participant.

Recruitment and Procedure

The Rosenheim School Board invited 23 secondary schools to
participate in the survey. Children and adolescents were
recruited by school teachers. We conducted the survey under
standardized conditions according to adetailed survey protocol,
which was executed by the study team. Each participant received
a hard copy of the questionnaire. The study team read the
introduction aloud, after which participants completed the
questionnaire on their own. Children and adol escentswho were
not given parental permission to participate received anutrition
quiz. The maximum time for compl eting the questionnaire was
45 minutes, which corresponds to 1 classroom hour.

Questionnaire: Development and Design

An interdisciplinary team of nutritionists, economists,
sociologists, and computer scientists developed a target
group-specific questionnaire. The preliminary questionnaire
was pretested for ease-of -use and understandability by a subset
of 26 individualsaged 14-17 years. Thefinal questionnaire was
designed using EvaSys V7.0 (2101). Theintroduction included
information regarding the research project, data protection,
voluntary participation, and contained instructions for
completing the questionnaire. The main part consisted of
questions referring to 3 different subjects—nutrition (16
guestions), digital games (21 questions), and personal
characteristics (6 questions). The nutrition questions referred
to nutritional communication, behavior, and knowledge and
focused on preferences, motives, and needs. The areaon digital
games consisted of questions on preferences, motives, and needs
regarding gaming behavior in general and digital gaming
behavior in particular. To design atarget group-tailored serious
game, questions concerning the design of adigital game were
also asked. In addition, we obtained sociodemographic (age,
sex, and home environment) and self-reported anthropometric
data (weight and height). The mean value for weight and height
was calculated for participants who provided ranges for these
values. Theliterature indicatesthat self-reporting of weight and
height isan appropriate and reliable assessment method among
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adolescents and young adults compared with measured
anthropometric data [28,29]. To maintain the attention and
motivation of respondents, introductory questions were used.
In addition, the filter question “Do you play digital games
(smartphone, computer, console, apps)?’ was asked to ensure
that subsequent questions were answered only by participants
who actually play digital games. The majority of the questions
were closed and semiended with single or multiple-choice
answer options, however, the questionnaire also contained a
few open-ended questions. The questions were short,
unidimensional, and easy to understand. To avoid influencing
the response behavior, questions were designed to be neutral
and target group-specific. Furthermore, a“do not know” or “no
answer applies’ option was mostly provided to prevent incorrect
responses and remove pressure. Furthermore, questions were
formulated in away to avoid social desirability.

Statistical Analyses

Data were initially checked for integrity and plausibility.
Respondents with =8 unanswered or invalid questions were
excluded. Therefore, the number of respondents varied from
guestion to question. Furthermore, the statistical analysis was
focused on selected questions, which are directly associated
with the game development. In total, 21 questions were
considered for the underlying analysis (Multimedia Appendix
1). The descriptive data analysis (frequencies and percentages)
was performed using Microsoft Excel 2013 (Microsoft Corp)
and SPSS version 24 (IBM Corp).

Table 1. Participants' characteristics (N=293).

Holzmann et al

Results

Participants Characteristics

In total, 293 German-speaking children and adolescents (137
girls and 156 boys) from the 7th to 8th grade who were not
affected by writing disabilities participated in this study. Table
1 presents participants demographic and anthropometric
characteristics. Children and adolescents (137/293, 46.8% girls)
aged, onaverage, 14.7 (SD 1.2) years. Weight ranged 30.0-120.0
(mean 60.2 [SD 13.2]) kg, while height varied between 1.4 m
and 2.0 (mean 1.7 [SD 0.1]) m. Most respondents (278/293,
94.9%) reported that they live “at home.”

Digital and Nondigital Sources of Nutritional
Information

Table 2 shows sources of digital and nondigital nutritional
information that are currently used, as well as additionally
desired by respondents. More than one-half of the participants
(166/291, 57.0%) reported using the internet as a digital
information source. In total, 71.8% (209/291) participants
indicated obtaining nondigital nutritional information from
parents and adults in general. In contrast, most participants
wanted to receive additional nutritional information through
apps (49/274, 17.9%) and school education (108/274, 39.4%).
Fewer than 10% (23/291, 7.9%) of participants reported
currently using or wanting to use additionally (19/274, 6.9%)
digital games to familiarize themselves with nutrition
knowledge. Twice asmany boys (16/156, 10.3%) asgirls (7/137,
5.1%) used digital gamesfor nutritional information; however,
this gender-specific difference was not observed for any other
currently used information source.

Variable Participants, n (%) Participants, mean (SD) Minimum, maximum
Age (years)®

12-14 148 (50.5) N/AP N/A

15-17 134 (45.7) N/A N/A

18 11 (3.8) N/A N/A
Sex

Girls 137 (46.8) N/A N/A

Boys 156 (53.2) N/A N/A
Anthropometric data

Weight (kg) 276 (94.2) 60.2 (13.2) 30.0, 120.0

Height (m) 289 (98.6) 1.7(0.2) 14,20
Home environment

At home 278 (94.9) N/A N/A

Alone 2(0.7) N/A N/A

Other 13 (4.4) N/A N/A

Participants: mean 14.7 (SD 1.2); minimum 12, maximum 18.
BNI/A: not applicable.
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Table 2. Sources of nutritional information.

Holzmann et al

Nutritional information source® All, n (%) Girls, n (%) Boys, n (%)
Currently used”
Digital
Television 97 (33.3) 39 (28.7) 58 (37.4)
Internet 166 (57.0) 79 (58.1) 87 (56.1)
Social networks 78 (26.8) 42 (30.9) 36 (23.2)
Apps 33(11.3) 15 (10.9) 18 (11.5)
Digital games 23(7.9) 7(5.1) 16 (10.3)
Nondigital
School 161 (55.3) 76 (55.5) 85 (54.5)
Parents and adults 209 (71.8) 100 (73.0) 109 (69.9)
Friends 54 (18.6) 32(23.4) 22 (14.2)
Books & newspapers 74 (25.4) 44 (32.1) 30(19.2)
Other
Unconscious 51 (17.5) 19 (13.9) 32(20.5)
No answer applies 13 (4.5) 4(2.9) 9(5.8)
Additionally desired®
Digital
Television 45 (16.4) 19 (14.5) 26 (18.2)
Internet 46 (16.8) 22 (16.8) 24 (16.8)
Saocial networks 34 (12.4) 15(11.5) 19 (13.3)
Apps 49 (17.9) 29 (22.1) 20 (14.0)
Digital games 19(6.9) 10(7.6) 9(6.3)
Nondigital
School 108 (39.4) 43(32.8) 65 (45.5)
Parents & adults 46 (16.8) 23(17.6) 23(16.1)
Friends 17 (6.2) 12 (9.2) 5(3.5)
Books & newspapers 31(11.3) 22 (16.8) 9(6.3)
Other
Unconscious 29 (10.6) 15(11.5) 14 (9.8)
No answer applies 74 (27.0) 30(22.9) 44 (30.8)

M ultiple responses allowed.

BWhere are you informed about nutrition?/Where do you inform yourself about nutrition?; n (%)=291 (100).
“Where do you want to be additionally informed about nutrition?; n (%)=274 (100).

Knowledge About Nutrition

In total, 4 questions were asked to evaluate the participants
nutrition knowledge (Table 3). Less than one-fourth of
respondents (66/290, 22.8%) answered the question regarding
the daily recommended fruits and vegetable consumption
according to the German Nutrition Society (DGE) correctly.
The common response to the question “Do you know what a
food pyramid is?’ was “Yes' (260/293, 88.7%). Almost
three-fourths (210/291, 72.2%) of the survey population

http://formative.,jmir.org/2019/1/e10284/
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correctly indicated that fish should be eaten once or twice per
week. Intotal, 24.7% (72/291) participantsresponded incorrectly
regarding the calorie content of 100 g of sugar; almost one-half
of children and adolescents (145/291, 49.8%) replied with “I
don’t know.” Moreover, 10.3% (30/290) and 18.2% (53/291)
reported not knowing the correct answer regarding
recommendations of daily fruits and vegetable or fish
consumption. Overall, only 5.5% (16/290) of participants
correctly answered al 4 questions regarding nutrition
knowledge.
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Table 3. Nutrition knowledge in children and adolescents.
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Question? n (%) Correct answer Incorrect answer Answer “1 don’t know”
All, Girls, Boys, All, Girls, Boys, All, Girls, Boys,
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
How many por- 290 (100) 66(22.8) 31(23.1) 35(224) 194(66.9) 87(649) 107(68.6) 30(10.3) 16(119) 14(9.0)
tionsof fruitsand
vegetables should
be eaten (portion
= ahandful) each
day?
Do you know 293(100) 260(88.7) 129(94.2) 131(84.0) 33(113) 8(58) 25(16.00 nyAP N/A N/A
what afood pyra-
mid is?
How oftenshould 291 (100) 210(72.2) 101(73.7) 109(70.8) 28(9.6) 11(80) 17(11.0) 53(182) 25(183) 28(18.2)
fish be eaten each
week?
How many calo- 291(100) 74(254) 24(17.7) 50(323) 72(24.7) 34(250) 38(245) 145(49.8) 78(57.4) 67(43.2)

ries[kcal] arein
100g of sugar?

85ingle response allowed.
BN/A: not applicable.

Digital Gameplay: Preferences, M otives, and Needs

Multimedia Appendix 2 presents motives, behavior, and
preferences regarding digital games. More than 80% (242/283,
85.5%) of the survey population reported playing digital games.
Children and adolescents primarily play digital games if they
were in the mood (209/282, 74.1%) or if they are bored
(164/282, 58.2%), while 8.5% (24/282) reported happiness or
sadness (15/282, 5.3%) as motivatorsfor digital gameplay. More
boys than girls indicated playing digital games when they felt
like gaming or when they were happy. Children and adol escents
often play digital games if they were alone at home (117/282,
41.5%) or stay with friends (54/282, 19.2%), while boysreported
this behavior 2-3 times more often than girls. Playing time was
observed to be dependent on the digital device. While most
participants play digital games continuously for up to 30 minutes
on a smartphone or tablet (151/227, 66.5%), less than half
(57/209, 27.3%) play for up to 30 minutes on a personal
computer (PC) or console. Participants reported playing digital
games =1 hour on PC or consoles (116/209, 55.5%), which was
3times more often than those playing digital gamesfor the same
amount of time on smartphones or tablets (41/227, 18.1%).
Compared with female participants (6/79, 7.6%), male children
and adolescents were far more likely to play digital games for
>1 hour (47/130, 36.2%). A similar trend could be detected for
a gaming duration lasting 1 hour. The most common answer
regarding gaming frequency on any device was daily, with
differences observed between girls and boys. In addition to the
motives behind digital gameplay and the behavior itself, the
guestionnaire also asked about gaming preferences. More than
one-half of the survey population preferred that teammates in
a digital nutrition game are friends (191/286, 66.8%) or
individua swith similarities, such ashobbiesor eating behaviors
(203/286, 71.0%); however, some participants 7.4% (21/286)
favored playing without a team. Almost one-half of children
and adolescents reported enjoying digital gameplay with <5
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players (116/255, 45.5%), and 22.8% (58/255) of participants
liked playing alone. Close to one-half of participants (119/277,
43.0%) preferred an older or same-aged human as a game
character, while 19.1% (53/277) preferred a fantasy character.
Themain proportion of the survey population reported that they
prefer learning about nutrition through aquiz (157/287, 54.7%)
or by solving tasks (123/287, 42.9%). Some participants 12.9%
(37/287) did not want to learn anything in a digital nutrition
game, with boys about 3 times morelikely to report thisanswer
(29/151, 19.2%) than girls (8/136, 5.9%).

Discussion

Nutrition Knowledgein Children and Adolescents

This survey suggests that nutrition knowledge in children and
adolescents may be limited. Only 6% (16/290) correctly
answered the 4 questions regarding nutrition knowledge.
Moreover, one-fourth (66/290, 22.8%) of participants knew that
eating fruits and vegetables 5 times per day is recommended,
and nearly the same number (74/291, 25.4%) correctly answered
guestions about the calorie content of sugar. Thesefindings are
consistent with the results of a recent study by the German
Nutrition Society, which indicated that around 50% of German
adolescents are inadequately informed about the components
of ahesalthy diet [30]. The National Pupil Survey (2013) reveaed
that only one-half of children and adolescents aged 11-16 years
correctly answered a question regarding the recommendation
for daily fish intake [31]. This survey indicates that >70% of
participants knew that fish should be eaten once or twice per
week. As evidenced by the National Pupil Survey, 88% of
adolescents know that 5 portions of fruits and vegetables should
be eaten each day [31]. Epidemiological data have demonstrated
that knowledge about nutritional recommendations as well as
theintake of fruitsand vegetables hasto beimproved in German
adolescents. A German survey revealed that only 25%-29% of
girls and 16%-18% of boys met the fruits or vegetable intake
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recommendation [32]. It should be mentioned that this survey
provides no representative data of nutrition knowledge among
children and adolescents. Furthermore, it cannot be ruled out
that respondents affirmed the question without even having
knowledge of it. Hence, the 4 questions about nutrition
knowledge can only provide a small impression about
respondents’ nutrition knowledge. In addition, it is noteworthy
that many factors have animpact on children’sand adol escents’
nutrition knowledge. According to this survey, the majority of
children and adolescents (72%) consult their parents or adults
regarding nutrition. Wansink stated that a “home’s nutritional
gatekeeper isthe biggest food influence in the nutrition life” of
all family members[33]. Thefindings of Qian et al showed that
children with low parent education level tend to have a less
comprehensive nutrition knowledge than children from parents
who are more highly educated [34]. As the survey was only
conducted in secondary schools, it could be assumed that the
education level of parents might have been rather low. Further
literature indicates that nutritional education of parents can be
effective in improving children's diet [35,36]. A recent
systematic review of parent-targeted, in-home interventions
resulted in asmall but significant increasein fruits consumption
in children [35]. These facts need to be considered, as nearly
95% of children and adolescents in this survey lived at home.
Findings regarding the effectiveness of nutritional education
programs on dietary knowledge and food behaviors are
controversial [37]. A study showed that students aged 14-19
years significantly improved their nutrition knowledge after
attending a nutritional course at school [38]. A 5-day physical
activity and nutritional intervention program in children with
overweight and obesity resulted in higher rates of physical
activity, aswell asin areduction of consumed sugar and sweets
[39]. Moreover, reviews demonstrated that nutritional education
could be effective in improving healthy eating behaviors [40];
in contrast, a cross-sectional survey revealed that the
“knowledge of healthy foods does not transl ate to healthy snack
consumption” [41]. By improving nutrition knowledge and
health attitudes children and adol escents may devel op ahealthier
lifestyle and, thus, would be at lower risk of becoming
overweight or obese [38].

Implications for Game Design

This study shows that more than one-half of children and
adolescentswould like to receive nutritional information through
digital games. The majority stated that they would liketo learn
about nutrition in adigital game by playing a quiz (55%) or by
solving tasks (43%). Therefore, different types of quizzes should
be considered in the development of a nutrition game [42]. A
recent study in children investigated the déelivery of nutritional
information through a gaming app and demonstrated that
learning of nutritional information wasimproved with repeated
exposure [43]. To convey knowledge effectively through a
game, different elements should be considered in the game
design [42]. Many participants (43%) reported preferring a
fantasy character asagame character. Thesefindingsaresimilar
to theresults of asurvey about serious games conducted among
465 Asian pharmacy students; most participants (60%) preferred
a fantasy, medieval, and mythical setting, while 41% wanted
an adventure storyline [44]. For example, the “Move2Play”
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game contains an avatar which can be personalized by users. A
small study showed that adol escents enjoyed customizing their
avatar [45]. It is also worth mentioning that children and
adolescentsin this survey preferred playing digital games with
friends (191/286, 66.8%) and only one-fifth of participants
(58/255, 22.8%) played digital games by themselves. The
literature confirms that digital gaming has agreat social value.
In a survey on video gameplay among 1254 US 7th- and
8th-grade students, only 18% of male and 12% of femae
children and adolescents indicated that they always play alone
[46]. In addition, digital gaming as a socia activity was
confirmed in a focus group of 42 male adolescents [46].
Considering these findings, players should be given an
opportunity to create social groupsin agame [42]. Furthermore,
social components, such as chat interaction, group profiles, and
social games or challenges, should be implemented [42].

Digital Gameplay—Preferences, Matives, and Needs

This survey data show that >85% of children and adolescents
play digital games. According to the survey by Olson et a, only
6% of children and adolescents did not play any digital games
in the 6 months prior to the survey [46]; these results confirm
that children and adolescents are frequent users of digital devices
[47]. Adolescents aged 15-18 years spend on average 22 minutes
per day on video gaming on cell phones, and 31 minutes per
day on consoles [47]. Furthermore, a German survey showed
that two-thirds of participantsaged 12-19 years (n=1200) played
digital games (smartphone, PC [offling], console, online, and
tablet) regularly (daily or several times a week), whereas only
8% never played digital games [48]. Regarding the frequency
of digital gameplay, these results are similar to the current
findings. Almost two-thirds of participants specified playing
digital games daily or weekly on smartphones or tablets, and
more than two-thirds played on a PC or console. The use of
educational games as a viable teaching strategy can promote
enjoyment and, therefore, may enhance the retention of
information in the long-term [12]. In contrast, excessive use of
digital games can generate negative health effects in children
and adolescents[23]. Consequently, thereis an ongoing debate
as to whether electronic gameplay is a “health hazard” or a
“health promoter” [49]. The question of why young people play
digital games is also addressed in this survey. Most children
and adol escents have an emotionally induced digital gameplay
experience and primarily replied to the question “When do you
often play digital games?’ with “pleasure” and “boredom.”
Olson et a showed that 45% of male and 29% of femae
participants said that they played to “To get my anger out,”
while 25% of boys and 11% of girls selected the answer “ cope
with anger” [46,50]. Negative emotions, such as “sadness,’
wereonly reported by around 5% of young peoplein thissurvey,
whereas the answer option “anger” was not present within this
guestionnaire. The fact that most young people play digital
games when they are in a positive mood could be exploited to
transfer knowledge playfully and entertainingly through digital
games.

Serious Games—Serious Design

Although there are a growing market supply and demand for
health-related games, little is known about game design aspects
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and preferences, motives, and needs of children and adolescents
regarding digital nutrition games [51]. It is important to
emphasize that qualitative research (eg, interviews) prior to
game design is critical [52]. Consideration of the “needs,
interests, perspectives, and preferences’ of the target group in
the development of health games may result in better targeted
games [52]. Furthermore, collaborations with health
professionals from an early design stage are necessary, both to
ensure that the content is accurate and to have the game
validated from a clinical viewpoint. The target group needs to
beinvolved, especially toimprovethe usability. It iswell known
that health promotion and disease prevention programs suffer
from poor adherence and compliance by participants, often
because they are designed without addressing the target group
[14,53]. This also applies to the field of health games. In their
recently published review, Lu and Kharrazi examined almost
2000 health-related games (from 1983 to 2016) for usability
and concluded that one of the main limitations is the lack in
customization and feedback [54].

Digital Gamesfor Nutritional Education at Schools

Furthermore, it has to be noted that most children and
adolescents like to receive additional nutritional information
through appsor at school. According to astudy of 505 American
teachers, more than one-half (55%) reported using games as an
educational element in school teaching [55]. The advantage of
serious gamesisto educate the target group through entertaining,
enjoyable, and intrinsically motivating game elements and
experiences [11,27]. Therefore, a serious nutrition game may
be a suitable, educative method to impart nutrition knowledge
and to promote healthy dietary behaviors in children and
adolescents.

Holzmann et al

Limitations

This survey reveded findings about digital nutrition games
among children and adolescents, yet it has some limitations.
The survey was conducted in one school area and type.
Therefore, it is limited by sample size and homogeneity.
Moreover, present findings are not representative, especialy
concerning nutrition knowledge, which was assessed on the
basis of 4 questions. Furthermore, it cannot be ruled out that
the participation rate, which cannot be calculated owing to
missing data (invited vs participated children and adolescents),
isbiased by the motivation and engagement of teachers, parents,
and participants themselves. The nonvalidated questionnaire
used in the survey was internally generated to obtain al the
relevant information for a target group-specific game design.
Asthe age of participantsisonly available aslife years without
months, no appropriate weight classification for children and
adolescents (percentiles/z-scores) could be calculated. The
results are further limited owing to missing information about
parental education level. Future research should address more
diverse survey populations across entire Germany, providing
further insights and expanding the generalizability.

Conclusions

Results reveal ed that children and adolescents are interested in
nutritional information. Present findings support previous
surveysthat thereisalack of nutrition knowledge in this target
group. Children and adolescents stated a preference for apps
and school education in order to receive additional nutritional
information. Furthermore, the target group was interested in
digital gamesaswell. Therefore, such preferencesand interests
could be implemented in an educational app, for example, for
schoolsto increase nutrition knowledge and to improve dietary
behavior.
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Abstract

Background: Poor bone health in adolescent and young adult femalesis agrowing concern. Given the widespread use of mobile
phones in this population, mobile health (mHealth) interventions may help improve health behaviors related to bone health in
young women.

Objective: The goal of the study was to determine the acceptability and feasibility of an mHealth intervention called Tap4Bone
in improving health behaviors associated with the risk of osteoporosisin young women.

Methods: The Tap4Bone mHealth intervention comprised the use of mobile phone apps, short messaging service (text messaging),
and Web emails to encourage health behavior changes. The education group received osteoporosis prevention education leaflets.
Changes in the bone health—related behaviors exercise, smoking, and calcium intake were assessed. User experiences and
acceptance of the app were collected through focus group interviews.

Results: A total of 35 (22 completed, mean age 23.1 [SD 1.8] years) were randomized to either the mobile phone (intervention
n=18) or education (control n=17) group. Although there were trends toward improvement in calcium intake, sports activity, and
smoking behaviors in the mHealth intervention group compared to the education group, these were not statistically significant.

Conclusions. The Tap4Bone mHealth intervention was shown to be acceptable and feasible in subsets of the participants. The
intervention should be improved upon using participant feedback to improve functionality. Findings from this study may aid in
the development and modification of health care apps to reduce participant attrition.

(IMIR Form Res 2019;3(1):€9435) doi:10.2196/formative.9435
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Introduction
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Methods

The major adverse outcome of poor bone health is osteoporosis
with associated fragility fractures [1]. Bone mineral density
(BMD) isaclinically useful predictor of fragility fracture risk
[2]. During adolescence, young people may be influenced to
push boundaries and experiment with risky behaviors that may
have an impact on future health trajectories [3]. Many of these
lifestyle changes in young women can have an adverse impact
on their bone health, increasing the risk of poor outcomes in
later life.

There are several identified risk factors that affect peak bone
mass accrual and maintenance and may result in the
development of thisskeletal disorder. Nonmodifiablerisk factors
include age, female sex, onset of menopause, and genetic
predisposition to poor bone health. There are other proposed
risk factors that are potentially modifiable such as smoking,
high alcohol intake, inadequate physical activity and calcium
intake, vitamin D deficiency, and long-term use of
corticosteroids [3]. The fact that there is no known cure for
osteoporosis and that therisk can be substantially reduced makes
it crucial that preventive measures are identified and adopted
to reduce the prevalence of this disorder that causes significant
morbidity and high economic burden [3].

Findingsfrom prospectivelongitudinal studiesinyoungfemale
twins (aged 15 to 30 years) highlighted the extent of lifestyle
changesin young women [4]. It was found that participation in
sports activity decreased with age, with only 23.5% of women
aged 27 to 29 years participating in 4 or more hours per week
of sports compared to 47.5% of women aged 15t0 17 years[4].
Conversely, sedentary behaviors and smoking habits
significantly increased with age, with 14% of women aged 15
to 17 yearsreporting ever smoking at least one time and by age
27to 29 years, 51% had smoked [4]. These considerable changes
in lifestyle may not have an immediate impact on the skeleton.
However, adverse effects are likely to be gradual in onset and
accumulate over the life span [3]. Therefore, these adverse
lifestyle changes should provide a strong impetus to develop
effective interventionsto improve risky but modifiablelifestyle
factors and improve long-term bone health in young women.

Mobile health (mHealth) isthe use of mobile devicesto support
medical and health practices. Over the past decade, use of
mobile phonesthat includeinternet and other data packages has
grown dramatically. Approximately 81% of the Australian
population owns amobile phone [5]. Of particular interest, the
highest ownership and use of mobile phonesisfound in the 18
to 34 year age group [5]. Approximately 74% to 78% of people
inthisage group own at least one mobile phone. Therefore, this
technology offers a promising tool for health interventions in
young people.

In this study, we conducted a 12-week randomized trial to
determine whether it is acceptable and feasible to use an
mHealth intervention in establishing behaviors known to have
favorable influences on bone health, in a sample of young
women with relatively low BMD.

http://formative.,jmir.org/2019/1/e9435/

Ethics

This study was conducted according to the guidelineslaid down
in the Declaration of Helsinki and was approved by the Royal
Women’s Hospital Human Research Ethics Committee on July
1, 2013.

Recruitment and Consent

Participants for this study were recruited via telephone from
the Young Female Health Initiative (YFHI) study between
October 14, 2013, and February 7, 2014. In the YFHI study, a
sample of young women were recruited using targeted
advertisements on Facebook from May 19 to September 30,
2010, the detailed methodology of which has been reported
elsewhere [6].

Clicking on the advertisement directed respondents to secure
websites containing more information and where expressions
of interest were registered. Prospective participants were then
contacted by investigators and consented into the study.

Participation included the completion of a Web-based
guestionnaire using SurveyM onkey (www.surveymonkey.com)
covering demographics, mental health, lifestyle, and
reproductive health. Existing participants from the Y FHI study
who had consented to be contacted for future studies and met
theinclusion criteriafor this pilot study were contacted by phone
to obtain consent. Trained research staff assessed whether the
potential participant could be considered a mature minor (if
under age 18 years) and that she fully comprehended the
purpose, methods, demands, risks, and potential benefits of the
study and was capable of giving informed consent to participate.
Shewasrequired to understand that participation was voluntary
and there were no consequences for discontinuing study
participation. Staff followed instructions from the Medical
Practitioners Board of Victoria “Consent for Treatment and
Confidentiality in Young People” on how to define a mature
and competent young person.

Bone Density Assessment

IntheY FHI study, participants had their BMD at thetotal body,
lumbar spine, and hip measured at the Royal Melbourne Hospital
using dual-energy x-ray absorptiometry (DXA) (QDR 4500A
densitometer, Hologic Inc). Participantswho had relatively low
(z score <-0.5 at the total hip, femoral neck, or lumbar) or
otherwise abnormal (z score <—1.0) bone density results were
informed via posta letter including advice on appropriate
follow-up. A copy of the participant'sBMD report was enclosed
with the letter. Participants were advised to discuss the result
and any necessary further management with their usual doctor.
Only participants who met the bone density cutoff values
specified below were contacted for this study.

Inclusion and Exclusion Criteria

Inclusion criteria were met if individuals were female aged 16
to 25 years, residing in Victoria, Australia, and having aBMD
z score <-0.5 at the total hip, femora neck, or lumbar spine
region from DXA. According to the World Health Organization,
a z score unit represents 1 standard deviation above or below
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the age- and sex-matched mean BMD for a specific skeletal
site, and a z score higher than —1.0 (equivalent to a T-score of
—1.0 in young adults as defined by the World Heath
Organization) is considered normal [7]. However, for inclusion
in this study we wished to define a sample with relatively low,
but not necessarily abnormal, BMD. It was considered that such
a group may be motivated to undertake a lifestyle-oriented
intervention to improve their bone health. Selecting this cutoff
also enabled usto achieve the desired sample size.

Participants were excluded if they had aBMD z score >-0.5 at
all measured sites, current or history of any significant medical
conditions, including eating disorders, or were pregnant or
breastfeeding. Individuals were also excluded if they did not
own iPhonesor Android phones or were not willing to usethem
for the study.

Randomization Detail

Participants were randomized 1:1 to either the education or
mHealth intervention group after completing a baseline
guestionnaire on current calcium intake, physical activity levels,
and smoking habits if applicable. Participants were not aware
of which intervention was of interest and which one was the
comparator.

Randomization Sequence Generation

An independent researcher generated the randomization
sequence and provided the principal investigator with each
treatment allocation. The alocations were sealed in white
opaque envelopes with only the randomization sequence
numbers written on the front of the sealed envelopes. This
ensured that the researchers conducting the study were blinded
to the treatment groups to which each patient was randomized.

Participants were randomized into the 2 intervention groups by
stratified block randomization in blocks of 2, 4, 6, and 8.
Participants were stratified by tertiary education (yes/no) and
z score.

« Notertiary education and z score<—0.5to—1.0 at any region
(total hip, lumbar spine, or femoral neck)

« Notertiary education and z score<-1.0to—2.5 at any region
(total hip, lumbar spine, or femoral neck)

«  Currently completing or completed tertiary education and
z score<—0.5to—1.0 at any region (total hip, lumbar spine,
or femoral neck)

«  Currently completing or completed tertiary education and
z score <-1.0 to —2.5 at any of region (total hip, lumbar
spine, or femoral neck)

Interventions

Education I ntervention

Participants were emailed educational |eaflets on osteoporosis
prevention downloaded from the US National Institutes of
Health website [8].

Participants were then asked to complete an assessment of
understanding that evaluated their knowledge of bone health
and osteoporosis. The assessment comprised 10 true/false
guestions based on the educational leaflets. Participants were

http://formative.,jmir.org/2019/1/e9435/
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required to answer 6 out of the 10 questions correctly to proceed
with the study.

mHealth | ntervention

The Tap4Bone mHeadlth intervention incliuded using mobile
phone apps and sending and receiving short messaging service
(SMS) text messages and web emails. In addition to the
educational leaflets, participantsin the mHealth group received
suggestions for other mobile phone apps to be used as behavior
change techniques (BCTs), including the following:

«  Sdf-monitoring of diet and exercise using mobile phone
app

«  Encouragement and motivations from text messages

« Goal-setting and checking forms via the survey tool
Limesurvey (www.limesurvey.org)

«  Progress feedback via emails

Additionally, they were emailed a guidance document on how
to download and use other mobile phone apps. Participantsin
the mHealth group also received 5 questions in the assessment
to determinetheir understanding of the guidance document and
how to properly use the mobile phone apps.

Other Mobile Phone Apps

Participants were asked to download and use 3 recommended
mobile phone apps: MyFitnessPal, Nike Training Club, and
QuitBuddy. MyFitnessPal isafree calorie counter app that helps
people track their diet and exercise. Nike Training Club is a
free app comprising more than 100 full-body workouts. This
app aso tracks the overall amount of workout time completed
by the users but it does not take into account when the exercise
was completed. Therefore, for the purpose of tracking and
providing feedback on participant progress, we encouraged
them to track their physical activities in MyFitnessPal.
QuitBuddy is a smoking cessation interactive app developed
by the Australian National Preventive Health Agency to help
smoking cessation efforts.

Participants al so received motivational text messages that were
sent out randomly using an automatic system (SMS Broadcast)
during the study. Various text messages providing suggestions
on how to change participant behaviors or giving them
encouragement were sent. Suggestionsincluded tips on how to
increase dietary calcium intake and improve physical activity.
Participants received one text daily for the first 3 weeks, and
subsequently, 3 texts per week for the next 9 weeks.

Participants were also asked to set behavior goals on day 1 of
week 1, week 3, week 6, and week 9. They could set dietary
goas, exercise goals, or smoking cessation goas or a
combination of all 3 types. The behavioral goals they selected
were emailed to them to remind them of the goals they aimed
to attain. At every goal-setting time point, participants were
asked to check against the goals that they had achieved during
the previous 3 weeks.

Finally, participants received biweekly feedback reportson their
behavior change progress. We used the diet and exercise diaries
entered by them in MyFitnessPal and smoking habits provided
via SMS to provide individual progress feedback on their
calcium intake and exercise progress. The data were collated
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and sent via email to the participants for personal monitoring
of their progress.

Exit Survey

Participants in both groups were asked to complete an exit
survey at the end of week 12. The purpose of this survey was
to find out whether they had self-initiated changes to their
lifestyle in response to the intervention they received. In
addition, participants were asked for their initial perceptions of
amobile phone app to hel p improve young women’s bone health
and the potentia for implementation in their daily lives.

Participants in the mHealth intervention group also completed
a usability questionnaire in which they were asked about their
experience with the mobile phone intervention. The usability
guestionnaire covered the use of the different components such
asthe app, goa -setting, motivational text messages, and progress
reports as well as the overall perception of the future use of a
bone health mobile phone app. See Multimedia Appendix 1 for
an outline of all study activities.

mHealth Focus Group

Participants from the mHealth group who completed the week
12 questionnaires and exit survey wereinvited to afocus group.
Thefocus session of 30 minutes' duration was conducted within
2 months after completion of the week 12 questionnaires and
exit survey.

One investigator conducted a qualitative semistructured
interview using responses from the mobile focus group to
explore participant perceptions of Tap4Bone and whether it
might be implemented into their everyday lives. The topics
covered during the interview included (1) how the intervention
was used, (2) what components were useful, and (3) how the
intervention affected their behaviors. The focus groups were
conducted using a free mobile phone app called WhatsApp
Messenger as described elsawhere [9]. The semistructured
mobile focus group interview datawere analyzed the same way
as described in the Calci-app study [9].

Study Outcomes and M easurements

Primary Outcome

The primary outcomes was the percentage and direction of
change (either a positive or negative behavioral change) in
individual health behaviors at week 12.

«  Number of cigarettes smoked per day

« Dally calcium intake (measured in milligrams per day)

«  Weekly physical activity score (measured in metabolic
equivalent of task: minutes per week)

An overal cumulative risk factor score will be reported from
the net percentage change, which is calculated by combining
the percentage change in each individual risk factor.

http://formative.,jmir.org/2019/1/e9435/
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Secondary Outcome

The secondary outcome was the feasibility of the intervention
in young women. We measured the feasibility of the mobile
phone-based intervention using study completion rate and
responses to the usability questionnaire and semistructured
interview.

Sample Size Calculation

The sample sizewas cal cul ated based on the antici pated number
of participants from the YFHI study who would fulfill the
required bone density parameters. We estimated that 150
participants would have completed the Y FHI study’s site visits
from October 2012 to November 2013. From this sample, we
estimated that 33% (with a mean of 0 and standard deviation
of —2.5in anormal distribution) would have z scores between
—0.5 and -2.5. Taking into consideration that 20% of the
recruited participants might decline participation, withdraw
consent, or be lost to follow-up, we aimed to recruit 40
participants in total for this study.

A target of 40 to 50 participants was determined to be an
appropriate sizeto determinethe effect of theintervention. This
number was not powered to measure outcomes at 12 weeks as
this is an exploratory study. Post hoc power analysis will be
done to determine the study’s statistical power and effect size
for further potential studies.

Statistical Analysis

Statistical analysis was performed with Stata version 15
(StataCorp LL C). Descriptive statistics were used to summarize
participant experiences with results reported as frequency and
percentage. A Student t test was used to investigate significant
differences between groups. Thematic analysiswas undertaken
to analyze qualitative data[9].

Results

General

Of the 74 young women who met the inclusion criteria, 44
agreed to participate, while the other 30 subjects were either
not contactable or declined participation (Figure 1).

Of the 44 participants recruited into Tap4Bone, 9 withdrew
prior to randomization and 35 were randomized into either
mobile phone (intervention n=18) or education (control n=17)
groups. Reasons given for participant withdrawal included lack
of time and being away overseas. Participants who could not
be contacted after 3 attempts via different modes of
communication (phone, email, or SMS) were considered lost
to follow-up.

Efficacy of Intervention in Overall Study

We were unable to detect significant differences between a
change in calcium and lifestyle behaviors for participants in
each group across the 12 weeks (Table 1).
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Figure 1. Flowchart for recruitment of participants. YFHI: Young Female Hedlth Initiative, mHealth: mobile health, BMD: bone mineral density,

DXA: dual-energy x-ray absorptiometry.

Total YFHI participants (n=132)

A 4
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y

Completed mHealth Focus Group
(n=4)

Table 1. Demographic and lifestyle characteristics of participants (N=35).

Characteristics mHealth intervention (n=18) Control group (n=17) P value
Ageinyears, mean (SD) 23.3(2) 22.3(2) .08
Body mass index (kg/m?), mean (SD) 226 (3) 24.1(5) 28
BM D? category, n (%)

Normal (-0.5 to —1.0) 8 (44) 6 (35) 58

Osteopenia (-1.0 to -2.5) 10 (56) 11 (65)
Calcium intake (mg/d), mean (SD) 618.5 (472.2) 645.0 (309.2) .85
Physical activity (hours per week), mean (SD) 12.5(15) 15.56 (19) .60
Smoking (pack-years), mean (SD)b 28(2) 15() 46
Change in calcium intake over 12 weeks, %° 3.34 0.17 29
Change in physical activity over 12 weeks, %° 041 0.07 42
Change in smoking over 12 weeks, o 0 —0.74 -
Net change in risk factors (%) 3.76 (9) 0.24 (1) .25

3BMD: bone mineral density.

PData available for 4 participants from the mHealth intervention group and 6 participants from the control group.
“Data available for 7 participants from the mHealth intervention group and 9 participants from the control group.

dData available for 4 participants from the control group.
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Qualitative User Experience

Thematic Analysis

Thematic analysis of thefocus group interviews (n=4) was used
to summarize mHealth participant experiences with Tap4Bone
and the feasibility of such an intervention in young women.
Four distinct themeswereidentified: (1) need to target theright
audience, (2) increased lifestyle awareness, (3) experiencewith
integrating BCTs into lifestyle, and (4) need to maintain focus
on bone health.

Need to Target the Right Audience

When asked how other young women would perceive such an
intervention, all participantsidentified that targeting the correct
audience was the first and most critical step in the intervention
uptake. Participants in the study proposed that young women
who know that they have low bone density would be more
interested in the intervention than those who have normal bone
density and those who do not know of their bone density status.
Besides targeting the intervention at young women with low
bone density, one participant expressed that the information
also needsto be relevant for young women in this age group.

Absolutely. If your bone density results were perfect
you would continue doing what you're doing. If you
know they're bad you'd happily download the app to
improve your own health. [Participant A]

And knowing your bone density would be crucial to
your interest in an app. [Participant D]

Telling other female friends about this study, none
were particularly interested. [Participant C]

Increased Lifestyle Awareness

The intervention was successful in raising daily awareness of
participant lifestyle behaviors. However, implementation of
changes in their lifestyles was restricted mostly to increasing
dietary calcium intake and not physical activity. One of the
likely reasons could be that the exercise app contained irrelevant
workouts and lacked a reward and recognition system to
motivate participants. Moreover, 3 out of 4 participants had a
regular exercise routine and were aready using other exercise
apps (such as MapMyRun and Lorna Jane) before they started
Tap4Bone. Almost all felt that monitoring their diet and
comparing it with recommended daily calcium intake had
significantly helped them increase their dietary calcium intake.

| supposethat having reminders, and the requirements
to record them, meant that you were aware all the
time. [Participant B]

| am more aware of my calcium intake as well,
because of the study. [Participant C]

However, it was unanimously agreed that the heightened
lifestyle awareness, particularly from keeping a food diary,
could be confronting and it inevitably stimulated bad eating
thoughts. They acknowledged that young women put a lot of
pressure upon themselves to look good and are often worried
about body image and weight control. As the app also tracked
calories, participants felt that they eventually became used to
caloric counting.

http://formative.,jmir.org/2019/1/e9435/
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Ifit'sany interest to you, | have actually stopped using
MyFitnessPal as| felt | wasbecoming quite consumed
by my kilojoule intake which was frustrating!
[Participant D]
On a positive note, half of the participants felt that the
intervention had helped ignite afocus on health and fitness and
also shifted their focus on exercise for weight loss to exercise
for preventative health, in this case, for building bone density.

| was already using MyFitnessPal before starting the
program. | was using it for weight loss it was good
to help track calcium consumption. [Participant C]

| think that young women have a lot of pressure on
them to eat well and exercise to look good, but
providing them with information about long term
benefits of eating a lot of calcium and encouraging
them to exercise for a preventative measure would
be well received. This was one thing | got from this
study, | re-jigged my concept of exercise as being
about healthy bones and healthy body rather than
about weight loss. [Participant D]

Experience With I ntegrating Behavior Change
Techniques Into Lifestyle

Participantsdid not find the respective BCTs (texts, goal setting,
or progressfeedback) particularly useful on their own. However,
they found the prospect of having an all-in-one app that connects
each of the BCTs in a relational way very favorable. For
example, text messages could be personalized with the goals
they have set, instead of random motivational texts that most
of them found artificial and patronizing. The texta could also
be moreinformative and serve asremindersto help them attain
their goals.

Although, also a record of goals set on the actual App

would be helpful. It needed to be more centralized

because there were components all over the place,

email, MyFitnessPal, Nike, the online survey etc.

[Participant B]

If the texts could have been more focused on your

individual goals | think that would have been better.

Soif you said you would have 1 dlice of cheese a day

atext daily that said “ have you had your cheese slice

today?” Might have been more useful. [Participant

Al
The main priorities participants looked for in a bone health
intervention app were motivation, relevance, and usefulness.
Also, the extreme preferences for text messages (ranging from
very negativeto very positive) meant that participants preferred
aflexible app in which they could adjust their preferences. The
need for flexibility was also reflected in their request for more
personalized and practical goalsthat they could implement into
their individua lifestyle. Therefore, athough the BCTs were
not useful inisolation, integrating them into a holistic app was
well received.

The text message reminders were great, made you
really think about what you needed to eat/drink each
day. [Participant A]
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Sorry to say | would be happy not to receive them at
all. 1 think that's more specific to me though.
[Participant C]

A bit more freedom in the goal setting, too, would
help. For example, | don't like drinking whole glasses
of milk, and | don't like hard cheese, so those weren't
things | was going to ever do. [Participant B]

Need to Maintain Focus on Bone Health

An interesting observation raised by one participant was that
young women are willing to overlook bone health for body
image reasons and weight management. Asaresult, participants
felt that they became distracted with the cal oric measurements
in MyFitnessPal while monitoring their calcium intake.

Also some advice that tied between exercise and
calcium. I’ ve found a lot of personal trainers get you
to stray away from lots of cheese and milk, which
confuses the hell out of me because | know you need
those things for calcium. [Participant A]

Participantsfelt that the intervention seemed to continue for too
long; consequently, they lost focus on the overall goa of
building bone density.

Yeah it did go for a long time and | have to admit |
lost site of the overall goal of building bone density.
[Participant D]

Agreed D. By the end of it | was really more focused
on exercise than bone density. [Participant A]

With me | was more concerned with KJ intake.
[Participant C]
Hence, it was quite possible that the combination of distraction
from caloric counting and lack of visible progress (ie, bone
density change measurements) contributed to the shift in focus
from bone density building to caloric management.

To bring the focus back to bone health, participants wished that
there were more bone-related information and emphasis on
relevant consequences of suboptimal bone health. However, it
is a challenge to shift the focus on bone density and sustain it
since bone-rel ated consequences are only visible many decades
later.

I must admit the study got me onto a health and fitness
kick, but not focused on calcium. | think more
information about calciumintake throughout the study
would have helped. More case studies, more Q& A's,
factsfor usto read along the way to remind us WHY
weweretaking part and the benefitsto us. [ Participant
Al

| actually learned | was extremely vitamin D deficient
and it wasn't cal ciumintake that was my problem, so
maybe some more info about how the body uses
calcium to build bones and reminders about that
rather than just simply about eating cheese.
[Participant D]
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Discussion

Principal Findings

In this study, the acceptability and feasibility of an mHealth
intervention, Tap4Bone, wastrialed in young women with bel ow
average bone health measures, with some featuresworking well
within subsets of the participants. Participants perceived value
in the mHealth intervention and did not indicate that it caused
them additional burden. When asked about their interest in a
mobile phone app with al the Tap4Bone functions, 3 out of 4
users said that they would be likely to use it in the future to
improve their bone health. Importantly, participants reported
that the prospect of having an al-in-one app that connects each
of the BCTsin arelational way was optimal. Participants also
believed that the intervention would be more useful with the
involvement of health professionals. The critical function of
health care delivery would be to provide support and
encouragement to patients to help them achieve healthier
behaviors and self-manage chronic illnesses. However, support
and encouragement rendered to patients are limited within
existing hedlth care infrastructures and even traditional
informational media (brochures, posters, etc). This would be
where the far-reaching capabilities of mobile technologies can
be tapped into to allow low-cost interventions and support
interactivity, hence allowing patientsto “ obtain extrahelp when
needed” [10-12].

Although there are many dietary mobile phone apps available
commercialy, to our knowledge this is the first study
investigating the feasibility of using mobile technology to
improve calcium intake and other bone-related lifestyle
behaviorsin young women. Further, for this study we selected
suitable BCTstaken from ataxonomy [13] that has been proven
to be effective in lifestyle behavior change interventions.
Previous meta-analyses have identified a specific set of BCTs
that have been shown to be effectivein interventionsto promote
healthy eating, physical activity, and smoking cessation, most
of which have been included in this study [14,15].

Limitations

This study had severa limitations. While the sample was
randomly recruited through Facebook and was representative
of the general population in the same age range in terms of
socioeconomic factors and country of birth, those with greater
education levels and older participants were dlightly
overrepresented [6]. Also, in the absence of a placebo control
group that receives no activeintervention, the ability to uncover
the true effects of the mobile technology intervention was
limited. However, in other randomized controlled trialsin which
education was used alone, investigators found no changes in
lifestyle behaviors [16]. Therefore, we considered that the
education group in our study provided a reasonable control for
comparison with the mHealth group. We also had a number of
participant withdrawals and a small sample size which may
have reduced the likelihood of our detecting significant
differences in behaviors between the two groups. However, it
should be noted that the primary aim of this study was to
evaluate the feasibility of implementing an mHealth
intervention. Last, alonger period of follow-up would be needed
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to ascertain long-term adherence to the intervention and the
effects of persistent lifestyle changes on BMD outcomes.

Aswe have demonstrated that an mHealth intervention targeted
at young women with below average bone health measures has
shown some aspects of acceptability, the next phase of this study
will involve taking on board participant feedback and creating
Tap4Bone as one mobile phone app comprising the different
online methods of communication we have discussed in this
paper. By trialing this stand-alone mobile app with a larger
cohort of young women, wewill also then have adequate power
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to investigate the changes in behaviors we looked at in a
preliminary fashion in this study.

Conclusion

We have demonstrated that an mHealth intervention is an
acceptable and feasible method of engaging young women with
suboptimal bone health. To further improve the functionality
and purpose of Tap4Bone, we will use constructive feedback
provided by participants to develop a single mHealth app in
which input from health professionals will be integrated.
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Abstract

Background: Designing appropriate studies for evaluating complex interventions, such as electronic health solutions to support
integrated care, remains a methodological challenge. With the many moving parts of complex interventions, it is not always clear
how program activities are connected to anticipated and unanticipated outcomes. Exploratory trials can be used to uncover
determinants (or mechanisms) to inform content theory that underpins complex interventions before designing a full evaluation
plan.

Objective: A multimethod exploratory tria of the electronic patient-reported outcome (ePRO) tool was conducted to uncover
contexts, processes and outcome variables, and the mechanisms that link these variables before full-scale evaluation. ePRO isa
mobile app and portal designed to support goal-oriented care in interdisciplinary primary health care practices (clinical-level
integration). This paper offers evaluation findings and methodological insight on how to use exploratory trial data to identify
relevant context, process, and outcome variables, as well as central (necessary to achieving outcomes) versus peripheral (less
critical and potentially context dependent) mechanisms at play.

Methods: The4-month trial was conducted in 2 primary health care practicesin Toronto, Canada. The patients were randomized
into control and intervention groups and compared pre and post on quality of life and activation outcome measures. Semistructured
interviewswere conducted with providers and patientsin the intervention group. Narrative analysiswas used to uncover dominant
mechanisms that inform the intervention’'s content theory (how context and process variables are linked to outcomes).

Results: Overdl, 7 providers, 1 administrator, and 16 patients (7-control, 9-intervention) participated in the study. This study
uncovered many complex and nuanced context, process, and outcome variables at play in the intervention. Narrative analysis of
patient and provider interviews revealed dominant story lines that help to tease apart central and peripheral mechanisms driving

http://formative.jmir.org/2019/1/e11950/ JMIR Form Res 2019 | vol. 3| iss. 1 [€11950 | p.110
(page number not for citation purposes)


mailto:Carolyn.SteeleGray@sinaihealthsystem.ca
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR FORMATIVE RESEARCH Steele Gray et d
the intervention. Provider and patient story lines centered around fitting the new intervention into everyday work and life of
patients and providers and meaningfulness of the intervention. These themes were moderated by patient-provider relationships
going into and throughout the intervention, their comfort with technology, and the research process.

Conclusions: Identifying dominant story lines using narrative analysis helps to identify the most relevant context and process
variables likely to influence study outcomes. Normalization process theory emerges as a useful theory to uncover underlying
mechanisms because of its emphasis on the socia production and normalization of technological, processual, and social aspects
of work; al found to be critical to our intervention. The number of complex, overlapping influencing variables suggests that
complex interventions such as ePRO require usto pay careful attention to central versus peripheral mechanismsthat will influence
study outcomes. The narrative methods presented here are shown to be useful in uncovering these mechanisms and help to guide

subsequent larger evaluation studies.

(JMIR Form Res 2019;3(1):€11950) doi:10.2196/11950

KEYWORDS

eHealth; mHealth; multiple chronic conditions; clinical trial, phasell1; health care eval uation mechanisms; quantitative evaluation;

gualitative evaluation; narrative analysis

Introduction

Background

Designing rigorous and appropriate evaluation studies for
complex interventions, such as electronic health (eHealth)
solutions to support integrated care, remains a methodol ogical
challenge. Although it is difficult to draw the line between
simple and complex, complex interventions tend to include
multipleinteracting componentsthat might occur acrossmultiple
individuals, teams, or organizations. These interventions can
have numerous and variabl e expected and unexpected outcomes,
which occur through multiple potentially challenging behavior
changes by those delivering and receiving interventions.
Contributing to complexity is the number of interacting
components and degree of fidelity—degreeto which aprogram
is delivered as intended [1]—required of the intervention [2].

Interventions involving eHealth solutions are among those
complex examples that make evaluation challenging. eHealth
can be broadly defined as information and communication
technologies used as part of health service delivery [3]. eHealth
and mobile technology adoption is often viewed as a prime
example of acomplex health intervention, given the interaction
of individual, contextual, and technological variables[4-6]. As
such, evaluation methods used for complex interventions are
recommended to assess eHealth interventions.

The Medical Research Council’s framework on the evaluation
of complex interventions includes attention to the stages of
implementation from devel opment to full-scal eimplementation
[2,7]. Similarly, Parry et al [8] recommend adopting a 3-phase
approach to evaluation of new complex models of care. These
phased approaches seek to build an understanding of the
intervention to inform evaluation designs. Common among the
approaches are attention to the context in which interventions
areimplemented and the mechanisms (or content theory), which
suggest how the intervention will lead to expected outcomes
[7,8]. Moreover, common is a view to an end point of a
randomized control design, which persists as the gold standard
within the hierarchy of evidence[9,10].

Exploratory trials are recommended as ameansto pilot test key
components of afull trial including the control (or comparative)

http://formative.,jmir.org/2019/1/e11950/

group, the appropriate sample size, and suitable outcome
measures relevant to patients and at the system level (ie,
economic measures) [2,11]. Exploratory trials can also be used
to refine content theory as well as for exploring the
implementation of the model in terms of the satisfaction,
experience, and learning among users (execution theory) [8].
However, arecent systematic review of the complex intervention
evaluation literature found there is often insufficient reporting
of detail in these evaluations, particularly around context of the
intervention itself [12]. As such, there is a lack of
methodological guidance in conducting these trials and using
them to inform larger-scale eval uations.

This paper presents findings from our exploratory trial of the
Health System Performance Research Network-Bridgepoint
el ectronic Patient-Reported Outcomes mobile device and portal
system—nhereafter referred to asthe electronic patient-reported
outcome (ePRO) tool—designed to support goal-oriented care
delivery in primary care settings. We adopted a devel opmental
evaluation approach collecting quantitative and qualitative data
to support the appraisal of the tool. In addition to testing the
trial design, this exploratory trial sought to determine how we
draw on multiple data sources to gain insight into the relevant
contexts, processes and outcomes, and the mechanisms that
connect these variables. This paper offers study findingsaswell
as methodological insight with regard to how we answer 2
guestions:

1. What are the contexts, processes, and outcomes
most relevant to the ePRO intervention?

2. What are the central (critical to achieving
outcomes) versus peripheral (less critical and
potentially context dependent) mechanisms that
under pin the content theory of the ePRO intervention?

The Intervention: The Electronic Patient-Reported
Outcome Tool

The ePRO tool includes 2 features. (1) My Goal Tracker and
(2) Hedlth Status Scales and Outcome Measures. See Multimedia
Appendix 1 for screen shots of the portal and mobile app and
Steele Gray et al [13] for adetailed overview of eéPRO.
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Table 1. Goal attainment scale monitoring.

Steele Gray et a

Score Goal achievement

+2 Much better than expected

+1 Better than expected

0 Goal (expected level specified by patient and, or caregiver and provider)
-1 L ess than expected

-2 Much less than expected

Table 2. Monitoring protocols.

Symptom or outcome

Health status scales and outcome measures

Depression
Anxiety

Global health
Pain management

Mobility

Patient Health Questionnaire 9-item depression questionnaire [15]
Generalized Anxiety Disorder 7-item anxiety questionnaire [16]
PROMIS? Global Health Scale”

PROMISS Pain Interference Scale®

Improved Health Assessment Questionnaire®

3PROMIS: Patient-Reported Outcomes Measurement Information System.

bSee [17-20] validation of PROMIS tools and relevance to primary care.

Feature #1: My Goal Tracker

My Goal Tracker allows patients (their caregiversif interested)
and providers to collaboratively create goal-oriented patient
care plans. Once agoal is added to the patients' care plan, their
mobile app prompts them to report on outcomes related to that
goal on their mobile device (specifically on asmartphone). The
ePRO tool uses goal-attainment scaling (depicted in Table 1)
to capture standardized outcome measures across diverse patient
groups, standardize goal attainment measures, and address the
challenge of writing multiple goals[6]. Customizable monitoring
guestions can be added using question templates. Patients can
include comments at each monitoring period to provide context
and detail needed to understand why goals are achieved or are
not achieved.

Feature#2: Health Status Scalesand Outcome Measures

The Health Status Scales are intended to help patients, their
caregivers, and providers track and monitor symptoms and
outcomesidentified asimportant by patientswith complex care
needs [14]. This type of monitoring is also helpful for patients
not yet ready to goal set, as it provides a starting point to the
self-monitoring process. Similar to the My Goal Tracker feature,
patientswill be prompted when symptom reporting isdue. Table
2 identifies monitoring protocols that can be added to patient
health journals.

Methods

Evaluation Framewor k

As recommended for exploratory trials and complex
interventions, we sought to capture context, process, and
outcome measures to provide early evidence of effectiveness
(or ineffectiveness) of thetool and to identify likely mechanisms
of action to build on what was learned in piloting [7,11].

http://formative.,jmir.org/2019/1/e11950/

Consistent with the developmental evaluation approach,
informed by our overarching user-centered design methods,
data from this study are also used to inform design changes to
the technology—see prior publications on development and
usability testing [21,22]. Table 3 summarizes outcome, process,
and outcome variables of interest to our study, and the toolsand
methods used to capture data.

Outcome Measures

Patient and provider level outcomes were collected as part of
this study. The primary patient outcome measures included the
following: (1) Quality of life, measured using the Assessment
of Quality of Life Scale (AQoL-4D) [23] and (2)
self-management, measured using the 13-item Patient Activation
Measure (PAM) [24]. Patient experience measures were
collected using a modified version of the Patient Assessment
of Chronic IlIness Care (PACIC) tool, a 20-item measure of
patient centeredness [25]. Provider-level effectiveness was
captured using provider interviewsinformed by the Assessment
of Chronic IlIness Care tool (the provider partner assessment
to the PACIC), which has been used to help health care teams
improve care delivered to patients with chronic illness [26].

Process Measures

The Post-Study System Usability Questionnaire (PSSUQ) was
used to assess experience and usability of thetool. The PSSUQ
is a 19-item usability questionnaire comprising 3 subscales
(system usefulness, information quality, and interface quality)
[27]. The PSSUQ has demonstrated reliability and validity [28]
and has been used to assess satisfaction and experience with
similar mobile health technologies[27]. Postintervention patient
and provider interviews were used to capture additional
information regarding user experience and probed tool impact
on provider workflow. Although ethnography and observation
methods can be used to assess these process measures [29,30],
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these approaches were not feasible for this study. Instead, we
used targeted probes in the interviews to capture data.

Context Measures

Context measures are captured at the patient, provider,
organizational, and system level. At the patient and provider
level, demographic and characteristic information such as age,
gender, chronic illness profile, socioeconomic status, and
information technology (IT) skills are collected. These
contextual factors have been found to impact the adoption and
implementation of eHealth tools [31]. At the organization and
system levels, we used postimplementation interviews with
providersand clinic managersto identify barriersand facilitators
to ePRO adoption. Factors such as appropriate supportive
resources (ie, IT support), logistical issues (ie, integration of
thetool into provider workflows), appropriatetraining and time
to learn new systems, and organizational-level support have
been found to be pivotal in adopting new eHealth systems
[31-33]. System level contextual issues such as noncentralized
systems, lack of standardization of data systems, legal
requirements, financial incentives (or disincentives) have also
been found to impact eHealth adoption [32].

Study Design

We conducted a4-month trial in 2 Family Health Teams (FHTS)
in Toronto. To study outcomes, we randomized patients into
either control or intervention arms of the study at the 2 sites.
To explore process and context measures, we adopted a case
study approach, which isappropriate for complex interventions
given the need to explore phenomena in their natural settings
[34]. Thesetypesof naturalistic designs are recommended when
evaluating telehealth and eHealth interventions [4].

Steele Gray et a

Setting and Population

FHTsare primary health care modelswith an interprofessional
practice team including primary care clinicians, nurse
practitioners, practice nurses, and other allied health staff (eg,
dietitians, social workers) [35]. We aimed to recruit 30 patients
per site where 15 would be randomized into intervention and
the remaining would act as the control group. Patients to be
included in the study were first identified through electronic
medical records (EMRs) using thefollowing eligibility criteria:
(2) rostered patient to the practice, (2) 10 or more visits to the
clinic within the previous 12 months, and (3) 5 or more
medications. Generated EMR lists were reviewed by providers
to screen for patients who they considered had complex care
needs. Once a list was finalized, patients were invited to
participate through recruitment letters mailed to their homes.

Data Collection

Table 3 summarizes our evaluation framework including
outcome, process, and context measures collected at the patient,
provider, and system levels. As noted in the table, interviews
with intervention patients, providers, managers, and
administrative staff were conducted at the end of the study.
These semistructured interviews were conducted one-on-one
between the participant and 1 member of the research team. The
patient interviews were conducted immediately following the
off-boarding session with the provider (the last appointment
where they discussed goals at the end of the study) and lasted
between 30 and 60 min. Providers were interviewed in their
offices, interviews lasting between 30 and 60 min, within 3
months of the end of the trial.

Table 3. Datacollection for electronic patient-reported outcome tool exploratory trial.

Tool and method Datacollection

Concept and measurement level Variable
Outcome
Patient Self-management
Quality of life
Person-centered care delivery
Provider Delivering patient-centered care
Process
Patient Tool experience
Patient Tool experience
Provider Tool experience
Organization Provider workflows
Context
Patient Patient demographic and characteristics
Provider Provider demographic and characteristics
Organization Resources, support, and training
System

ments, and funding

Structure, data standards, legal require-  Provider and manager interviews

Patient Activation Measure Baseline; 4 months
Baseline; 4 months

Baseline; 4 months

Assessment of Quality of Life Scale

Patient Assessment of Chronic Iliness Care
Provider interviews Postintervention
Post-Study System Usability Questionnaire 4 months
Patient interviews Postintervention
Provider interviews Postintervention
Provider interviews Postintervention

Electronic medical record extraction Patient  Preintervention

information sheet
Provider information sheet Preintervention
Provider and manager interviews Postintervention

Postintervention
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Although the length of time from end of trial to interviews was
a bit longer for providers, this was unavoidable because of
challenges faced while booking interview times with busy
clinicians. Given it was aunique experience for most providers,
they were able to recall the experience and provide in-depth
feedback. Only 1 provider explicitly noted some challengesin
recalling the intervention.

Patients and providers were asked to tell usthe story about how
they used thetool over the 4 months, what (if anything) changed
because they used thetool, the challenges and benefitsthat were
experienced, and then more directed questions and probes
around the usability of the tool. Providers and managers were
additionally asked to reflect on enablers and barriers from a
clinical and organizational perspective as they told the story of
using the ePRO tool. Interviews were audio-recorded and
transcribed verbatim. Asis consistent with qualitative analysis
methods[36], postinterview memoswere written by researchers
who conducted the interviews and included in the dataset to
guide analysis.

Data Analysis

Patient outcome data were analyzed by calculating overall and
domain scores of the AQoL-4D (standardized scores of
Independent Living, Mental Health, Relationships, Senses, and
total), PACIC (Patient Activation, Delivery System Design and
Decision Support, God Setting, Problem-solving and Contextual
Counseling, Follow-up and Coordination, and total), and PAM,
including changes in scores between baseline and 4-month
follow-up periods within groups and between intervention and
control groups. Due to the small sample size, the Wilcoxon
signed-rank test was used to compare paired survey datameans
between pre and post for both control and intervention groups,
and the Mann-Whitney test was used to compare the change in
scores from pre and post between the Control and Intervention
groups. Quantitative data on tool experience captured through
the PSSUQ were analyzed using standard descriptive statistics
across subdomains. Datawere analyzed using SPSS version 25
(SPSSInc).

Qualitative data collected through patient, provider, manager,
and administrator interviews were analyzed using qualitative
description [37] tofirst categorize and identify dominant themes
in the data. Overal, 3 coauthors engaged in the iterative
inductive coding of transcriptsto identify codes. The coauthors
double coded a subset of interviews to validate the codebook.
Codeswereidentified at the patient, provider, organization, and
system levels, as well as codes relating to the technology.
Through this process, descriptive codes were categorized into
thematic groupings. Once the authors agreed upon the
descriptions and application of the codes, al interview
transcripts were coded using NVivo 11 (QSR International). A
summary of findings was shared with patient and provider
participantsfor member checking. No suggested modifications,
concerns or issues were raised by participants.

http://formative.,jmir.org/2019/1/e11950/
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Results

Participants

A total of 201 patients were identified and mailed invitations
(113 at site 1 and 88 at site 2). Overal, 16 patients (21
consented, 5 withdrawals) participated in the study across the
2 sites. Of them, 9 were randomized into the intervention arm
and 7 to the control arm. Intotal, 11 of the patientswerefemale,
most of whom were in the age group categories of 55 to 64
years (n=7) or 65 to 74 years (n=5), and 9 patients reported
having 3+ chronic conditions. A total of 15 patients reported
either comfortable or very comfortable with a computer; 14
reported either comfortable of very comfortable with a
smartphone or tablet.

The vast majority of patients who were contacted simply did
not respond to our emails and follow-up phone calls. For those
wewere able to speak to directly, the main reasons they did not
wish to participate were: (1) they were already overwhelmed
with managing their health needs and did not want to add
another responsibility, (2) they were not sure they had health
goalsthey could work on, (3) they did not self-identify ashaving
a chronic condition (eg, some patients did not consider
hypertension or even diabetes as a chronic condition) and
therefore felt they did not meet the inclusion criteria, and (4)
they had concerns about using technology (they did not have
much experience using technol ogy).

A tota of 6 providers participated in this study, including 2
physicians (1 of whom held a managerial role), 1 nurse
practitioner, 2 registered nurses (1 adiabetes educator), 1 socia
worker, and 1 dietitian. A total of 6 providers reported they
were comfortable with computer and tablet technologies. An
administrative staff member involved in the implementation of
the study was a so interviewed. I nterviews were conducted with
al 9 intervention patients, al 6 providers (1 of whom was aso
aclinical lead), and the 1 member of the administrative staff.
All interviews were conducted at one time.

Electronic Patient-Reported Outcome Contexts,
Processes, and Outcomes

Quantitative and qualitative datafrom the exploratory trial were
mapped onto a context, process, and outcome framework.
Although some of this mapping came directly from our design
(see variables described in Table 3), we pulled data from
interviews to identify additional variables perceived as having
an impact on the intervention. Variables extracted from our
interviews include the following: the patient-provider
relationship, patient motivation, confidence and responsibilities,
provider attitudes and beliefs, organizational culture and work
environment, patient usein daily life, the process and adoption
of the goal-oriented care process (beyond just the use of
technology), additional outcomes including patient
goal-attainment, and perhaps most notably the research project
process. Figure 1 offers a comprehensive descriptive list of all
identified constructs.
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Figure 1. Context, process, and outcome constructs present in the electronic patient reported outcome exploratory trial. AQoL-4D: Assessment of
Quality of Life Scale; GAS: goal -attainment scale; PAM: Patient Activation Measure; SES: socioeconomic status.
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Electronic Patient-Reported Outcome Context

Asdepictedin Figure 1, contextual variablesat patient, provider,
organization, and system level were all found to play alikely
role in the ePRO intervention. Not only are there multiple
components to consider at each level but these levels aso
intersect. In particular, the patient-provider relationship was
found to be a critical context for this intervention, which also
drove some key mechanisms of change (described in our Content
Theory section).

Electronic Patient-Reported Outcome Process

Process variables can be broken into existing processes as
compared with new processes introduced by the ePRO
intervention. Existing processes provide an indication of the
types of work conducted by providers (eg, clinical work as
usual) and patients. For clinicians, work asusual includesseeing
patients, engaging in decision-making activities, documenting
encounters, following-up, and referring asrequired. For patients,
usual work involves engaging in their everyday lives, which
often involves managing their complex health and social care
needs. The intervention process introduced new work for both
patients and providers who were asked to engage with a novel
technology as part of care. Notably, although FHTs had adopted
goal-oriented care as part of usual practice, this study showed
that the tool introduced new ways of engaging in this approach,

http://formative.,jmir.org/2019/1/e11950/
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making it both an existing and new process. Finally, theresearch
project process itself played an important role (see Content
Theory section).

Electronic Patient-Reported Outcomes

Patient pre- and postsurvey results are presented in Tables 4
and 5. No statistical differences were seen for pre versus post
means of overall or subscale scoresof AQoL, PACIC, and PAM
in both control and intervention groups, nor between control
and intervention; however, the sample is not sufficiently
powered to pick-up change. Asexploratory trials are often used
to help determine sample size for larger trids, effect size
estimates were calculated using Cohen d. As can be noted in
Table 5, the confidence interval ranges are quite large, which
is unsurprising given the small sample, and make it difficult to
generate meaningful effect sizes.

Interestingly, control patients had a lower reported quality of
life at baseline as compared with intervention patients, who
scored above the norms reported in the literature [38].
Interestingly, the SDs are smaller than those reported norms,
suggesting less variability in our relatively small sample. The
greater homogeneity of the sample might be connected to some
of the reasons patients chose to decline the participation
described above, resulting in a group that looks a bit more
similar than the broader complex patient popul ation.
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Table 4. Pre/postsurvey means and standard deviations of control and electronic patient-reported outcome intervention groups.

Measures Control, mean (SD) Intervention, mean (SD)
Pre Post Pre Post
Assessment of Quality of Life Scale (standardized scores)®  69.05 (17.23)° 65.48 (17.56)° 83.33 (5.38)° 84.57 (11.96)°
Independent living 74.60 (33.16)° 77.78 (22.22)° 95.06 (8.07)° 92.59 (18.43)°
Relationships 63.49 (25.43)° 61.90 (30.67)° 83.95 (12.56)° 85.19 (11.11)°
Mental health 55.56 (18.14)° 44.44 (22.22)° 65.43 (17.07)° 65.43 (21.11)°
Senses 82.54 (24.73)° 77.78 (21.28)° 88.89 (9.62)° 95.06 (8.07)°
Patient Assessment of Chronic Iliness Care® 3.25(0.88)° 257 (1.31)° 3.61(0.98)° 3.39 (1.16)°
Petient activation 3.33 (1.00)° 2.87 (1.58)¢ 4.19 (0.89)° 3.81 (1.31)°
Delivery system Design and decision support 2.86 (0.96)° 2.50 (1.36)¢ 4.11 (0.90)° 3.67 (1.19)°
Goal setting 2,97 (1.15)° 2.29 (1.26)¢ 3.31(1.30)° 3.22 (1.20)°
Problem-solving and contextual counseling 3.50 (1.36)° 2.85 (1.75)° 3.78 (1.16)° 3.4 (1.35)°
Follow-up and coordination 3.49 (0.81)° 252 (1.33)° 3.16 (1.13)° 3.09 (1.26)°
Patient Activation Measure 55.91 (10.15)° 54.96 (22.34)f 68.90 (15.72)° 68.15 (17.16)°
Post-Study System Usability? Questionnaire® _h - - 3.83 (1.84)°
System usefulness — — - 3.78(2.24)°
Interface quality — — — 3.46 (1.95)°
Information quality — — — 3.92 (1.51)°

8High scores indicate lower functioning.

Bn=7.

n=9.

dHigh scores indicate higher functioning.

€n=5.

fn=6.

9PSSUQ scores were only collected post study for intervention patients who used the technol ogy.
PNot applicable.
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Table5. Effect size and change scores for control and el ectronic patient-reported outcome intervention groups.

Measures Control Intervention Mann Whitney
test (P value)
Cohend 95%CI of difference  Pvalue  Cohend 95% Cl of difference P vaue
Assessment of Quality of Life -0.23 -10.86t0 18.01 031 0.12 -9.37t06.9 0.48 0.21
Scale (standar dized scores)?
Independent living 0.17 -20.691t0 14.34 0.71 -0.12 -13.9510 18.89 >.99 0.54
Relationships -0.04 -34.71t0 37.88 0.68 0.07 -14.36t0 11.89 0.89 0.76
Mental health -0.36 -17.34t0 39.56 0.48 0 -12.08t0 12.08 0.89 0.84
Senses -0.19 -18.11t0 27.63 05 0.63 -13.7t01.36 0.1 0.09
Patient Assessment of Chronic —0.59 -0.381t01.09 0.23 -0.23 -0.521t0 0.96 0.77 0.52
lliness Care”
Patient activation -0.24 -1.7t025 0.47 -0.34 -046t01.2 0.2 0.9
Delivery system designand 0.02 -1.9t01.83 0.89 -0.34 -0.56 t0 1.45 0.39 0.7
decision support
Goal setting -0.29 -0.63t01.01 0.59 -0.07 -0.95t01.13 0.95 0.7
Problem-solving and contex- —0.25 -12t018 0.58 -0.43 -0.291t00.93 0.26 0.9
tual counseling
Follow-up and coordination -1.09 -0.1to 1.54 0.07 -0.05 -0.92t01.05 0.91 0.52
b -0.15 -8.08 t0 10.89 0.89 -0.04 -12.07t0 13.56 0.57 0.86

Patient Activation Measure

8High scores indicate lower functioning.
bHigh scores indicate higher functioning.

Qualitative interviews point to additional outcomes beyond
those anticipated in the original design. Patients reported gaining
confidence and an increased motivation to engage in the
behavior change needed to help achieve goals. Patients and
providers also reported attaining and exceeding goals such as
regularly attending health and wellness programs, improved
sleep, weight loss, and improved blood pressure. Providers
reported improved person-centered care delivery by having a
tool to help guide collaborative conversations and better engage
in goal-oriented care as a process.

The qualitative data thus provide us with a more in-depth
understanding of the impact of the intervention than the
guantitative dataalone. These varying pictures of impact offered
by quantitative and qualitative data require us to better
understand what is driving the changes we are seeing. This
better understanding of why we observe these changes can be
achieved through an exploration of the mechanisms that link
contexts and processes to observed outcomes. The following
section offers our analysis of the mechanisms that are likely
informing these outcomes.

Using Narrative Analysisto Uncover Central and
Peripheral M echanisms

Our findings suggest a range of potentially applicable theories
and frameworks that might be influencing outcomes. Theories
of patient self-management and individual behavior change are
likely applicable given theintention of the ePRO tool supporting
god setting and attainment. However, identifying which ismost
applicable can be challenging. A recent scoping review of
theories of behavior changein the social and behavioral sciences

http://formative.,jmir.org/2019/1/e11950/

literature found 82 behavior and behavior change theories
available [39], dozens of which could be applicable in this
intervention. In addition, usability, organizational behavior, and
technology use theories, such as the Fit between Individual,
Task, and Technology [33], could also apply.

Rather than identifying all possible applicable theories,
frameworks, and relevant disciplinary approaches and then
engaging in concept mapping, often unfeasible in tight study
timelines, we decided to draw on narrative methods. Narrative
and ethnographic methods are being increasingly adopted in
the evaluation of complex eHealth interventions [29,40-43],
and they can help capture contextual variables as a means to
illuminate complexities and tensions[44]. Although we did not
explicitly conduct a narrative study as part of our exploratory
trial, theinterviewswith patients, providers, and administrative
staff provide us with shared stories of technology use, thereby
offering the opportunity to adopt a narrative analysis approach
to illuminate dominant constructs likely to be influencing our
outcomes.

Using a descriptive narrative approach [45], coded transcripts
were reviewed to search for common themes, and short
summaries were written for each transcript. Saturation of
dominant themes occurred by the fourth provider and manager
interview. A summary memo was written on these themes,
which was shared with coauthors for review and discussion.
The same method was repeated for patient interviews; saturation
of themeswas similarly achieved. We present dominant themes
from provider and patient narratives below and use these to
update Figure 1 with a visua pathway to link contexts,
processes, and outcomes.
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Provider/Manager Narrative Themes

Overdll, 2 dominant themes were found across the provider,
manager and administrator transcripts reviewed: (1) research
versus real-world and (2) meaningfulness. Each theme has a
dightly different tone and nuance acrossthe different interviews
and was moderated by context variables.

Resear ch Versus Real World

Every provider discussed how the adoption of ePRO was
different in the context of research than what would be expected
in real-world practice. Particularly concerning to providerswas
timing constraints of the research study, meaning that patients
had to be identified and on-boarded in a particular window,
which did not fit into the way things usually work. Providers
reflected goal -oriented care should happen organically and take
into account patient readiness and the rel ationship between the
patient and provider. Simply put, a strict research timeline did
not resonate with the iterative nature of the goal-oriented care
process:

I think because health coaching or change processes
issuch an iterative ongoing process that in the longer
term,it would sort of come in and out of being useful
for me, 1 think. In times when someone was really
willing to work on a goal and really wanted to
progress, then being able to track that change would
have been really helpful. [Nurse]

Even though the tool had been codesigned with providersto fit
their usua clinical workflow, adopting ePRO in a research
environment was perceived as a new process, which was
challenging in a busy clinic environment where providers
experience competing demands. Among the recommendations
for improvement wasthe suggestion to integrate the technol ogy
into the practice EMR, atool aready highly used as part of the
clinical workflow of providers. The clinical leader at site 1
reflected on the tension between a busy clinic and the research
process; later in their story, they suggested how better alignment
to clinical priorities (context) would improve adoption:;

Sometimes research studies are as they areqjust a
little bit clunky to fit into regular life. But it was a bit
of around peg, square holesituation[...] [Providers]
were making it work into the work flow as opposed
tojust sort of fitting into the work flow. And so | think
that they got kind of stuck at that level as opposed to
kind of moving on and moving forward with the
patient goal.

..there's all these layers of things [the teams] have
to do [..] So we all have to have a quality
improvement plan. We all have to have matrix that
we need to report on [..] there's eventually an
opportunity to say, look, [ePRO] is part of either a
patient satisfaction matrix or a complexity
management matrix or kind of actually making it into
the work, making it what people are about, they will
likely, again, be a bit more engaged and use it more.
[Physician and Clinical Lead]

http://formative.,jmir.org/2019/1/e11950/
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M eaningfulness

The second dominant theme in the providers' stories was about
the meaningfulness of the ePRO tool to themselves, their
patients, and to their organization. Providers often reflected on
what they felt the role of technology should be: desiring a tool
that would provide actionableinformation to assist with clinical
decision-making, in addition to improving workflow efficiencies
resulting in lesswork” (Nurse), meaning fewer clinical activities
needed to meet patient needs. Meaningfulness to the
organization was often around meeting performance metrics,
asidentified by the clinical leader of the FHT.

In almost all stories, providers discussed how important it was
that the eéPRO tool be meaningful to patients. Interestingly, for
most providers, the challenges regarding fitting the tool into
their practice were mitigated when they felt their patients
benefitted from using ePRO:

It would definitely be adding work, | would say,
because it takes up that time in the appointment. It
would take up moretimethan just having a discussion
about SMART goals. But that being said, if it's
beneficial to the patients then I'mwilling to do that.
[Registered Dietitian, Diabetes Educator]

Some competing stories emerged regarding how patient contexts
would change whether the tool was meaningful to patients or
not. For instance, several providers noted that patientswere not
ready to goal set or had needs that were too complex to engage
in goal setting, stating that it would “only work for those super
motivated patients’ (Registered Dietitian, Diabetes Educator),
whereas other providers suggested patients were too capable to
see benefits from the tool:

[the patient] was already quite an active
70-something year old woman, that maybe she needed
less sort of pushing, motivating and prompting than
maybe if she was like a smoking cessation person
where it is a very hard thing to change and to do
which might require a lot more checks and check-ins.
[Nurse Practitioner]

An interesting reflection from 1 provider (and resonated with
patient stories discussed below) is how the collaborative nature
of thetool increased the meaningfulness of thetool for patients
and hel ped to motivate them toward their goals:

Now, when they’ ve had their own apps or their own
journals, they didn’t stick to it. And | think maybe
[ePRO] made them feel more responsible in a sense.
Maybe because | was involved or someone else was
involved, and so they felt they had that responsibility
to doit. So someone did definitely lose weight using
the application just because of keeping him more
mobile and active. The majority said they found it
useful for sure. [Physician]

Patient Narrative Themes

The narrative analysis of patient stories revealed, 2 dominant
themes, 1 around goal reminders and progress monitoring, and
the other regarding the crucial role of the provider. The
expression of these themes varied in terms of whether patients
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weretechno-savvy (identifying greater technological experience
and comfort) or techno-timid (reporting less experience and
comfort with technology).

Goal Reminder and Progress Monitoring

Both patient groups talked about how useful the tool was as a
reminder and as a way to monitor their progress (or lack of
progress) toward achieving their goals. Reporting was perceived
as either positive or negative depending on how well the goal
had been defined and measured. A techno-timid participant
shared her thoughts:

Having to report that | didn't do what | was

[ supposed] to be doing made methink, “ OK, well I'll

try to make that up on [another day] when | wasn’t

supposed to exercise” ...So | think it was useful for

me as a guilt thing sitting on my shoulder. [Female

patient, 65-75 years)
If patients found the goa meaningful and realistic, then the
feedback from the tool was reinforcing, resonating well with
the providers reflections on meaningfulness. However,
sometimes setting goals incorrectly meant that they achieved
the goal quickly; therefore, continuing use had little point. A
techno-savvy participant shared his thoughts:

The goal was pretty simplistic and | set the goals
probably too low. So it wasn't really a challenge at
all and | didn’'t get a heck of a lot out of it. [Mae
patient, 75+ years)

The Crucial Role of the Provider

The patients echoed the physician's reflection that the
collaborative nature of the goal-oriented approach was an
important motivating factor. Both techno-savvy and techno-timid
groups emphasized theimportance of working with their health
providers during the goal-setting process. Participants with
positive experiences worked with their providers to identify
relevant goals, and they negotiated meaningful levels of goal
attainment. A patient added her suggestion:

Make sure the goal is stated in a way that is
meaningful and can be tracked in a meaningful way.
| would say the most important part of the wholething
for a patient would be working with the provider to

http://formative.,jmir.org/2019/1/e11950/
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get those goals just right. [Female patient, 45-54

years]
The patient participants perceived the role of the provider in
helping to narrow and focus the goal as encouraging and hel ped
to identify areas that need work. For example, 1 techno-savvy
participant described having set 3 goals. Progress was evident
for 2 of the goals, but it became clear that more focused work
was needed on the third goal. The participant independently
came to this realization as she monitored her own progress on
thetool:

| found the question related to how confident are you
that you will reach your goal...was a really good
question because asit went on, | could just see| went
from I'm sure | can do this to Oh, it's hopeless
(laughs). [Femal e patient, 45-54 years]

Bringing It All Together to Generatea Content Theory

The narrative themes point to core mechanisms that are likely
driving ePRO intervention outcomes. Most important are the
notions of meaningfulness for patients and providers, which
were influenced by key contexts including the patient-provider
relationship (which enables collaborative goal setting),
participant comfort with technology, the providers work
environment, and the research process itself. These contexts
moderate patient and provider adoption of the ePRO tool, which
we expect will impact patient and provider outcomes. Most
interesting istherole of the research processin relation to these
contexts and how patients and providers assign meaning to
intervention activities. For instance, stringent research timelines
prevented more natural use of thetool in delivery of care, which
forced participants to fit to the tool rather than incorporate it
into their work and daily lives.

We offer avisual representation of how these mechanisms map
onto our context, process, and outcome variables in Figure 2.
Unidirectional arrows show how contexts and the research
processinfluence the intervention process. Bidirectional arrows
indicate processesthat interrel ate with each other over the course
of the intervention. The dashed-line arrows indicate how we
expect the processes to influence the outcomes collected at this
stage, which would be tested in the next larger trial. Our
discussion offers a likely theory to explain the nature of these
mechanisms.
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Figure 2. Dominant mechanisms driving electronic patient reported outcome trial outcomes. AQoL-4D: Assessment of Quality of Life Scale; PAM:

Patient Activation Measure.
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Discussion

Principal Findings

Outcome data alone suggest little change occurred for either
control or intervention groups from preto poststudy across any
of our outcome measures. | ntervention patients appeared to have
a lower reported quality of life but higher levels of activation
as compared with control groups. Notably, patient-centeredness
seemed to go down for intervention patients according to the
PACIC survey. Although the sample size is too low to capture
real change, the narratives shed light on what variables might
have an impact on these outcomes and point to areas that might
be missed in looking at outcome data alone.

The narrative themes suggest fitting the ePRO tool into regular
provider clinical work processes and patient daily activitiesis
a critical mechanism and it points us in the direction of
Normalization Process Theory (NPT) to uncover the nature of
the mechanisms of our intervention. NPT's emphasis on the
socia production and normalization of work helpsus understand
participant interactions with al aspects of the intervention,
technological, processual, and social [46-48]. The theory
suggests that new processes take hold through 4 generative
mechanisms. coherence, cognitive participation, collective
action, and reflexive monitoring. Through these mechanisms,
new activities or practices become normalized and part of the
everyday routine of actors.

We can see examples of all 4 generative mechanisms driving
participant actions in the case of the ePRO tool. In terms of
coherence (sense-making work), our narratives show how the
perceived meaningfulness of the ePRO tool was crucial to
overcoming contextual barriers (the research process) to
adoption. Cognitive participation (rel ational work) and collective
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action (operational work) drove perceived meaning through
patients and providers interacting with each other around the
intervention, allowing them to legitimate tasks and assign roles
and responsibilities when using ePRO. Engaging in these tasks
effectively (setting up appropriate goals, patients remembering
their goals and monitoring, and then following up together) was
essential to meet outcomes reported in qualitative findings.
When patients and providers saw the value of eéPRO, through
patients achieving and exceeding goals, meaningfulness
increased and supported ongoing appraisal (or the reflexive
monitoring mechanism) of the tool.

Many of these positive procedural changes are not captured in
guantitative outcome data. The qualitative data provide aricher
picture of outcomesthat could be captured over the shorter term,
such as patient motivation (related to empowerment), which
can have a positive impact on outcomes [49]. Using narrative
analysis, we are able to more clearly see the mechanisms of
change needed to move the outcome dial over the longer term
in a full-scale tria. For this trial we will need to do the
following: (1) collect data on the perceived meaningful ness of
ePRO to al participants (capturing coherence and relational
work), (2) adopt a more pragmatic trial approach to better fit
the research into the real-world environment (addressing
operational work), and (3) pay careful attention to the process
of goal-oriented care, particularly the patient and provider
interactions and relationships (capturing relational work and
reflexive monitoring). Critical to addressing all 3 aims is the
adoption of an embedded ethnography that includes
patient-provider interaction observations, interviews at multiple
time points that probe on key areas, and an iterative analysis
method that supports building interpretation of findings as we
go. Wewill adopt Greenhalgh and Swinglehurst’s[29] approach
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to ethnographic information communication technology
evaluation as a methodological and analytic guide.

Limitations

One of the most important limitations in this study is that we
did not explicitly aimto collect patient and provider narratives;
therefore, our method had to be modified to look at shared
stories on how participants used technology. One potential
limitation isthat we only conducted interviews with participants
once, whereas narrative approaches often suggest multiple
interviews to craft participant stories[36]. Instead of thorough
additional interviews, we collected additional data regarding
the stories of adopting ePRO through reflective memos and in
team meetings. The team was engaged with the sites weekly,
often daily, memoing on the exchanges and experiences, which
allowed us to iteratively analyze and interpret the story of the
intervention as we went. As noted previoudly, this type of
iterative analysis is consistent with many qualitative method
approaches including narrative [ 36].

Although the small sample meant we could not engage in more
advanced statistical methods, it did allow usto do amuch more
in-depth qualitative analysis, which is perhaps more important
at the stage of an exploratory trial. As noted in our findings
section, the sample was also more homogenous than we
expected, potentially reducing generalizability of findings to
broader complex patient populations. However, it is possible
that the goal-oriented care approach is more appropriate for a
particular subset of patients with complex care needs; it is a

Steele Gray et a

new question we are exploring through another project in our
current research program. However, the adoption of atheoretical
framework and in-depth qualitative analysis does support
transferability [50] of findings to other settings.

Finaly, we were missing ethnographic observation, which
potentially limited our ability to generate additional insights
into the role of the patient and provider relationship and could
have shed some light on some of the contradictions found in
this study. Our full trial of the ePRO tool will include an
embedded ethnography with more explicit use of narrative
interview methods as a means to address these gaps.

Conclusions

Evaluating complex interventions marks a significant
methodological challenge, which may be especialy crucial in
interventions that incorporate technology as an added layer of
social complexity. Simply identifying all likely contexts,
processes and outcomes, and underlying mechanisms might be
unwieldy, leading to more questions than answers with regard
to findings from our studies. Furthermore, this might make it
difficult or impossible to clearly identify the content theory
driving the intervention. We suggest studies of complex
interventions, particularly those that incorporate eHealth
technologies, adopt phased and integrative eval uation methods
as we have done here. Using narrative analysis as a part of
exploratory trials offers a useful methodological approach to
help identify more central mechanisms underlying our complex
interventions that drive outcomes.
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Abstract

Background: Many patients choose to audio-record their medical consultations so that they can relisten to them at home and
share them with family. Consultation audio-recordings can improve patients' recall and understanding of medical information
and increase their involvement in decision making. A hospital-endorsed consultation audio-recording mobile app would provide
patients with the permission and meansto audio-record their consultations. The Theory of Planned Behavior provides aframework
for understanding how patients can be encouraged to appropriately audio-record consultations.

Objective: The aim of this study was to use a co-design process to develop a consultation audio-recording maobile app called
SecondEars.

Methods: App development began with stakeholder engagement, followed by a series of 6 co-design workshops and then user
acceptance testing. Stakeholder engagement included advice from legal, information technology (IT), clinical and alied health
leads; digital strategy; and medical records. he co-design workshopswere attended by: patient consumers, members of the research
team, IT staff, the app designers, clinicians, and staff from medical records. During workshops 1 to 4, the purpose and scope of
the app were refined, possible pitfalls were addressed, and design features were discussed. The app designers then incorporated
the results from these workshops to produce a wireframe mock-up of the proposed SecondEars app, which was presented for
feedback at workshops 5 and 6.

Results: The stakeholders identified 6 requirements for the app, including that it be patient driven, secure, clear in terms of
legal responsibilities, linked to the patient’s medical record, and that it should require minimal upfront and ongoing resources.
These requirements informed the scope of the co-design workshops. The workshops were attended by between 4 and 13 people.
The workshop attendees developed alist of required features and suggestions for user interface design. The app developers used
these reguirements and recommendations to develop a prototype of the SecondEars app in iOS, which was then refined through
user acceptance testing.

Conclusions. The SecondEars app alows patients to have control and autonomy over audio-recording and sharing their
consultations while maintaining privacy and safety for medical information and legal protection for clinicians. The app has been
designed to have low upkeep and minimal impact on clinical processes. The SecondEars prototype is currently being tested with
patientsin aclinical setting.

(IMIR Form Res 2019;3(1):€11111) doi:10.2196/11111
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Introduction

Background

Facilitating Patient-Centered Care

Shared decision making and patient participation are essential
elements of patient-centered care [1]. However, patient
participation is reduced when patients do not understand or
remember information given to them by their health care team
[2]. Patients' ability to retain health care information can be
compromised if the patients have low health literacy or language
barriers or if the information is complex or distressing [3-5].
Consultation audio-recordings are an effective method to
improve patients recall and understanding of medica
information and subsequently increase their involvement in
decision making [6-10].

Smartphones for Consultation Audio-Recording

With the increase in smartphone ownership, patients are taking
the initiative to audio-record their medical consultations
themselves [11]. Recording of consultations is predominantly
undertaken because of a desire to increase understanding and
to facilitate discussions with family [12], but only afew health
care systems have recording policies in place and patients
sometimes audio-record consultations without their clinician’s
knowledge [13,14]. Patients have therefore self-identified a
problem in their care—namely, their lack of understanding and
recall of medical information—and a solution to this problem:
mobile health (mHealth) technol ogy. Furthermore, patients have
expressed a desire for health care providers to institute clear,
permissive strategies to facilitate consultation audio-recording
[12]. Previous studies have al so emphasi zed the patients’ desire
to control which consultations are audio-recorded [5]. Clinicians
and health care providers must now work with patients to
implement official systems of consultation audio-recording to
facilitate an environment where audio-recording is openly
encouraged. Medico-legal and trust concerns may be a barrier
for some clinical staff regarding participation in consultation
audio-recording [15]. An official consultation audio-recording
system, such as a suitable smartphone app, may mitigate any
potential fear or mistrust that could emerge between the patient
and clinician as a result of audio-recordings. A suitable
consultation audio-recording smartphone app would promote
responsible use of consultation audio-recording, meet relevant
lega requirements, and align with patient-centered care by
placing control in the hands of the patient.

Previous consultation audio-recording studies have utilized
digital recorders or Dictaphones operated by hospital staff, and
a copy of the audio-recording was then given to the patient to
take home on an audiotape, CD, or USB [16-19]. Dictaphones
require resource-intensive setup and maintenance by staff. The
administrative load of this system prohibitsimplementation into

http://formative.,jmir.org/2019/1/e11111/
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usual care, and it prevents patient control over the
audio-recording. Clinicians and hospital administrators
understand that consultation audio-recordings are beneficial for
patients, but they emphasize that successful implementation
would require a system that (1) has low upkeep with minimal
burden on clinical processes and resources, (2) addresses
medico-legal concerns, (3) clearly defines who is responsible
for the audio-recording once it is made, and (4) responds to
patient preference by all owing the patientsto control when they
audio-record and with whom they share the audio-recording
[11,15].

Co-Design of a Smartphone App

If a consultation audio-recording app is to meet the needs of
patients, family, clinicians, and hospital administrators, all
stakeholders must be involved in the app design and
development [20]. Experience-based co-design is the process
whereby future end users and other stakeholders draw on their
experience and work with designers to design a product or
service [21,22]. The experience-based co-design approach
appliesthe key tenets of patient participation. Patients, as experts
in their care, are involved in all facets of the project from
solution generation, project design and oversight, through to
design and testing. Patients have already identified smartphones
as ameans to audio-record their consultations [11,13,14]. The
aim of this study was to use experience-based co-design to
design a consultation audio-recording mobile app called
SecondEars that utilizes this patient-identified solution while
working to meet theimplementation requirementsidentified by
clinicians and hospital administrators.

Objectives
The objectives of this co-design study were to:

1 ldentify and engage the stakeholders integral to
implementation of mHealth technology within a hospital.

2. Facilitate co-design workshops to identify the necessary
features of the app.

3. Develop awireframe of the app.

4. Conduct user acceptance testing of the app.

5. Complete a prototype of the app.

Future publications will report on the piloting and
implementation of the SecondEars app into usual care.

Methods

Study Design

This study was conducted at the Peter MacCallum Cancer Centre
(Peter Mac) in Melbourne, Australia, and was approved by the
relevant ethics committee (reference number: 16/07L).
Objectives 1 to 5 were met via the co-design process outlined
in Figure 1. All workshop attendees provided written informed
consent.
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Figure 1. The co-design process for the SecondEars consultation audio-recording app.

Stakeholder Wireframe
consultation - Workshops 1 to 3 =»  Workshop 4 e o developed
Goals, problem definition, Solution inspiration
assumptions to test and prioritization
Prototype User acceptance Prototype
Workshop 5to 6 = developed > testing —> refined

User experience design

Theory of Planned Behavior

The Theory of Planned Behavior provided aframework for the
design and future implementation of the SecondEars app. The
Theory of Planned Behavior posits that a person’s behavior is
directly related to the person’s intentions, which in turn result
from subjective norms, beliefs, and perceived control over the
behavior [23]. If the patients are to be encouraged to responsibly
audio-record consultations, the following should be addressed
in the design of the SecondEars app:

1 Clinicians’, hospital administrators’, and patients’ beliefs
about consultation audio-recording

2. Patients perceived control over audio-recording

3. The subjective norms of consultation audio-recording

Apps are user-controlled; it would be up to the patients to
download and use an app on their own device, thereby
supporting perceived control. An app can be promoted by the
hospital, giving patients permission to audio-record openly,
thereby developing a subjective norm. An app could also link
audio-recordingsto the hospital’s medical record or information
technology (IT) systems and alow patients to share the
audio-recording with family or friends, indicating the safety
and utility of audio-recordings, which may change clinicians’,
hospital administrators', and patients’ beliefs about consultation
audio-recording.

A well-designed consultation audio-recording mobile app could
therefore positively influence behavioral, normative, and control
beliefs and, according to the Theory of Planned Behavior,
change intentions and encourage responsible audio-recording
behavior.

Stakeholder Engagement

Initial consults with key stakeholders began in 2016 and
continued throughout the development process. This early
engagement informed the legal and technical requirements of
the app before commencing the co-design process (see the
Results section for a summary of these requirements). The
following 16 stakeholders were consulted: 2 members of the
hospital’s legal department, 4 members of the IT department,
including the head of department, 5 clinical and allied health
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leads, the director of digital strategy, the head of the medical
records department, and 3 consumer advocates. These
stakeholders were kept informed throughout the devel opment
process and some attended workshops. The consumer advocates
also took aformal place within the project steering committee
as associate investigators. The proposed requirements of the
app were reviewed and approved by the New Technology
Review Committee at Peter MacCallum Cancer Centre in
December 2016.

Developer Engagement

A local mobile app development company, Wave Digital, was
contracted in February 2017 to create the SecondEars app. Wave
Digital readily embraced the co-design approach and used
elements of the Design Sprint methodology to structure the
design process [24].

Co-Design Workshops and Activities

A total of 6 co-design workshops were held between April and
June 2017 (see Figure 1). Some of the methods used to dlicit
information during the workshops included frequently asking
open and obvious questions such as “Why.” In addition,
rephrasing assumptions or problems as questions was critical
to accurately capture the goals for the product and identify the
problem the product was attempting to solve.

Stage 1: Goals, Problem Definition, and Assumptions
to Test (Workshops 1-3)

Before the first workshop, the attendees were briefed on the
rationale for developing the SecondEars app, the proposed
primary functions of the app, and the requirements and
congtraints that had been identified by the key stakeholders.
The following 3 questions were addressed in workshops 1 to 3:

1 What do we want the app to do?
2. How can we imagine the app failing?
3. Who will beinvolved in using the app?

To address question 1, the attendees brainstormed a list of
functions that the app should be able to do; this list was
iteratively added to and refined throughout workshops 1 to 3.
To address question 2, the attendees identified possible reasons
that the app may fail and then reframed these potentia pitfalls
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as knowledge-seeking questions. These knowledge-seeking
guestionswere used as starting pointsto generate strategiesthat
could be employed to prevent the potential pitfalls. To define
who would be involved in using the app (question 3), a
technique called Journey Mapping was used, and the attendees
mapped out the pattern of use for the app in the broader context
of the patient’s journey through Peter Mac. This included how
and when a patient may become aware of it; how and when they
may download it; who may encounter the app before, during,
or after the patient’s hospital consultation; and who may listen
to the audio-recording.

Stage 2: Solution Inspiration and Prioritization
(Workshop 4)

During workshop 4, attendees compiled alist of existing apps
that they believed were well designed, intuitive, or provided a
unique experience. These apps were then used to provide
inspiration for the user interface design of the SecondEars app.

The co-design team used the MoSCoW method [25] to prioritize
the desirable functions that had been identified during
workshops 1 to 3. MoSCoW stands for the following:
must-haves (Mo), should-haves (S), could-haves (Co), and
won't-haves (W). This method allowed the attendees to reach
a common understanding of the scope of the project and the
relative importance of each of the functions that were listed
during workshops 1 to 3.

Following workshop 4, the app developers used a technique
called wireframing to do the following:

1. Structure the composition of the features and functions of
the app (as prioritized during workshop 4).

2. Prioritize the content on those interfaces.

3. Connect the interfacesinto alogical user flow.

Stage 3: User Experience Design (Workshops 5 and 6)

Inworkshop 5, the proposed designsfor the app were presented
in paper form using a series of interfaces cut to size. The
feedback from this workshop informed the wireframes of the
app. These wireframeswere presented on an iPhonein workshop
6. The app developers conducted one-on-one user experience
feedback sessions with each of the attendees to gauge each
attendees’ thought process and responsesto using thiswireframe
design. Each attendee was given the wireframe app on an iPhone
and asked to compl ete the following 4 tasks without prompting:

1. Make an audio-recording and then listen back to it.

2. Write anote on one of the recordings.

3. Read previously made notes while recording a consultation.
4. Log out of the app.

User Interface Design

The fina stage of the design process was to create a visua
identity for the SecondEars app. The combination of a logo,
color, typography, and iconography was developed during the
design process. Those brand elements were then applied to the
interfaces of the SecondEars app, incorporating all feedback
gathered during the sixth co-design workshop.
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Development and User Acceptance Testing

Wave Digital used the finalized visual designs to develop a
prototype of the app. Immediate feedback from the research
team was incorporated and, in September 2017, the refined
prototype was released to the co-design team for user acceptance
testing so that any bugs could beidentified. All faultswere then
rectified before the SecondEars app was made available in Test
Flight mode on the Apple App Store.

Results

Iterative Refinement

Each stage of the devel opment process resulted in requirements
and refinements that were incorporated into the final design of
the SecondEars app. The outcomes of each stage of the
development process are outlined bel ow.

Requirements Identified Through Stakeholder
Engagement

The requirementsidentified by the stakeholders are outlined in
Table 1. These requirements established the design profile and
constraints of the SecondEars app and provided a foundation
for the workshops.

To meet requirement 6 (see Table 1), the research team chose
to develop a minimum viable product and assess its success
before making additional financial investment. For this reason,
some aspects of requirement 5 were not addressed in thisversion
of the app. Specifically, the research team decided not to
automate the app’s connection to the medical record until the
app had been piloted within clinical care. If piloting indicates
high uptake of the app, then the investment in the IT
infrastructure necessary to securely and automatically upload
the audio-recordings to the medical record would be justified.
In the interim, the audio-recordings would be securely hosted
through a cloud solution (Amazon Web Servers) with an
interface to alow the medical record staff to access the
audio-recordings and manually upload them to the patient’s
medical record if necessary, thus meeting requirement 3. The
research team identified a potential tension between requirement
1 and requirement 3: if the app is entirely patient driven, then
the responsibility of uploading the audio-recording to the
medical record falls to the patient. This process could not be
automated; therefore, the research teamintroduced arequirement
that al audio-recordings must be uploaded before they can be
played back or shared by the patient.

In response to reguirement 6, the research team decided to
further reduce upfront costs by initially creating the app iniOS
for iPhone, not Android. App development in Android is more
complex and costly asthe app design must be tested on alarger
number of Android devices, whereasiOS can be devel oped for
1 platform only. Developing for iOSfirst enables more feedback
to be gathered from users and any issues addressed before
investing in an Android version. It was therefore pragmatic to
delay releasing the app in Android until it had been piloted in
iOS.
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Wor kshop Attendees

Each workshop was attended by between 4 and 13 people who
together comprised the co-design team. The co-design team
included the following: patient consumers, members of the
research team, representativesfrom I T, app designers, clinicians,
hospital volunteers, and a representative from the medical
records department. Table 2 shows the number and type of
attendees at each workshop. One consumer attended 4 of the

Lipson-Smith et al

workshops (female, 56 years of age, previous experience as
both a patient and a carer, and self-identified as having
intermediate technology skills). Another consumer attended 2
of the workshops (male, 66 years of age, previous experience
as both a patient and a carer, and self-identified as having
intermediate technology skills). The third consumer attended
thefinal workshop (female, 64 years of age, previous experience
as a carer, and self-identified as having beginner technology

skills).

Table 1. The requirements of the app identified through stakeholder engagement.

Requirement

Description of requirement

Suggested means to meet the requirement

1. Patient-driven

2. Secure

3. Linked to medical record

4. Clear legal responsibilities

5. Minimal upkeep

6. Minimal upfront costs

The app should be used by patients, not hospital staff; If
the patient’s clinician has given permission to be audio-
recorded, the patient should have ultimate control over
when and how the patient uses the app; Thisis not only
important in terms of patient participation but also for
practicality and financial feasibility of the app (seerequire-
ment 5)

The audio-recordings saved on the app and shared from
the app must be secure as they will contain identifiable
information

Consultation audio-recordings should be considered a
part of the patient’smedical record; Saving original copies
of the audio-recordings on the patient’s medical record
may help guard against tampering or misrepresentation
in the case of amalpractice lawsuit

Patients using the app must be aware that they are legally
responsiblefor the safety of the audio-recordingsthat are
saved on and shared from their mobile, just asthey are
responsible for any copy that they are given of any com-
ponent of their medical record

Once devel oped and implemented into usual care, the app
should require minimal input from the staff and minimal
ongoing financial costs

Additional funding could not be sought until the app had
been piloted in a clinica setting and evidence was ob-
tained about the usability of the app, whether it met re-
quirements 1 to 5, and the extent of uptake among patients

The patient must be able to source, download, and use
the app independently, with minimal input from hospital
staff

Access to recordings should be given only to users of the
system via Secure Sockets Layer; The actual recording
files should never be sent via unsecure means (eg, short
message service, email); Strong password policy for Ad-
min access

Anoriginal copy of all audio-recordings made on the app
should be stored in the appropriate patient’s electronic
medical record, or in asecure location that is accessible
by medical record staff

Include statement of responsibility on the opening screen
of the app and in all app promotion material

Integrate the app into existing hospital procedures; Auto-
mate processes where possible (eg, automatic upload of
recordings from the app to the medical record); Use the
latest secure cloud infrastructure to keep ongoing costs

down

Develop aminimal viable product. Results of the pilot
can then be used to refine the product and support further,
ongoing funding; Develop iniOS only (not Android);
Delay investing in automating processes until after pilot-
ing
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Table 2. The number and type of attendees at each workshop.

Lipson-Smith et al

Category Workshop 1 Workshop 2

Workshop 3

Workshop 4 Workshop 5 Workshop 6

Researcher

App developer
Consumer

Information technology
Oncologist

Nurse

Allied health

Medical records

Hospital volunteer
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Outcomes From Workshops1to 4

In answer to question 1 (“What do we want the app to do?’),
the attendees took a blue sky thinking approach and articulated
an ultimate aim for the app, as well as a list of al possible
functions. The ultimate aim of the app was unanimously decided
and described as “Improve the quality of patients' care,” that
is, improving the quality of patients participation, understanding
and support during treatment, diagnosis, decision making, and
support during their cancer journey. Thiswas used as akeystone
upon which to design the app and guide decision making
regarding design, functionality, and utility. The possible
functions identified by the attendees included the following:
audio-record, share audio-recordings, listen back to
audio-recordings, use without help, secure, categorize and label

audio-recordings, send audio-recordings to Peter Mac, make
notes, and read notes.

Table 3 summarizes the potential pitfalls and corresponding
preventative strategies that were identified by the workshop
attendees in answer to question 2 (“How can we imagine the
app failing?’). This exercise indicated that, to be successful,
the app would need to be paired with a promotion and education
strategy to teach patients how and when they should use the
app, their rights and responsibilities regarding use and sharing
of audio-files, and to build trust with clinical staff.

In answer to question 3 (“Who will be involved in using the
app?’), the attendees mapped out atypical patient journey within
the hospital, identifying the key interactions that all personnel
would have with each other and the app (see Figure 2).

Table 3. The potential pitfalls, knowledge-seeking questions, and preventative strategies outlined in workshops 1 to 3.

Potential pitfalls Knowledge-seeking question

Preventative strategy

1. The app istoo difficult to use
carer, and the health care community?

2. The app leads to incidents of
personal damage (eg, security
breaches)

How do we gain and maintain trust?

3. Patients do not download the
app

4. Patients forget to use the app
to use the app?

5. Patients do not find the app
useful
research?

How do we make the app intuitive to the patient, the

How do we support appropriate and wide distribution?

How do we let everyone know when it isthe right time

How do we align the service to the benefits of audio-
recordings that have already been established through

User-friendly, simple design; Education on how to use
(provided with appointment booking information);
Volunteer assistancein clinic

Appropriate security infrastructure; Education on respon-
sible sharing (presented at app log-in); Upload to medi-
cal record required before play back or sharing

Promotion (notification with appoi ntment booking, signs
in waiting room, and encouragement from the staff)

Promotion (notification with appoi ntment booking, signs
in waiting room, and encouragement from the clinical
staff)

Draw on existing research; Include consumersin devel-
opment
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Figure 2. A journey map representing the envisaged pattern of use of the SecondEars consultation audio-recording app.
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Textbox 1. The features that could be included in the SecondEars app and their corresponding prioritization according to the MoSCoW (Must have,

Should have, Could have, and Won't have) method.

Must have

»  Record consultation

«  Upload required before playback

o  Playback recording

«  Patient identification number required for log-in
« Explainlegal context and provide instructions

. Deleterecording

o  Sharerecording

« Recording library (list)

«  Peter Mac access to data (list of recordings to download and attach to medical record)

Should have
«  Noteson playback (editable)
«  Noteswhilerecording (view only)

«  Categorize recordings (colors or tags)

« Ability to associate each recording with the relevant clinician (ie, tag recording as Physio, doctor, and nurse)

Could have
«  Capture next appointment

«  Reminder notification of next appointment

Won't have

« Authenticate and user management

«  Booking system integration

o Push notifications and reminder emails

. Upload over 3G, Wi-Fi setting (user controlled)
«  Barcode or quick Response code scan

«  Accessrecording and share recording without device

Figure 2 showsthat theinitial promotion of the app would need
to be undertaken by the administration staff. Information about
the app would be provided to the patients by the administration
staff when their first appointment i s booked. The patientswould
then download the app before their first consultation (or
“encounter”) at the hospital. Hospital volunteers, who are a
regular presence at Australian hospitals, would be made aware
of the app and be available to assist patients in downloading it
while the patients wait for their appointment. The patients may
then use the app to audio-record the nurse and/or specialist
during their first consultation and at subsequent consultations.
The pattern of use also shows that the patients may share the
audio-recordings with their family members or friends after
their hospital encounter. According to the Theory of Planned
Behavior, integrating the app into the clinical process could
influence subjective norms and therefore influence the patients
behavior.

During workshops 1 to 3, additional features were suggested
as complementsto the audio-recording functionality in the app,
and suggestions were made regarding how patients could label,

http://formative.,jmir.org/2019/1/e11111/

categorize, store, share, and search for audio-recordings once
they aremade. Thesefeaturesarelisted in Textbox 1 along with
their priority according to the MoSCoW exercise that was
completed in Workshop 4. The features classified as “Must
have” or “Should have” were considered within the scope of
the app. These features were included in the wireframe of the
app, which was trialed in workshops 5 and 6.

Outcomes of Workshops5 and 6

Feedback from workshop 5 informed the development of the
wireframe, which was presented on an iPhone in workshop 6.
The members of the co-design team attended workshop 6, and
decisions from workshops 4 and 5 were reviewed at the start of
theworkshop. A total of 9 membersof the co-designteamtrialed
the wireframe of the app in workshop 6 (see Table 2). The 2
researchers and the 2 app developersdid not trial the wireframe
in this workshop as they had viewed the designs in workshop
5 and were not the intended users of the app. The wireframe
contained all app content but without the colors, etc, of afinal
version. All attendees compl eted the 4 tasks without prompting.
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Their feedback suggested that the app was “quite
straightforward” to use (consumer). Suggestionswere also made
to further improve usability. A clinician suggested that the font
sizebeincreased (“1 couldn’t read that without my glasseson™);
therefore, the app was adjusted to automatically match the font
size settings on the user’s phone. Another clinician suggested
placing the play symbol (a triangle) inside a circle so that it
looked more like abutton. Moreover, 1 clinician and 1 consumer
suggested that app users should be able to navigate back to the
instructions pageif they want areminder of how to use the app
(the wireframe displayed the app-use instructions only once,
immediately after log-in). The representative from medical
records suggested an amendment to the terms and conditions.
Several attendees suggested adding an open category in the
labeling function so that patients can assign their own labelsto
recordings or note if more than 1 clinician was present at the
appointment.

Some extra features were also suggested, which were shelved
for later iterations. A clinician suggested allowing patients to
attach photos to audio-recordings; she often draws pictures to
explain medical proceduresto patients or showsthem scansthat
they may want to photograph. Several people suggested
changing the notes feature so that the user could create notes
that were not related to a specific audio-recording or, conversely,
to link notes to a particular section (ie, minute and second) of
an audio-recording.

After prioritizing all the feedback generated from workshops 5
and 6, the wireframes were adjusted to enhance the navigation
and layout. The hierarchy of the individua recordings screen
was reconsidered to place a stronger focus on the core feature
of listening to an audio-recording. Additional smaller changes
were made to increase the overall accessibility of the app,
resulting in an experience that was more intuitive and easier to
navigate.

User Acceptance Testing

Wave Digital incorporated the feedback from workshops 5 and
6 into the visual interface design of the app to develop a
prototype for user acceptance testing. Unlike the wireframe,
this prototype contained all the design features and was, in
essence, acomplete app. Overall, 7 peopletested this prototype:
2 clinicians, 4 researchers, and 1 consumer. Feedback included
the following: bugs or defects (eg, typos or unexpected error
messages), design-related feedback (eg, recommendations for
consistency of the exit and back buttons), suggestions for
changesto written content or copy, and feedback relating to the
user interface for the Amazon Web Server (eg, alowing audio
files to be deleted by the administrator).

The Final App Design

The feedback from user acceptance testing was incorporated
into afinal version of the app. The design of this version of the
app isincluded in Multimedia Appendix 1 and its functionality
islisted in the Must have and Should have sections of Textbox
1
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Discussion

The SecondEars App

The SecondEars consultation audio-recording app for cancer
patients was successfully co-designed and a prototype was
developed iniOS. This mHealth patient-identified solution has
been designed to facilitateitsimplementationin aclinical setting
and has been developed within a framework of the Theory of
Planned Behavior. The app enables a copy of each
audio-recording to be saved on the appropriate patient’smedical
record, thereby allowing the hospital to retain access to the
original recording for medico-legal reasons. This balance
between patient autonomy and clinician security was achieved
through stakeholder engagement, co-design workshops, and
user acceptance testing to ensure that SecondEarswas designed
to meet the requirements of all users. Furthermore, the app was
designed to have low upkeep and minimal burden on clinical
processes.

Principal Findings

Most of the requirements identified through stakeholder
engagement echo the findings from Moloczij et al [15] and van
Bruinessen et a [11] regarding barriers and facilitators to
implementation (summarized in the Introduction of this paper).
Stakeholders in this study emphasized the importance of
minimizing upfront costs. This requirement led to the
development of a pragmatic, minimum viable product
comprising only the essential core features. Thefirst co-design
workshop confirmed that the aim of the app is to “improve
patient care” This impetus, and the MoSCoW session in
workshop 4, worked to focus the app development on the most
important  features: audio-recording and sharing the
audio-recording securely and confidentially. Paring back the
app to contain only essential features ensures will help to
minimize upkeep and keep the app cost-viablefor apublic health
care setting. Further features can be adapted and expanded in
the future as the feasibility and efficacy of the app become
established through the evaluation of implementation in a
clinical setting.

SecondEars was designed to strike a balance between 2
imperatives that, at times, could come into conflict: patient
autonomy over the audio-recording and legal protection for the
clinician. Our stakeholdersidentified that medical information
provided by the doctor would form apart of the medical record,
which prompted a solution that met both of these imperatives:
compulsory uploading of audio-recording before playback and
sharing would provide the clinician with a measure of security
while maintaining the patient’s control over the creation and
distribution of the audio-recording.

Furthermore, useful data were generated regarding practical
recommendations to facilitate implementation after piloting.
The second and third co-design workshops confirmed that the
app would need to be distributed with publicity and education
information to ensure timely uptake of the app, whichisinline
with the Theory of Planned Behavior. The patient journey map
revealed how many different types of people would encounter
the app, suggesting that an app can be a means to change
subjective norms.
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A recent systematic review found that health care appsare more
likely to be effective if they are user-friendly and require
minimal timeinvestment [26]. Thisisin linewith the perceived
behavioral control aspect of the Theory of Planned Behavior;
peoplewill be more likely to take up abehavior if they feel that
they do not have external time pressures and if they believe that
they are capable of the behavior. User acceptance testing
demonstrated that testers found the app easy to use. Theapp is
currently being piloted in awider patient populationinaclinical
setting to determine feasibility and ease of use.

Limitations

This study’s strength lies in its theoretical basis and the extent
of stakeholder and consumer engagement. Theresearchers chose
to include multiple stakeholders and not just consumers. This
had benefits in terms of practica recommendations and
requirements for the app. However, the inclusion of multiple
stakeholder groups meant that the number of people in each
group had to be limited to maintain a manageable number of
attendees for the workshops. The contributions of consumers
were emphasized throughout (there was a higher proportion of
consumers on the co-design team compared with the other
stakeholder groups); unfortunately, because of scheduling
conflicts, the MoSCoW session in workshop 4 was attended by
only the researchers and app developers. Future co-design
research should ensure that the entire co-design teamisinvolved
when features are prioritized. Future studies could a so choose
to repeat workshops to provide more opportunities for
consumers to be involved. This approach would increase the
number and diversity of the consumers in the co-design team
(eg, wider range of ages, ethnicities, and time since diagnosis),
but it may result in each consumer individually having lessinput
overall.

Financial and pragmatic constraints identified through
stakeholder engagement mean that the app was developed for
iOS only, not Android. Thismay introduce a perceived external
control for patients who do not have the necessary equipment
to use the app, which, according to the Theory of Planned
Behavior, may negatively affect behavior change. The number
of patients who are ineligible to participate in piloting because
of not having an iPhone will be recorded. The drawbacks of
having the app on only 1 platform will be temporary as the app
will be adapted for Android once the current design has been
piloted in aclinical setting.

Although the Theory of Planned Behavior is generadly a
well-accepted theory of behavior change and has been used to
design many behavior change interventions, there have been
inconsistent results regarding its effectiveness, [27,28] and
debate continues around the use of the theory in this context
[29,30]. Future researchers can refer to a recent report to
consider the full suite of options for behavior change
frameworks for intervention development [31].

Comparison With Previous Wor k

To the authors knowledge, no other consultation
audio-recording apps have been developed via a co-design
approach. Previous research has successfully used the Theory
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of Planned Behavior as a guide for developing hedth care
interventions [32], and other apps have successfully been
developed following a behavior change theory [33].

Some of the desired features, such as the app’s automated
integration with the medical record, are very complex. Other
studies have also encountered similar problems when trying to
integrate an app with the medical record [34]. The pragmatic
choices made in this project will allow the app to be piloted in
a clinical setting before significant investment is made to
integrate it with the medical record.

Future Research

The SecondEars app is currently being piloted with patientsin
aclinica setting. Feedback from patients and clinicians will
inform any further design changes that need to be made before
implementing the app as part of usual care at Peter Mac. Filoting
will aso inform the education and promotion strategy that was
identified as important during the development process. Upon
implementing the app, data could be collected regarding
behavior change (uptake, use, etc) to evaluate the success of

the app.

Clinical staff have expressed concern regarding potential
changes in communication caused by the act of recording a
consultation, such as loss of rapport-building, and reduced
personalization of information delivery, asfear of litigation may
drive information delivery rather than patient need [6].
Longitudinal evaluation of SecondEars implementation could
identify whether these changes occur and whether they are
sustained as the app becomes afamiliar and routine component
of care. Longitudinal evaluation could also provide opportunities
to study the impact that the SecondEars app has on patients’
recall and understanding of medical information and their
participation in clinical decision making.

Future versions of the app should include interface options for
specific patient groups, such as trandations and adaptations for
culturally and linguistically diverse patients, and text-to-voice
options for patients who are visually impaired. Furthermore,
there are potential, unexplored benefits to the SecondEars app
that could be investigated in future studies. For example, the
consultation audio-recordings could provide professional
development opportunities for clinicians or teaching
opportunities for clinical students. Other studies have aso
discussed the potential cross-professional use of consultation
audio-recordings as a helpful mechanism of information
transmission between primary and tertiary settings [6].

Conclusions

The SecondEars app has been designed to be a viable and
cost-effective means of integrating consultation audio-recordings
into an oncology setting. The app embraces existing technology
as a patient-driven solution to improve patient-centered care.
Engagement of stakeholders and consumers in the co-design
process ensured that barriersto implementation were addressed
and facilitators were leveraged. The SecondEars prototype is
currently being piloted with patientsin aclinical setting before
implementation.
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Abstract

Background: Obesity and itsrelated illnesses are amajor health problem around the world. Saudi Arabiahas one of the highest
national obesity rates globally; however, it is not easy to intervene to prevent obesity and becoming overweight owing to Saudi
Arabia’s cultural and socia norms, and linguistic barriers. In recent years, there has been an exponential growth in the usage of
smartphones and appsin Saudi Arabia. These could be used as acost-effectivetool to facilitate the delivery of behavior-modification
interventionsfor obese and overweight people. There are avariety of health and fitness appsthat claim to offer lifestyle-modification
tools. However, these do not identify the motivational features required to overcome obesity, consider the evidence-based practices
for weight management, or enhance the usability of apps by considering usability attributes.

Objective: Thisstudy aimed to explore the opportunity and the need to devel op an Arabic weight-loss app that provides|ocalized
content and addresses the issues with existing apps identified here. This study has explained the steps taken to design an Arabic
weight-loss app that was developed to facilitate the adjustment of key nutritional and physical activities and behaviors, which
considers the social and cultural norms of Saudi Arabia

Methods: Qualitative studies were conducted with 26 obese Saudi Arabians, who tested the level of usability of 2 weight-loss
apps and then provided feedback and recommendations. The app Akser Waznk is an interactive, user-friendly app designed
primarily for iPhones. It has several features intended to assist users to monitor and track their food consumption and physical
activities. The app provides personalized diet and weight loss advice. Unique features such as Let’ s Walk are designed to motivate
users to walk more. An augmented reality function is implemented to provide information regarding fitness equipment, fruits,
and vegetables. The app uses behavior-change techniques to increase activities and healthy behaviors and evidence-informed
practices for weight-loss management. The Akser Waznk app considers user privacy and data security by applying a number of
guidelines and procedures.

Results: The development of the app took 26 months. In all, 7 experts (5 dietitians, and 2 physical activity professionals)
evaluated the app’s contents. Moreover, 10 potential users (5 men and 5 women) tested the app’s level of usability, its features,
and performance during a pilot study. They reported that the app’s design is interactive, and the motivational features are
user-friendly.

Conclusions: Mobile technology, such as mobile apps, has the potential to be an effective tool that facilitates the changing of
unhealthy lifestyle behaviors within the Saudi community. To be successful, the target group, the usability, motivational features,
and social and cultural norms must be considered.

(IMIR Form Res 2019;3(1):€11785) doi:10.2196/11785
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Introduction

Background

Obesity refersto the process of storing extraenergy in the body
intheform of fat [1]. It is estimated that 39% of adults globally
are deemed overweight and atotal of 13% of the entireworld's
population are obese [2]. Obesity isincreasing at arapid pace
in Saudi Arabia, and it is believed that more than one-third
(35.5%) of the population experiencesthis problem [3]. Obesity
causes health problems and raises the risks of hypertension,
cancer, and diabetes aswell as cardiovascular and other diseases
[4,5].

Somecritical local factors have been identified that have caused
the growth of this problem in Saudi Arabia. These include the
increase in wealth and greater devel opment in the country that
has brought with it changes in lifestyle, with easier access to
cars, international fast food chains, and the increased acceptance
of processed food leading to a change in diet [6]. In addition,
people lack nutritional knowledge, such as information about
the caloriesin traditional and local foods [7]. Other significant
factors are a lack of exercise and the country’s climate, which
forces people to limit outdoor activities and stay indoors [8].

Furthermore, cultural aspects, beliefs, and restrictions, especially
for women, could contribute to increasing the rate of being
overweight and obese. In somelocal traditions, being overweight
or even obeseis considered asign of high social status, beauty,
prosperity, and fertility. In addition to this, women are
encouraged to stay inside their homes and must be accompanied
by their male guardiansif they go out. Moreover, amalefamily
member must agree and give permission to women to participate
in physical activities[9]. Despite the widespread occurrence of
obesity and overweight in Saudi Arabia, thereislittle treatment
currently available. Gastric and bariatric surgery is the most
popular way to reduce weight in Saudi Arabiaasit is seen as
the fastest and most effortless method; however, there are a
number of risks and side effectsrelated to it [10].

The use of smartphones and apps is common in Saudi Arabia,
and the country is ranked as having the third largest global
smartphone usage [11] penetration at 73% [12] as well as the
largest global Twitter usage[13]. Smartphones can help people,
especialy women, to virtually interact publicly and socialy
when they would not normally be ableto do so owing to cultural
restrictions. Social media websites and apps, for example,
Instagram, Facebook, and Twitter, are used by Saudi Arabians
to start home-based businesses [14] and contribute to social
solidarity [15]. Therefore, based on the growing ubiquity of the
use of smartphones and apps, developing an Arabic app that
can be used as atool to treat and stop obesity in Saudi society
is seen asvital.

Previous Work

To ensure the devel oped app was suitable for its intended use,
4 significant aspects were examined. First, it was important to
identify what features would help and encourage people with

http://formative.,jmir.org/2019/1/e11785/

obesity to be active, change their lifestyle, and keep them
motivated to overcome obesity. It was stated that goal-setting,
monitoring, reminders, gamification, and rewards are features
that can have a positive effect on overcoming obesity [16]. The
second aspect to consider wasthe availability of effective weight
loss apps, particularly in the Arabic language. For weight
management, 13 evidence-informed practices are required, and
the existing English [17,18] and Arabic [19] apps do not fulfill
them. The third aspect involved consulting potential Saudi users
of weight-loss apps regarding their use and requirements. After
using such apps, these users reported language barriers, low
usability levels, bad user experience, and cultural insensitivity.
They recommend developing an Arabic weight loss app that is
culturally sensitive [20-22]. The fourth aspect concerns the
usability of the app. Recent studiesfound that, as of 2017, there
were no Arabic weight-loss apps available that are designed
with the aim of enhancing the level of usability of the app by
addressing usability attributes to motivate users to lose weight
[21,22]. The important usability attributes expected in any
mobile app include effectiveness, satisfaction, efficiency,
learnability, errors, and memorability aswell as cognitive load
[23,24]. The result from recent experimenta usability testing
for 2 weight-loss mobile apps built specifically to help Saudi
usersloseweight wasthat both apps had alow level of usability
asthey were devel oped without considering usability attributes
and thus, users reported that both apps are difficult to use
[21,22].

Objectives

Given theinformation outlined in this section, the devel opment
of an Arabic weight-loss app that considers all 4 aspects is
justified. This study aimed to describe the devel opment process
of the Akser Waznk app, the tools used to design the app, the
obstaclesfaced by the designers, and thelessons|earned through
the process.

Methods

The Development

The Akser Waznk app is developed for iPhones. It is a
user-friendly, interactive app that helps users to monitor and
track their daily physical exercise and food consumption. It
gives personalized advice for losing weight. The app took 26
months to develop, mainly owing to the need for professional
information regarding motivational featuresto overcome obesity
and the decision about what usability attributes should be
considered while developing and designing the fitness maobile
app. During the development of the app, we reviewed and
explored the content of Arabic weight-loss appsand then chose
2 apps (Twazon and Aded Surat) and tested their level of
usability with a group of 26 obese Saudi citizens (13 men and
13 women). We used their feedback to develop a fithess app
which responded to their needs.
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What is Akser Waznk?

The Arabic term akser waznk meanslose your weight. Thisterm
was selected as the name for the designed app asit refersto the
app’s main goal. The app aims to assist and motivate users to
overcome obesity in ahealthy way by helping individuals who
are experiencing obesity to change their lifestyle. An initial
focus group and participants from the local community were
consulted to devel op the app’s name, logo, and slogan (Figure
1).

Users begin using the app with membership and social
networking features (Figure 2). They have the option to create
a new account by completing a 2-step registration process
involving creating auser profile and inputting their information
and body measurementsor to signin viatheir Facebook, Twitter,
or Instagram account and then complete a 1-step registration
process of inputting their information and body measurements.
Creating auser profile requires usersto input basic information
such as their name and email address and to select a password.
The information and body measurements step requires usersto
input their gender, age, height in centimeters, weight in
kilograms, and, if known, the circumferences of their waist,
buttocks, and hips.

In addition to these compul sory steps, an optional step—health
i nfor mati on —can be completed, which requiresusersto provide
information regarding 4 aspects. whether they use any

Figure 1. Thelogo and slogan of the Akser Waznk app.
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medication permanently; if they have achronic disease; whether
they experience vitamin D deficiency; and if they are alergic
to certain foods. Diet specialists will contact usersin case 1 or
more of the reported answers means the user requires a specific
diet. First, they will provide userswith a customized diet based
on their needs and then help usersto plan their future diets. This
step was added based on recommendations from diet specialists
assuch factors affect users' diet and weight-loss progress. After
submitting the required information, users' ideal weight and
current body massindex (BM1) are displayed on the app screen.

There are avariety of different approaches that can be used to
guide health promotion interventions. Social cognitive theory
[25] formsthetheoretical base of the Akser Waznk app because
this theory addresses the importance of social systems relative
to an individual’s behavior and considers the value of both
self-efficacy and regulation. Moreover, this theory considers
the dynamic interaction among personal, behavioral, and
environmental factors, and the importance of observational
learning that is established on observing others’ consequences
and experience is confirmed.

The app contains numerous tools and featuresto address all the
13 evidence-informed practices for weight-loss interventions
[17] (Table 1). The development of the app also considers the
results and recommendations of both the experimental usability
testing for 2 weight-loss apps [21,22] and the study that
determines the motivational featuresto overcome obesity [16].
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Figure 2. Membership and socia network feature.
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Table 1. Thetoolsused in Akser Waznk to address evidence-informed practice for weight-loss management.

Practice

App information

Assessing and reaching an ideal
weight

Hedlthy diet

Physica activity

Self-monitoring and assessment

Social support

The waist circumference and BMI are calculated to assess each individual’s weight.

The app provides atarget weight and a date for individuals to use as their objective.

On the basis of the users’ target weight, adaily calorie count required is calcul ated.

Provides the recommended daily portions of food items and beverages.

Provides the recommended daily amount of water.

Generates and distinguishes recommendations based on the score of the weekly self-assessment.
Helps users to understand and read labels on food products.

Suggests substitutions of healthy foods for unhealthy food options.

Asan educational tool, the app shows users examples of nutritionally poor meals and diets to help them to plan
their healthy meals.

Users can plan healthy meals via a specific tool.

The app will send noticesif the calorie consumption and exercise deviate from the recommended level based
on the score of the weekly self-assessment.

The user’s consumption report helps to create a tailored healthy lifestyle circle.

The app suggests aminimum of 6 exercisesfrom alist of physical exercisesfor theindividual to do for aminimum
of 45 min at least five times per week.

The users are able to analyze their physical activity at the end of every week.

The app provides videos and detailed information regarding all physical exercisesin the app list for the users
so that they execute the exercises in the proper manner.

If physical activity isnot achieved or the recommended level is not met, the app will send areminder to the
users.

The Let’s Walk feature encourages the users to walk together every week.
Thereisan added feature that provides directions so that users can walk to their nearest M osque (place of worship).

Gamification features encourage users to reach/achieve the daily count of steps goal, with the app donating
money to charity every time the goal is met.

Set aninitial aim of 5000 steps, with this number gradually rising over time. A pedometer is offered to users so
they can count the steps taken.

The app tracks the daily consumption of water, food (calories), performed exercise, and counts the daily steps
taken.

The users can perform the self-assessment regarding their physical exercise, food, and water consumption at
the end of the week.

The weight-loss tracker allows users to keep track of their weight-loss progress, offers their current weight in
kilograms, and shows how they are meeting their weight-loss goal .

The users can use the built-in social network feature to communicate with other users, share their experiences,
and provide useful tips and support.

The users can have a 1-to 1-conversation with aqualified fitness trainer and diet specialists so that the users can
raise any queries with professionals.

The app can merge with social media platformsincluding Facebook.

Assessing and Reaching the | deal Weight

chronic disease risk [28]. The duration (in days or weeks) that
isrequiredto reach theideal weight iscalculated, allowing users

The app assesses users’ current weight based on theinformation
that they input while creating their user profile. Lemmens et
al’s [26] equations were used to determine users' current BMI
and ideal weight. The app allows usersto set up agoal to lose
either 0.5 or 1 kilogram per week [27], and users will be
encouraged to have at least a moderate loss of their original
weight (between 5% and 10%) because this amount of weight
loss is significantly associated with significant changes in

http://formative.,jmir.org/2019/1/e11785/
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to set redlistic and appropriate goals. The Mifflin-St Jeor
equation [29] for men and women was used to determine the
daily calorie intake, as it was the most accurate and reliable
calorie calculator equation available at the time of conducting
thisresearch [30].
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The Diet

The app uses adiet template devel oped by the Clinical Nutrition
Department at the Ministry of National Guard Health Affairs,
Saudi Arabia, to help usersto plan their daily meals (Figure 3).
The template recommends users have 6 meals aday: breakfast,
morning snack, lunch, afternoon snack, dinner, and bedtime
snack. The template contains 6 food groups: vegetables, fruits,
milk, grains, protein, and oil. The food portions for meals are
determined according to the individua’s daily calorie needs.
The app suggests meal times based on the recommendation of
diet speciaists.

The app requires users to add the exact amount of their food
portions from each food group for each meal. Users cannot
exceed the daily requirement of calories or the calories
recommended for each meal. The app has an interactive screen

Figure 3. Clinical Nutrition Department’s diet template.
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that makes planning or adding ameal easy for users (Figure 4).
In the top part of the screen, users can see a number of circles
that represent the different kinds of food groups that are
displayed at the bottom of the screen. When users add a food
item, itsrelated food group circle turns on and, once users add
all the required amount from a particular food group, the food
group icon turns as well. If the user does not do this, a
notification appears that asks users to follow the diet
requirements to add a meal. In case the users consumed food
that is not on the app’s food list, they can suggest their food
items, and the app’s supporting team will address these foods
to determine whether they should be added or not (Figure 5).

The app also determines the recommend daily amount of water
based on a specific equation [31] and describes the right way
to read food labels (Figure 6) and how to determine a food
serving size using the user’s hands (Figure 7).
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Figure4. Appimplementing diet template.

Figure 5. User suggests food item.
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Figure 6. Description of how to read afood label.
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Figure 7. Determining food serving size by using hand.

Customized Saudi Food Database

It wasimportant to create afood composition caloric information
database that included Saudi Arabian food varieties. The
database usesthe Clinical Nutrition Services Diet Manual from
King Abdulaziz Medical City and Saudi food composition tables
[32] asabaseto offer both caloric information and serving size
for more than 100 food items. However, as the caloric count of
many traditional food items, for example, Shawarma and
Mandee, were not available, we had to use common recipes
from local restaurants and then cal culate the nutrient values of
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different ingredientsto determine the caloric count. The existing
Saudi food databases use grams for measurement; yet,
considering the traditional social norms, we were required to
convert the quantity of food ingredients from measuring in
grams to measuring with spoons, cups, or hands so that users
could easily understand the quantities required. Furthermore,
the app allows users to suggest new food items to be added to
a specific database, with the app support team evaluating items
before adding them to the official food database.
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Self-Assessment

There is a self-assessment feature in the app that allows users
to keep track of their activities, performances, and progress
during the week. Numerous studies have shown that eating a
Mediterranean diet is helpful for reducing the obesity ratio
[33,34]. Therefore, the app’'s self-assessment technique is
developed based on the Mediterranean diet assessment
instruction [35]. However, as acohol consumptionis prohibited
in the religion and culture of Saudi Arabia, alcohol was
excluded. On the basis of both the Saudi Healthy Food Palm
Guide [36] and Clinical Nutrition Department, Ministry of
National Guard Health Affairs Guide, 5 extra questions were
added, which cover an additional 4 aspects: the consumption
of dairy, the consumption of whole grains, the consumption of
water, and physical activity. The total score of the
self-assessment is 18, with each question holding avalue of 1
point (MultimediaAppendix 1). These questionshelp to analyze

Figure 8. Graphic display regarding self-assessment results.

Alturki & Gay

the level of consumption of different food items, and users
responses are calculated to determine if their consumption is
meeting the advised level or not.

To make the results easy for users to understand, the results of
the assessment will be presented in a graphic, user-friendly
interface (Figure 8). When answers meet the recommended
level, the graphic format will change from gray to aunique color
in each aspect.

Users' responses that do not meet the suggested level will be
addressed by sending a notification to them that provides
customized advice obtained from the Saudi Healthy Food Palm
Guide[36] and international government health sources[37-39].
The app will also send a notification in the event that the
performed activities, food and water consumption rates did not
meet the recommended level according to the weekly
self-assessment score.

PR P DOV IR~ S B |

Physical Activities

The app’s physical exercise section was developed keeping in
mind exercisesthat Saudi Arabianswill be ableto do. Exercises
that are not available or possible for some users, for example,
tennis and swimming, were substituted with different exercises
that can be performed easily at home. This is a great benefit
especialy for female app users, who are not permitted to go
outside unlike men. Each of the physical activities has
information that describes the goal of the activity as well asa
video to show the correct way it should be performed (Figure
9).

A qualified trainer will contact users once a month through the
app’s chat feature to discussthe daily exercises. Userswill also
be able to talk to the trainer if they have a query. The app will
recommend the user do 6 physical exercises from the provided
exercises list for approximately 45 min at least 5 times aweek.
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The Akser Waznk app has 3 unique features that will inspire
users to walk more. The first one is named Let's Walk. With
this feature, users can vote between 2 footpath locations to
determine a place to gather with other users and walk as groups
(Figure 10). The vote takes place weekly. At present, thisfeature
works in 2 cities in Saudi Arabia (Makkah and Jeddah). The
nominated places to be the starting point will be determined
according to the footpath availability. The administration team
will send a notification to users regarding the footpath that has
been chosen each week based on the voting results.

Saudi Arabiaisanation where morethan 92% of the population
believe and follow the ISamic religion [40]. In Islam, believers
are required to pray 5 times in the day, and most men go to
mosques to practice their prayers daily. Therefore, a second
unique feature was devel oped, called Walk to Mosgue. The app
gives users the option to turn on notifications or alerts when it
isatime of prayer that show the mosques nearest to the user’s
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location (Figure 11). If the users choose this option, the app
will guide them. The app will give the usersachoice of mosgues
so the user can walk to a more distant mosgue if they want to
increase their walking distance.

Severa studies state that adding rewardsto goal -setting features
is a very useful way of increasing motivation and task
performance [16] because they give a sense of achievement and
satisfaction to the user and that leads to improved motivation

Figure 9. Physical exercise example.
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and the achievement of fitnessgoals. Therefore, the gamification
feature was implemented in this app. The app provides a
pedometer that allows usersto track their daily number of steps
(Figure 12). Usershave adaily goal of acertain number of steps
to achieve and when it is achieved, they can donate a small
amount to a charity. All the new userswill have a credit of few
cents at the beginning that can be used for the donation. Over
time, the daily goa will then increase to the next level in
increments of 500 steps until they reach atotal of 10,000 steps.
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Figure 10. Voting screen.
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Figure 11. Mosgues nearest location.
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Figure 12. Tracking daily number of steps.
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Sdf-Monitoring, Tracking, and Feedback

Self-monitoring is an essential part of the app because of the
strong associ ation between both physical exercisesand ahealthy
diet with weight loss [41,42]. Thus, users will be able to
self-monitor their daily intake of energy, for example, food
(kCal), drinks and water consumption (in), the amount of
physical exercise (out), and weight-progress tracking.

Asitisimportant for the usersto track and monitor their daily
balance in the form of calories (in) versus exercise (out), the
Akser Waznk app provides a customizable database for that
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purpose. By using this database, users have the ability to store
their daily food intake and physical exercise performed and
view their previous day’s history.

The home page has 6 horizontally scrolling sliding screensthat
provide information regarding the step count, exercise, meals,
water consumption, weight-loss progress, and the summary of
the day to allow easy access for tracking and goals. In addition
to this, the app enables users to report their daily consumption
of food and drinks and then calculates the number of calories
eaten, so that it can inform users about the calories left to
consume before the end of the day. Thus, the Akser Waznk app
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tracks the daily calorie consumption, steps taken, water
consumption, and performed physical exercises.

Users cannot exceed the required amount of daily food and
drink consumption (kCal) for weight loss, but if they do not
consume the daily required amount of calories, drink enough
water, or perform the recommend amount of physical exercise,
the app will send a notification to remind them to engage more
(see Multimedia Appendix 2 for afull list of the Akser Waznk
app’s feedback and prompts). The app also alows users to
monitor and track their weight development (Figure 13) by
providing their starting weight, current weight, ideal weight,
current BMI, and remaining duration (days or week) to reach
their ideal weight. The app allows users to update their weight
weekly and provides a graph that shows users their progress
toward overcoming obesity.

Social Communication

The app alows users to connect to Web-based socia media
platforms and has a built-in chat feature (Figure 14) so that the
users can share their experiences and tipswith each other, which
positively affects users' health behavior [43]. This also enables
users to get to know each other and then view each other’'s
progress, chat and post photos, and share them on several social
media platforms, for example, Path, WhatsApp, and Twitter.
This real-time communication allows users to get answers to
various questions instantly, and users can answer queries by
talking to each other. Many other weight-loss apps in both

Figure 13. Weight loss progress.
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English[17,18] and Arabic [19] lack thisfeature, and the ability
to do thiswill motivate the users of Akser Waznk. The decision
to include thisfeature was based on usability testing and users
recommendations to design the chat interface to be similar to
other widely used messenger apps such as WhatsApp [21,22].

Augmented Reality

There are severa technol ogies that have emerged recently and
have been used widely in mobile apps as mativational tools, for
example, augmented reality (AR) [44]. In AR, physical reality
can become improved via the extrainformation that computers
can producein real time [45]. AR technology has been used in
several mobile apps. In addition to this, it has been used in
different fields, for example, education [46]. Such technology
can even enabl e the better use of mobile devices for those with
declining cognitive ability, such as people affected by
Alzheimer's disease [47]. As AR technology has proven that it
can be used successfully in different fields by various groups
of people and based on the users' recommendations, the AR
feature was implemented in the Akser Waznk app. The app
allows users to scan fitness equipment to identify it and then
the app will provide information regarding the benefit of using
that type of equipment and the correct way for it to be used
(Figure 15). The app identifies several fruits and vegetables
common in Saudi Arabia and provides information regarding
their average energy (kCal). For that purpose, aspecific database
was created to offer information for fitness equipment and food
items.
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Figure 14. Chat between users.
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Figure 15. Scanning fitness equipment.
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App Themes

After the app’s functionality and features, an app’s colors are
arguably its most vital aspect. They assist an app’s usersto see
and interact with its contents, elements, and better understand
actions [48]. Thus, they are seen as one of the most significant
design features that strongly affect users' evaluation and the
perception of apps in general. However, selecting the color
schemais a challenge, because it affects the level of usability
of an app [48,49].
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RenderX

In this app, the traditiona color scheme patterns
(monochromatic, analogous, and complementary) were
implemented. The app currently has 5 different themes that
users can choose from. These themes were devel oped and tested
with end users and experts from the initial focus group, and it
was reported that they facilitate interaction with the app’s
contents. According to the results of the usability testing and
based on the users recommendations [21,22], an interactive
designis seen as avital tool that motivates users to keep using
an app and hence improve the usability of an app. Therefore, a
variety of app themes was presented.

JMIR Form Res 2019 | vol. 3| iss. 1 |e11785 | p.149
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

Figure 16. Voice commands.
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Voice Recognition

To ensure a user-friendly experience, the app supports voice
commandsfor easy interaction [50]. Thisfunction allows users
to add tasks or submit enquires using verbal commands (Figure
16). The app translates verbal command into written text on the
screen and then performs what it is asked to do or answer the
queries by either providing information on the screen or
speaking to the user. At present, the app can do the following:

Navigate users to the add meal option.

Add the consumed amount of water.

Say the remaining amount of daily water consumption.
Say the consumed amount of water.

Say the remaining amount of daily calorie consumption.
Say the consumed amount of calories.

© s wDd P

Reminders

Many researchers have examined the effect of reminders on
health in different settings and found that reminders are an
effective motivational intervention [13,14]. Research [13]
measures theimpact of reminder featuresin apps asweight-loss
intervention among obese individuals. The study explored the
6-month efficacy of aweight-loss intervention by mobile apps
and found that intervention through reminders can produce
modest weight loss. Therefore, the Akser Waznk app alows
users to set a reminder, with users being able to determine the
date, time, repetition, name, and the ringtone for a reminder.

Behavior Change Techniques

The requirements and suggested features for an effective
weight-loss app were based on both the feedback and
recommendations gained from the target group [16,21,22] as
well as all aspects of evidence-informed practices [17,18]. A
number of existing wei ght-1oss appsimplement behavior change
techniques (BCTs), and it is believed that BCTs can be helpful
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in increasing activities and healthy behaviors [51]. Therefore,
these techniques areimplemented in thisapp by using Michie's
taxonomy [52]. A total of 30 BCTs were incorporated into the
following related goals: identity (1 code), goals and planning
(4 codes), antecedents (3 codes), feedback and monitoring (4
codes), regulation (1 code), socia support (3 codes), rewards
and threats (3 codes), shaping knowledge (1 code), repetition
and substitution (3 codes), natural consequences (2 codes),
comparison of outcome (1 code), comparison of behavior (2
codes), and associations (2 codes). A reflection of the system
prerequisites, BCTs, and relevant Akser Waznk app features
are presented in the Multimedia Appendix 3.

Data Privacy and Security

The Akser Waznk app provides accurate and personalized advice
for weight loss through collection of users personal data.
Personal data can be defined as information regarding an
identified or identifiable natural person [53]. Dueto the nature
of the app and its use of private and personal information, the
Akser Waznk app utilizes a number of the guidelines that were
included in the European Commission’s Code of Conduct on
privacy for mobile health apps [54] and the EU’s General Data
Protection Regulation [53] to guarantee users’ security. These
guidelines include purpose limitation, data minimization, and
users' consent. Upon signing up to the app, users are given a
set of questions and an explanation of the purposes and method
of the app before they consent to provide the necessary personal
information including their age, gender, and weight. Thisforms
an important dataset utilized to measure the user’s BMI,
establish thetarget weight for the users, and provide the accurate
diet plan. The app also requires users’ consent after creating an
account and before actually using the app to access users’ health
data via the iPhone Health option to retrieve data regarding
steps and walking plus running distance. These data will be
used to measure the daily walking steps and distance for users.
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In simple Arabic language, the app provides a detailed privacy
policy outlining the purposes behind the data collected,
permissions, and privacy statements as well as provision of
necessary details of the app developers. This privacy policy for
the Akser Waznk app can be found through either the Apple
Store or through the app in the Setting option.

Moreover, to protect the users data, an advanced level of
security procedure which is recommended by Martinez-Pérez
et a [55] isperformed, that is, encryption of the data. Encryption
uses algorithmsturning plain textsto unreadable text or jumbled
code to ensure the security of the data and app. To decrypt this
ciphertext, an encryption key isneeded. Such akey is something
which only authorized partieshavein their possession [56]. The
encryption protects 2 types of data: in-transit and at-rest data.
In-transit data are data that are moving from 1 location to
another, for example, when users input information on their
mobile device, and the data are transferred to servers or
databases. At-rest data refers to data that are not actively
transferred and are instead stored, for example, in databases or
clouds[57]. The Akser Waznk app considers both types of data
and implements encryption techniquesto ensure data protection.

Results

App Testing

During thetesting phase for the Akser Waznk app, analysiswas
done by 2 groups: potential users and field experts living in
Makkah and Jeddah, Saudi Arabia. Testers were given the app
for testing, and they provided feedback and recommendations
after using the app for 2 weeks.

Expert Testing

The expert testing group comprised 7 health professionals in
total: 5 dietitians (3 females and 2 males) and 2 male physical
activity professionals. These testers evaluated the level of
accuracy of the app by analyzing the app’sinformation, advice,
and goals; and they confirmed that the information and advice
provided by the app is accurate according to their professional
experiences and knowledge. They had complete access to the
app and its documentation. They stated that the Akser Waznk
app meetsall therequired criteria, and its contents are effective
and precise. The dietitians' criteria include assessing users
current weight, calculating current BMI, determining ideal
weight, and allowing users to provide information regarding
their health history and current status. In addition, this formula
includes determining the daily calorieintake, providing 6 meals
(3 mealsand 3 snacks), encouraging usersto eat from the 6 food
groups, and determining thefood portionsfor meals. Apart from
this, the physical activity professionals criteria include
providing avariety of exercises attainable for people who suffer
from obesity. This section includes showing the correct way
for the exercise to be done, explaining the goals of each exercise,
guiding users to perform a minimum of 6 exercises at least 5
times aweek, and encouraging daily walking.

Inall, 4 of the dietitians responded positively with the app being
able to determine the recommended calorie intake and food
portions. A female dietitian reported:

http://formative.,jmir.org/2019/1/e11785/
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The app determines the daily calorie intake and the
food portions for meals. It does not allow users to
add more calorieswithin mealsand ensure that users
eat from all the different groups of foods. This is
important that patients eat fruits, vegetables and all
other food groups and not only focus on eating protein
and grains. This is what | liked most of the app; it
helps patients to have a healthy diet.

All the dietitians stated that knowing obese patients' health
history and current statusis animportant factor asit affectstheir
diet and weight-loss progress. A male dietitian stated:

Users can report more information regarding their
health status. Patients with chronic disease for
example Diabetes do not eat some specific kinds of
food. As a dietitian, it's important to know our
patients’ health status and history and the app helps
in doing that.
The physical activity professionals liked the physical exercise
section and how the app provides specific information regarding
each kind of exercise such as the correct way to be performed
and the goal of doingit. A physical activity professional pointed
out that:

Through the app, people can see how exercises should

be performed and know what isthe benefit from them.

| had several cases when people do exercises in the

wrong way and then harm themselves and decides to

stop practising.
Some enquirieswere highlighted by the professionalsregarding
the use of voice commands as an input tool, the navigation to
a mosque feature, and AR with the offline function and the
gamification feature.

Potential Users Testing

The potential users group comprised 10 obese Saudi Arabians.
There were 5 men and 5 women in the group (Table 2).

They inputted their personal data and then followed the app’s
goals, physical exercises, and recommendations as suggested
s0 the testers could check the app’s features, level of usability,
design satisfaction, user experience, and any other issues with
the app’s performance.

I nterview

After the trial, semistructured interviews that were
audio-recorded were held with each of the potential users to
gain their feedback and to respond to any queries. The testers
were asked to provide feedback about what they liked and
suggestions.

Visual aids such as word clouds were generated based on the
data collected through extensive interviews [58]. Word clouds
gather the amount and frequency of words and phrases used
and display this through the size of the font [59]. In general,
word clouds were utilized in social and commercial settings;
however, they also have practical use in analysis because they
provide rapid means to analyze textual data and reduce bias
[6Q]. In the case of the interview data, 2 groups were formed
with the answers (liked and suggestions), and 2 word clouds
were generated showing common themes for each group.

JMIR Form Res 2019 | vol. 3| iss. 1 |e11785 | p.151
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

Table 2. Demographic information about the potential users.
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User Gender Age group (years) Profession iPhone model
1 Male 35t0 44 Self-employed iPhone X

2 Mae 25t034 Teacher at a high school iPhone 7

3 Female 55to 64 Retired iPhone 6S

4 Female 25t034 Receptionist at a hospital iPhone X

5 Male 45t0 54 Self-employed iPhone 7

6 Female Prefers not to say Prefers not to say iPhone X

7 Female 25t0 34 Accountant in a company iPhone 7 Plus
8 Mae 18to 24 Student at university iPhone 6

9 Female 45t0 54 Unemployed iPhone 7 Plus
10 Male 25t034 Government employee iPhone X

Table 3 displays the content of the origina word cloud, and
demonstratesthat the majority of the usersliked the app’s color
schema and the variety of themes that they can choose from.
User 4 said:

| like the colours of the app and what | liked moreis
the ability to change the whole themes.

They aso liked the gamification features and how they were
contributing socially while waking toward the daily
counting-steps goal. User 7 stated:

Every time | walk, | remember that there are other
people who will benefit from such walking. It is a
good feeling and even encourage me to walk more
and more.

The ability to self-monitor weight-loss progress and the ease of
tracking daily activity and the consumption of both food and
water were appreciated by the majority of users. User 1 reported:

All the tracking screens are in the main screen, | just
scroll right and left, and all the information is there.
Itisgreat to know how many calories | had and how
much is left. The same thing for the water
consumption aswell. What | liked most is the weight

Table 3. What potential users liked about the app.

progress screen. When | updated my weight, | can
see a chart that shows me the exact date of updating
my weight and even in the screen there is my start,
current and goal weight.

The AR feature and how it can help to provide information
regarding fitness equipment was al so appreciated. User 6 pointed
out:

It isgreat and easy to use, thisisthefirst app | used
that has such a feature.

Suggestions for Future Versions of the App

Table 4 shows potential users' most-mentioned words regarding
the suggestions to improve the app. User 4 suggested that it
would be good for users to be able to customize the color
schema as well as the app’s themes. In addition to this, Users
1 and 5 wanted to receive notifications to remind them about
meal times. Furthermore, User 3 mentioned that it would be
good to have a tutorial on how to use the app. Another
suggestion by Users 1, 4, 5, 6, and 10 was to make the app
integrate with fitness and watch trackers such as Apple watches
and Fithits. Users 1, 3, 4, and 6 suggested that this app should
have sponsors or that users should have the ability to donate to
charities when they have achieved their daily steps goal .

Most common words

Frequency of use

Colors

Tracking

Goal weight
Donate

Loss

Augmented reality
Screen

Progress

Cadlories

Easy

P R R RPN W W U N
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Table 4. Potential users suggestions for the app.
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Most common words

Frequency of use

Apple Watch
Sponsors
Notifications
Themes
Colors
Remind
Times

Meal

Tutorial

Customize

P R N N N WO w b~ 0N

Discussion

Principal Findings

The Akser Waznk app aimsto facilitate the change of unhealthy
lifestyle behaviors within the Saudi community by identifying
and implementing the motivational features [16], considering
both the Saudi social and cultural norms [20-22] and usability
attributes [21,22]. As stated in previous studies, other Arabic
weight-loss apps do not comply with the needed
evidence-informed practices for weight-loss management
[19,21], and the research and development of Akser Waznk app
aimto effectively contributeto such anissue. The Akser Waznk
app is different than other Arabic weight-loss apps in the
following ways:

1. End-users and experts in the field of exercise and diets
helped design the app, with their requirements, feedback,
and recommendations incorporated into the beta version.

2. Theappisinlinewith al 13 evidence-informed practices
for weight-loss management.

3. Social network access for interacting with other app users
is provided.

4. The app contains calorie counts of Saudi foods.

5. The app’s design considers usability attributes.

6. The app considers the social and cultural norms of Saudi
citizens.

7. Userscan view the history of their calorie consumption and
exertion viaa customized database.

8. The app has a gamification feature to encourage users to
walk more.

9. The app provides information regarding the correct use of
afitness equipment viaan AR feature.

10. The app supports voice commands.

11. The app encourages group-walking via the Let's Walk
feature.

12. The app can guide users to mosques near their location.

A group of 7 experts (5 dietitians and 2 physical activity
professionals) and 10 potential users (5 men and 5 women) from
the Saudi community tested the Akser Waznk app to evaluate
the app for usability, performance, and motivational features.
The app was also evaluated in terms of how accurate the

http://formative.,jmir.org/2019/1/e11785/

information it providesis. Thetesting found that the app assisted
numerous potential users to understand their weight-loss goals
and techniques. Moreover, the testers reported that the app’s
designisesthetically pleasing, and the majority of motivational
features are user-friendly.

Following feedback from the testers, new users will be guided
viaatutoria consisting of pop-up messages within the app for
thefirst timethat identifiesthe most significant points and steps.
This will better clarify the app’s functions and features.
Notifications of meal-times and the ability to customize the
color schema and the app’s themes are features which will be
worked on and integrated in a future version of the app.
Moreover, the food database bank will be constantly updated
to provide the nutritional data of additional foods.

Limitations

The current Akser Waznk app has some limitations. It is not
available on smartphone platforms other than iPhone, for
example Android and BlackBerry. The app also currently does
not support virtual reality features and is not integrated with
smartwatches, such as Apple watches, or fitness trackers, for
example, Fitbit. It does not support the barcode-scanning feature
for food items, and the app cannot work offline. There is no
sponsor for the gamification feature, and the app does not all ow
users to donate to charities directly. In addition to this, the
response time for the health information step might take up to
a week as there are just 5 diet speciaists participating as
consultants. However, finding possible solutions to these
limitationsin the near future and updating the app regularly will
further help to motivate and keep users engaged.

Strengths

The Akser Waznk app is different from its counterparts in a
number of ways. It isbuilt on all of the 13 evidence-informed
practices for weight-loss management, and it addresses the
initial focus group’s feedback and recommendations, which
allowsthe app to meet the specific requirements of obese Saudi
people via alocalized and tailored method. The Akser Waznk
app is currently the only app in Saudi Arabia that has
gamification, AR, voice command features, and it is the only
app which encourages weekly walking groups via the Let's
Walk feature and daily walking via Walk to Mosque feature.
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The app offerslocal Saudi household measurement units, such
as cups and spoonsfor local and traditional foods, which makes
it easier for users to manage their daily portion control. The
daily physical exercise suggested by the app meets the social
and cultural norms of Saudis and suits users physical status.
The app provides a social media platform especially for the
app’s users, which allowsthem to shareinformation and support
and motivate each other. Finally, advice and recommendations
to avoid specific foods and increase the consumption of others
are sent by notification to users based on the results of their
weekly self-assessments.

Potential I mpact

Lacking nutritional knowledge, exercise, limitation for outdoor
activities owing to Saudi Arabia's climate and restrictions
especialy for women are some of the critical local factors that
contribute to increasing rates of obesity. Smartphones are
becoming very popular in the country, and this is changing
many dynamics of the conservative society. The Akser Waznk
app aimsto help people who suffer from obesity to lose weight
and improve their overall lifestyle. The app is a low-cost
aternative to traditional personal behaviora weight-loss
programsasit considers the needs of Saudi obese users, unique
living habits of the country, and provides several unique features
that motivate usersto monitor and track their food consumption
and increase their physical activity. On the basis of the results
of the experts’ evaluation, potential users’ usability testing, and
feedback, it is believed that the usage of Akser Waznk app will
decrease the obesity rate in the country.

Motivational features such as Let’sWalk will encourage people
to gather together to walk. As more than 92% of the Saudi
population believe and follow the Islamic religion, the majority
of people go to mosques 5 times a day. The Walk to Mosque
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featurewill, therefore, contribute, providing attainable exercise
with the potential to make it communal. It will encourage and
guide users by giving them a choice of mosques near their
location, and users will have the ability to choose to walk to a
more distant mosque if they want to increase their walking
distance. The app also provides a pedometer, allowing usersto
track their daily steps and when users reach their daily goal of
walking, they can donate a small amount to a charity. Users
will be able to share their achievement with their peers within
the built-in chat feature or with their friends on other social
media platforms which will positively affect users’ health
behavior. The app will also encourage usersto set up agoal to
lose either 0.5 or 1 kilogram per week and will determine the
daily calorieintake and the duration (in days or weeks) to reach
their ideal weight. Including local food varieties and providing
their ingredients and measurement in an easy way to be
understood, such as spoons, cups, or hands, is another aspect
that can motivate users to follow their diets. All of these and
other features with the ease of use of the app will positively
contribute in the acceptance of the app among the target group
and help to decrease the rate of obesity in Saudi Arabia.

Next Steps

To better determine the usability level of the app and improve
it, a quantitative study will be conducted with a group of 26
obese Saudi citizens (13 men and 13 women) from the cities of
Jeddah and Makkah. Also, a 3-month pre- and postintervention
study with the group will be doneto determine the effectiveness
of the app on weight-loss management. Userswho lose at |east
2.5% of their body weight will be the main endpoint for this
study. In addition to this, developing the app in other popular
mobile phone platforms, for example, Android, and integrating
the app with smartwatches and fitness trackers are other
objectivesin the near future.
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Abstract

Background: Learning Networks are distributed learning health systems that enable collaboration at scale to improve health
and health care. A key requirement for such networksis having away to create and shareinformation and knowledgein furtherance
of the work of the community.

Objective: We describe a Learning Exchange—a bespoke, scalable knowledge management and exchange platform initially
built and tested for improving pediatric inflammatory bowel disease outcomes in the ImproveCareNow (ICN) Network—and
assess evidence of its acceptability, feasibility, and utility in facilitating creation and sharing of information in furtherance of the
work of the community and as amodel for other communities.

Methods: Acceptability was assessed viagrowth in active users and activity. Feasibility was measured in terms of the percentage
of userswith alog-in who became active users aswell as user surveys and a case study. Utility was measured in terms of the type
of work that the Learning Exchange facilitated for the community.

Results: Thel CNExchange has over 1000 users and supported sharing of resources acrossall care centersin ICN. Usersreported
that the Learning Exchange hasfacilitated their work and resulted in increased ability to find resourcesrelevant to local information
needs.

Conclusions: The ICNExchange is acceptable, feasible, and useful as a knowledge management and exchange platform in
service of the work of ICN. Experience with the ICNExchange suggests that the design principles are extensible to other chronic
care Learning Networks.

(IMIR Form Res 2019;3(1):€9858) doi:10.2196/formative.9858
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Introduction

Background

In the US health care system, patients receive only 50% of
recommended care[1,2] and only 50% of those patients are able
or have the necessary support to follow the recommendations
[3]. Mindful of this, the Institute of Medicine (now the National
Academy of Medicine) has called for learning health systems
[4] in which patients and clinicians work together to choose
care based on best evidence and drive discovery as a natural
outgrowth of every clinical encounter, ensuring innovation,
quality, and value at the point of care. Learning Networks
[5]—organizational structures that facilitate coproduction [6]
to improve health and health care—are promising examples of
such learning health systems [7]. However, to reach their
potential, Learning Networks must be able to leverage the
collectiveintelligence of large groups of stakeholders—patients,
families, clinicians, and researchers—to distribute both the
production and implementation of information, knowledge, and
know-how [8].

Fjeldstad and colleagues [9] have described an organizational
architecture that might enable large-scale coproduction in
systemslike Learning Networks. This actor-oriented architecture
consists of (1) sufficient numbers of actors (people and
organizations) with the values and capabilitiesto self-organize,
(2) structures, protocols, and processes that make it easy for
actors to form highly functional teams, and (3) a commons
where actors create and share information, knowledge, and
know-how. A recent scoping review of collaborative writing
applications such as wikis suggests that such knowledge
trandation platforms are in increasing use [10], athough
evidence for their impact is still lacking [11]. However, the
Learning Networks previously had no purpose-built knowledge
commons platform that could engage large numbers of diverse
stakeholders.

Below, we describe the design and use of such a platform, the
Learning Exchange, within the setting of ImproveCareNow
(ICN), a Learning Network whose mission is to transform the
health, care, and costs for children and adolescents with
inflammatory bowel disease (IBD) by enabling patients,
families, clinicians, and researchers to work together to
accelerate innovation, discovery, and the application of new
knowledge [12,13]. When it formed in 2007, ICN consisted of
8 care centersfrom 7 states. Currently, more than 900 pediatric
gastroenterol ogists from more than 100 ICN care centersin the
United States, United Kingdom, Qatar, and Belgium care for
more than 28,000 children with IBD. During this decade, the
remission rate for patients cared for across the Network has
increased from approximately 50% to 81%, 96% of patients do
not take steroids, and 93% have satisfactory growth status[14].

ImproveCareNow uses the evidence-based chronic care model
[15-19] asthe framework for improving care. Participating care
centers receive instruction and ongoing quality improvement
(QI) coaching to build skills and capacity [12,13]. Clinicians
enter datafor patient encountersinto their institution’selectronic
health record, fromwhich it isthen passed into the ICN2 registry
whereit populates measures and reportsthat drive care decisions

http://formative.,jmir.org/2019/1/e9858/
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[20]. Loca QI teams consist of clinicians, QI consultants,
researchers, patients, and parents from each center. At monthly
teleconferences and semiannual face-to-face meetings based on
an adapted breakthrough series (BTS) method [21,22], theteams
transparently share best practices, outcome data, and lessons
learned from changes they are testing. There is also a robust,
asynchronous communication infrastructure featuring a
newsletter, blog, and social media platforms on Twitter,
Facebook, and Instagram [23]. All ICN members are encouraged
to continuously design and test network-wide, center-specific,
and personal innovationsto make collaborative and participatory
care more efficient and effective, ultimately leading to improved
outcomes. They also use communication structuresto sharethe
status of innovationswith the network and learn from and apply
the work from other centers to their own. Current QI projects
focus on engagement, self-care and care management, and
chronic illness care and sustainability.

In the adapted BTS model, care center QI teams, comprised of
patients, families, clinicians, QI staff, and researchers, meet in
person twice ayear and participate in monthly webinars. These
are synchronous and high-touch approaches that are vital but
not sufficient as methods to scale and meet the needs of alarge,
growing, and geographically dispersed community. While
attendees were aware of what was being done by others, the
schedule of regular but infrequent meetings did not provide the
structure needed to share information, tools, and ideas robustly
throughout the Network or the access those things when the
need arose. We needed a place where members of the ICN
community could create a shared body of knowledge, tools, and
processes and learn from each other about how to improve care
and outcomes. We therefore developed the process and
technol ogy to create an online community commons, aLearning
Exchange [24], and implemented this approach to improve the
carefor children and adolescentswith IBD on adigital platform
caled the ICNExchange (icnexchange.org). More than a
website, aL earning Exchange is community-focused rather than
technocentric and can serve as a prototype for other Learning
Networks addressing other conditions and a larger network of
Networks.

Design Concept

Based on the principles of open innovation, in 2011 a design
team began discussions on the needs of the Network with
members of the ICN community. The result was an overall aim
to create alearning resource to radically improve what people
know about how to implement an effective and reliable care
delivery system to treat and manage chronic disease, beginning
with pediatric IBD.

The ICNExchange was conceptualized as a visually focused
Web platform offering image-cued discovery, curation, and
sharing. This choice was inspired by the success of Pinterest
(pinterest.com), aplatform that experienced substantial growth
in a short period of time [25]. We hoped to take advantage of
that velocity with avisual-style Learning Exchange. Also, like
Pinterest, we envisioned the ICNExchange as a place to share
ideas that others can then use or, in the words of the Pinterest
CEO, “Our hope is that when we show you the right idea you
go out and do that thing”[26].
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Design Activities
Achieving the global aim was conceptualized as delivering on

four key drivers. user interaction, technology, content
management, and community engagement.

I nteraction Design

We applied the principles of interaction design [27], including
the devel opment of personas and scenarios, to guide our work.
Personas are detailed descriptions of users, and scenarios
describe tasks that a persona performs with the technology to
achieve a goal. The design team built on prior work with
personas [28] and developed scenarios that described how a
user persona would interact with the technology to achieve a
specific goal. For example, aclinician at acare center who wants
to track and improve patients' adherence with their prescribed
treatment could log on to the ICNExchange and search for tools
and processes implemented by other care centers and create a
posting in aforum to which others can respond asking for ideas
and resources. The clinician could then download the relevant
toolsthat are attached to the pinned image. These attachments
may be documents, spreadsheets, or presentations. Such
scenarios, validated with community members, drove the
devel opment. In this scenario, the technology must allow search,
file attachment, and access to the source files for downloading.
In addition, the clinician’s search also requires that content be
discoverable. That is, the person who originally shared the
resource must have categorized it into a preexisting taxonomy
and tagged it with descriptorsin their own words.

Technology Design

Drupal [29] was chosen as the prototype platform because
themed distributions were available to implement the
Pinterest-like visual model, a critica design requirement.
Additionally, Drupal was open-source software, so the core
software was free to use and numerous modules could be
licensed to extend capability as user needs and preferences
emerged. A key design requirement to encourage widespread
use was for content uploading and tagging to be as effortless as
possible. The pin motif served this purpose because it was a
familiar approach to many members of the community and
relatively easy. A pin is a picture that visualy signals
information. The information may be entirely contained with
theimage or in addition to theimage; the visual may signal that
the user has attached filesto the pin. Self-contained pins might,
for example, signal the availability of a resource at a Web
location outside of the ICNExchange, such asalink to avideo
on YouTube. Pins with attachments might, for example, signal
an attached document describing a shared process from a care
center. Attached files could be documents, presentations, and
worksheets that would be useful for other care centers wishing
to implement or adapt that process.

Content Management

To be useful, content needs to be readily accessed through a
variety of end-user navigational behaviors such as browsing
(through visual cues) or searching by descriptors, tags, or
categories. One approach is to create and apply taxonomic
structure. Taxonomy is critical to ensuring a shared
understanding of the organization of content contributed across
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a diverse community. In this case, content was initialy
organized into categories that reflected the chronic care model
[15-19]: population management, previsit planning,
self-management, and data quality. In order to pin an item, the
user was required to assign a taxonomic category. The design
also allowed users to add their own descriptions or tags to
resources to enable different views of content organization to
emerge, a folksonomy. A folksonomy is user-generated and
emerges from user perspectives about how content should be
organized. The “...main advantage is that the [folksonomy]
reflectstheinformation structures and rel ationshipsthat people
actually use” [30]. The resulting hybrid taxonomy-folksonomy
ontology provided multiple entry pointsfor the user’s discovery
process. The tracking of the folksonomy over time also creates
the opportunity for the community’s own understanding of
content organization to be formalized into a recognized
taxonomic structure and navigational cues.

Individual users can curate their own content into
boards—collections of resources or pinsthat a user creates and
names (eg, “Good resources for teens’ has pins related to
self-management and IBD education for adolescents). Users
create boards to manage content so that information they have
accessed through targeted searching or browsing is readily
available. These boards may be followed by other users who
wish to learn what someone el sefindsuseful. Thisfeature opens
the possibility for some users to demonstrate leadership by
curating content and others to follow and observe what these
other users find useful.

Content management becomes crucial as the number of
resources grows and the network scales. By making resources
visibleto the care community and providing accessto download,
repurpose, and readapt content, all usersin the community have
ready access to the wealth of resources from all care centers.
Sharing what exists can be seen as an early phase of a
community, a place where shared resources make it easy to
search for what you need and browse what is available.

Community Engagement

L eadership in online communitiesis critical to success. Actions
by people “...who have the ahility to trigger feedback, spark
conversations within the community, or even shape the way
that other members of a group talk about a topic...” [31] are
necessary. To that end, the design team enlisted the commitment
of key leadersin the community to actively contribute content,
comment on contributions by others, and encourage this same
behavior in other members of the community. We identified an
activist to lead the community by example by posting pins,
commenting on pins, and posting in the discussion forum. The
activist was a well-respected member of the community in a
leadership role focusing on QI and could call community
attention to aparticularly valuable or otherwise useful resource;
advocate that other users view, download, and adapt aresource;
and initiate a chat topic and encourage others to participate. In
turn, thisleadership was expected to enable and encourage three
specific actions in the community: (1) adding resources to the
ICNExchange that health care professionals in a care center
find useful so these resources are available to the whole ICN
community, (2) sharing resources adapted or improved by a
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care center by pinning to a board so that improved resources
are readily available for use in other care centers, and (3)
identifying needed resources through collaboration among
community members with common interests working across
boundaries (role, location, etc) to cocreate them.

Deployment

We executed alow-fidelity prototype site based on the proposed
design. As the prototype was socialized with selected key
community leaders, features were implemented or removed
based on response. For example, blogging capability initially
seemed important but was removed from the ICNExchange
because it was incidental to the collaborative information
exchangethat was evolving inthe design. Key featuresretained
included functionality that enabled uploading content,
downloading content, and adding remarks such as questions,
comments, and suggestions to pins. This latter functionality
centered on the pin, allowing the pin to become the focus for
new iterations of content and promoting theidea of coproduction
within a collaborative community.

Pilot testing was opened to key leaders and selected users,
representative of all community roles. Webinar training sessions
were provided to give them the knowledge and proficiency to
begin using the ICNExchange within their current work
processes. In February 2013, five lead innovators, representing
a cross-section of network roles and user experience levels (1
beginner, 2 intermediate, 2 experienced), participated in
semistructured interviews to gain feedback on site features and
develop an understanding of how different usersinteracted with
the ICNExchange. L ead innovators were defined ascommunity
members who were likely early adopters and in a position to
influence the community regarding adoption and worked closely
with the devel opment team to describe needs and test features.
Interviews were designed to evaluate the areas of user
experience, attitude, and behavior. Data from these interviews
were organized according to these areas and synthesized,
through comparison, into themes. Usability of the initia
prototype was refined and the availability of the ICNExchange
was announced with a live demonstration at the spring 2013
ICN Community Conference, an ICN-wide event.

Ongoing Design

The ICNExchange was not just a new resource; it suggested
new ways of working in the community. As such, not all needs
could be articulated in the design phase. Users needed to
experience the ICNExchange before they could more fully
identify needsthat could betranslated into technol ogy features.
Thus, design was considered an ongoing activity. As the
community interacted with the commons, their needs emerged
through both formal inquiry and informal conversations. These
needswerereviewed by the design team and network |eadership.
Changeswere devel oped and tested in acontrolled environment
and the revised ICNExchange was released to select usersin
their real environment before being released to the entire
community.

Study Aim

The aim of this study was to assess the ICNExchange's
acceptability, feasibility, and utility in facilitating the creation
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and sharing of information in furtherance of the work of the
community.

Methods

Overview

This project was reviewed by the Ingtitutional Review Board
at Cincinnati Children’sHospital Medical Center and designated
as not human subjects research. We used existing data on the
number and types of users, their activities, and the content of
their posts. We al so surveyed users about the ICNExchange and
performed a success case evaluation [32].

Acceptability

We defined acceptability in terms of growth in active users and
activity. The Drupal database was queried monthly to determine
who was using the platform (ie, role and care center) and what
they were doing (eg, adding content as a pin, commenting on
apin, commenting inaforum). In July 2015, we began tracking
which files attached to pins were being downloaded by users
and examining the popularity of available resources (ie, most
downloaded). Activity, including how many people were using
the commons, was reported to stakehol ders each month to assess
whether growth in users was keeping pace with the growth of
the Learning Network.

Feasibility

We differentiated between users, who have an account only,
and active users, who have done an action beyond logging in
such asviewing a pin or entering aforum at any point in time.
We defined feasibility in terms of the percentage of users with

alog-inwho became active users, aswell asdataaround barriers
to use from the user survey and case studies.

Utility

We defined utility in terms of the type of work that the
|CNExchange facilitated for the community. We tracked user
actions such as adding to the commons by pinning new
resources, repinning an existing resource by, for example,
selecting an existing resource and adding it to apersonal board;
adding commentsto a pin, such as by advocating others review
this resource; and creating or contributing to discussionsin the
chat forum. Other analyses examined users by role within the
network and resources by type. Of particular interest was
determining if other users emerged asleaders by mimicking the
actions and activity of the activist.

In September 2013, a cross-section of potential users (n=51)
including physicians, coordinators, and parents responded to a
survey regarding use, barriers to use, and value. Respondents
were aso asked open-ended questions about how the
ICNExchange has been useful in their work, making the
|CNExchange more useful, and areas of additional feedback.
Qualitative datafrom these were organized in listsby aresearch
assistant and one of the authors (SM) and sorted into similar
themes, with representative quotes selected to characterize the
feedback. Disagreements were resolved by consensus.

In the spring of 2014, a success case evaluation [32], in which
in-depth qualitative data are gathered on successful and

JMIR Form Res 2019 | vol. 3| iss. 1 |e9858 | p.161
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

unsuccessful instances, wasimplemented with network members
from the most (n=10) and least active (n=10) centers. We
attempted to contact 35 of the most active Exchange users,
mostly nurses or improvement coordinators but some physicians,
from these centers via email. Of the 35 individuals contacted,
14 responded with a willingness to participate. We performed
semistructured  interviews via conference call lasting
approximately 30 to 45 minutes with these individuals to
determine successful practices and identify recommendations
for revisions to improve impact.

Results

Acceptability

The ICNExchange (Figure 1) was launched at the April 2013
ICN Community Conferenceto approximately 200 initial users.
By May 2017, there were 1098 users and over 4000 total actions
consisting of pins, comments on pins, and postsin thediscussion
forum. Users worked in a variety of roles (Table 1). The
approximately 100 original resources on the Exchange were,
for the most part, existing resources taken from other
repositories. Since then, the number of contributions has grown,
and the content consists of pins and repins, comments on
content, and contributions to discussion forums (Table 2).

McLinden et al

Feasibility

While the number of users increased over 5-fold, 72.50%
(796/1098) of users became active users. Table 1 shows the
percentage of active users by type. As might be expected,
improvement coordinators and QI consultants had the highest
proportion of active users.

Utility

Theresults of the February 2013 interviewswith lead innovators
in the Network suggested that, while the ICNExchange
overwhelmed these early users at first, most felt that the format
was engaging, intuitive, and timely. A total of 51 people from
30 care centers responded to the September 2013 survey about
use, barriersto use, and value. Theseincluded 11 improvement
coordinators, 10 nurses, 5 parents, 13 physicians, and 9 other.
Overal, 69% (35/51) of respondents had used the ICNExchange.
While most improvement coordinators (8/11), nurses (10/10),
parents (4/5) and other roles (6/9) indicated that they used the
| CNExchangeto upload content, download content, participate
in a forum, or add a comment, most (7/13) of the physician
respondents indicated that they were not likely to use the
ICNExchange, citing time constraints (4/13) and usefulness
(3/13) asbarriers. Of the 35 respondentswho used the Exchange,
89% (31/35) agreed that the Exchange is a useful resource for
supporting QI activities.

Figurel. Screenshot of the ICNExchange home page. The screen is dynamic; new resources are added to the top of the page and earlier postings move

down.
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Table 1. Breakdown of users of the ICNExchange by role.

McLinden et al

User role Registered users (n=1098), n (%) Active (n=796), n (%) Inactive (n=302), n (%)
Physician 264 (24.0) 192 (72.7) 72(23.8)
Improvement/research coordinator 161 (14.7) 148 (91.9) 13(4.3)
Parent 157 (14.3) 111 (70.7) 46 (15.2)
Nurse (RN2 LPNP) 138 (12.6) 96 (69.6) 42 (13.9)
Midlevel practitioner (NP, PAY) 61(5.6) 47 (77.0) 14 (4.6)
Dietician 54 (5.0) 44 (81.5) 10 (3.3)
Patient 39(3.6) 27 (60.2) 12 (4.0)
Social worker 23(2.1) 15 (65.2) 8(2.6)
Psychologist/counselor 17 (1.6) 14 (82.4) 3(1.0)
Quiality improvement coordinator 14 (1.3) 12 (85.7) 2(0.7)
Project manager 8(0.7) 5(62.5) 3(1.0)
Other (researchers, data architects, hospital administrators, 162 (14.8) 85 (52.5) 77 (25.5)

and pharmacists)

3RN: registered nurse.

BLPN: licensed practical nurse.
°NP: nurse practitioner.

dPA: physician assistant.

Table 2. Breakdown of activities by ICNExchange users.

Resource type

Value (n=4069), n (%)

Adding aresource by pinning content

Adding an existing resource to a personal board by repinning existing content

Adding a comment to an existing pin
Creating a discussion forum

Adding comments to a discussion forum

526 (12.9)
1906 (46.8)
425 (10.4)
179 (4.4)
1033 (25.4)

The 14 case interviews [32] conducted in the spring of 2014
showed that the work done by members from the most active
centers was prompted or seeded by the activist.
Recommendations for improvements included enhancing the
search function and providing hands-on training at the next
community conference.

An indication that the activist was modeling behavior for the
community was evident in that the cumulative activity of this
individual exceeded that of all other users (Figure 2). While
thisrolewascritical to community building it did create aweak
link, namely the person and the role were synonymous. A
necessary feature of asustainable community wasthe emergence
of other users taking asimilar role and being encouraged to do
so by the activist. More recent behavior on the ICNExchange
(Figure 3) showed that some other users have emerged as
activists. Their cumulative behavior in the past year showed a
pattern similar to and in some cases exceeding the activity level
of the origina activist.

http://formative.,jmir.org/2019/1/e9858/

Three key elements emerged as candidates for improvement in
a next version. First, while the pin motif was familiar to the
early users due to their familiarity with Pinterest, more recent
feedback has indicated that the home page, with its many pins,
can be confusing. Second, although the original vision of the
Exchange wasto enable collaborative creation of new resources,
the capability of the Web platform is not yet ideal for
collaborative cocreation. The ICNExchange has been used as
avehicleto announce acall to action and then post the finished
product. For example, the patient advisory committee used the
ICNExchange to invite the community to develop a new
resource for kids with ostomies and later to be a distribution
channel for the work (Figure 4) [33]. However, the work to
cocreate the resourcetook place outside of the Exchange. Third,
we have heard from our users that the search function needs
improvement, specifically the ability to search across multiple
datafields (eg, author and full text of attached documents).

The types of activities summarized in Table 2 suggest that the
ICNExchange was useful in its original aim of facilitating the
management and exchange of knowledge.
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Figure 2. Activist user contributions compared to al other users over 4 years.
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Figure 4. Pinsillustrating the call to action and the resulting product, the ostomy toolKkit.
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As the ICNExchange was used more, further utility was
uncovered. One such use emerged from formal inquiry at the
semiannual face-to-face meetings and led to making the
distribution of meeting materia safunction of the |ICNExchange.
Using the ICNExchange in this way was more efficient and
reliable and reduced work for administrative staff. Adding Wi-Fi
connectivity to in-person conferences allowed each user to
access content on a laptop or tablet. As a result, the
| CNExchange became a prominent feature of the network, and
driving traffic to the commonsincreased the potential of further
engaging users in making the Learning Exchange part of their
individual work processes.

An additional enhancement made post release was the
development of a visible database of the improvement goals
established by care centers. The data entry and viewing
functionality developed on the ICNExchange provides an
opportunity for al care centersto see and share their goals and
progress and identify those working to tackle similar issues.

Discussion

Principal Findings

The ICNExchange is a collaborative knowledge-sharing
platform that allows members of an extended L earning Network
to communicate and innovate across the globe. The various
members of the community use it to share seamlessly, and it
has extended the community’s al teach/all learn focus. The
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ICNExchange was designed and developed to be used by an
ongoing community involved in improving outcomes for
patients. The growth in active users and activities shows that it
was acceptable asafirst version of such aplatform, use patterns
and feedback show that it isfeasiblewith room for improvement,
and activity on the platform as well as additional uses attest to
its utility.

Opportunities exist to continue the community-focused design
process to meet the network’s evolving needs. Barriers to use,
such as lack of time, perceived irrelevance, and information
overload, aswell asfacilitators, such asacommunity of practice,
training, and acommunity facilitator, are similar to those found
in the literature [10]. New ideas for using the ICNExchange
emerged over time as the community learned more about its
use and capabilities and the design team remained engaged in
monitoring acceptability, feasibility, and utility. Thisillustrates
the key benefits of a flexible platform and ongoing design
process that remains community- versus technol ogy-focused.
These are facilitators not readily apparent in other literature
[107.

In such a large network, keeping participants connected is
daunting as is ensuring the best tools and ideas are shared
equally. Before launching this innovation, tools, ideas, and
knowledge generated by individual care centers were relegated
to email attachments and file cabinet drawers. Centers connected
on monthly webinars and twice yearly in-person meetings, but
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little asynchronous collaboration or peer mentoring was possible.
Our vision for the ICNExchange is continued evolution toward
better curation and organization of health-improving ideas and
best practices, leading to faster spread across more centers. We
have the community of improvers and the will to collaborate
using the ICNExchange but need to further cultivate the
commons so everyone can easily find like-minded people, the
tools they need, and the knowledge to implement shared tools
well. While the ICNExchange has been an improvement in this
vibrant community, aswith any technology, with use, limitations
and opportunities for improvement become apparent.

Looking to the Future

As we design the next version, our vision is for a home page
that is less cluttered and can be personalized for the specific
user; the pin motif will till exist but will be in the background.
We also learned that the multiple steps needed to create a pin
is considered a barrier. In a future version, we plan to reduce
the steps needed to add a pin to asingle step that only involves
uploading aresource. We intend to improve search by enabling
the search of content in attachments, something that is not
currently possible, as an adjunct to searching by taxonomy and
keyword. Our vision for a future Learning Exchange would
support work inside of acommunity commons to devel op new
and needed resources. Collaborators can have one place for
ideation, creation, storage, and version control so that the
Learning Exchange facilitates the collaboration to create new
assets, not just the sharing of assets.

Limitations

We framed this work as the development of an intervention to
addressthe challenges of connecting people and their knowledge
across a large and growing network. We engaged with the
community regularly to understand what was useful and what
was not useful and be aware of emergent and unanticipated
needs. While necessary and important, such inquiry wasdriven

McLinden et al

by efforts in design and development and not an overarching
research strategy. While structured inquiry was undertaken
through interview and survey methods, the value of thisinquiry
was limited by the fact that such inquiry was not undertaken
more often. Additionally, we have noted the importance of
community engagement and the crucial role of an activist to
facilitate that engagement and have described those actions.
While important, actions alone are not sufficient. Aswe noted,
the activist was a respected member of the community and this
phrasing implies psychosocial features such asmutual trust and
understanding. These and similar concepts are not well
documented here; future research should be directed to a better
understanding of the psychosocia milieu that makes community
engagement successful.

Conclusion

The scalability of theICNExchange asamodel for collaboration
and information sharing is dependent on both extending the
cocreation capability of the platform and transferring the model
to new communities. Our vision for a Learning Exchange as a
platform where network participants, made up of parents,
patients, clinicians, and QI professionals cocreate resources to
solve clinical improvement challenges depends on devel oping,
extending, and enabling the creative commons of our
collaborative network. The ICNExchange is a dynamic
repository of solutions for chronic care across a spectrum of
different conditions. Seamless sharing, applied to
community-developed approaches to previsit planning,
population management, self-management support, and Ql, is
an enabling strategy to improve health care delivery to chronic
care patients. The ICNExchange fosters unique collaborations
by allowing diverse and distributed groupsto interact and share
in collaborative spaces and share acrossthe broader community.
The Learning Exchange platform is now primed for rapid
dissemination and transfer to other chronic conditions.
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Abstract

Background: Smartphones are positioned to transform the way health care services gather patient experience data through
advanced mobile survey apps which we refer to as smart surveys. In comparison with traditional methods of survey data capture,
smartphone sensing survey apps have the capacity to elicit multidimensional, in situ user experience data in rea time with
unprecedented detail, responsiveness, and accuracy.

Objective: This study aimed to explore the context and circumstances under which patients are willing to use their smartphones
to share data on their service experiences.

Methods: We conducted in-person, semistructured interviews (N=24) with smartphone owners to capture their experiences,
perceptions, and attitudes toward smart surveys.

Results: Analysis examining perceived risk revealed afew barriers to use; however, major potential barriers to adoption were
the identity of recipients, reliability of the communication channel, and potential for loss of agency. The results demonstrate that
the classical dimensions of perceived risk raised minimal concernsfor the use of smartphonesto collect patient service experience
feedback. However, trust in the doctor-patient relationship, the reliability of the communication channel, the altruistic motivation
to contribute to health service quality for others, and the risk of losing information agency were identified as determinantsin the
patients adoption of smart surveys.

Conclusions: Onthebasis of thesefindings, we provide recommendationsfor the design of smart surveysin practice and suggest
aneed for privacy design tools for voluntary, health-related technologies.

(IMIR Form Res 2019;3(1):€9922) doi:10.2196/formative.9922

KEYWORDS
quality of healthcare; surveys and questionnaires; patient satisfaction; data collection; smartphone; mobile phone; risk; privacy

Health care professionals engaged in patient-centered carefocus

Introduction on ensuring that patients' experiences at a physician, hospital,
Background or rehabilitation facility meet basic standards of care, such as

treating them with courtesy, informing them about their care,
and minimizing pain during their visit. Standardized questions
surrounding these aspects of a medica visit are widely used

High-quality patient-centered care is widely recognized as a
priority in health care [1] and has been shown toimprove patient
experience, patient safety, and accessibility to services [2,3].
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within the health care industry to inform patient-centered care
best practices and to improve governance, public accountability,
and patient autonomy [4,5].

Paper-based collection of experience surveys remains
time-consuming, expensive, and limited by factors such as
nonresponse, recall bias, and inadequate sample size [6-8].
Although paper-based surveys may be advantageous in some
circumstances, that is, to reduce startup costs or for nondigital
natives such as the elderly, the use of smartphone-based survey
apps, which we call smart surveys, provides new opportunities
to improve data collection techniques. Mobile technology
overcomes many of the limitations of paper-based surveys and
enables collection of large quantities of real-time data over a
broad geographical area. Exploiting this technology opens the
possibility of private and public sector services, health care
providers, and government bodies effectively engaging with
the public, one-on-one, to better respond to their needs.
However, at present, there is little guidance to help service
providers understand when and where individuals are willing
to disclose service experience data using their smartphones. In
particular, there is a lack of understanding of users' beliefs,
perceptions, and attitudes toward sharing of health service
experience feedback using their smartphones.

Patient Experience Surveys

Patient experience surveys are validated questionnaires, which
are developed by health services experts to understand patient
perceptions of their health care experience and serve anintegral
role in patient engagement and service improvement [3]. For
example, the WatL X patient experience questionnaire [9-11]
determines agreement with statements such as “1 was aways
treated with courtesy,” “My physical pain was controlled as
well aspossible,” or “From now on | know what to expect about
my care.” When such patient experience feedback is collected,
collated, and interpreted, findings can drive critica and
necessary improvements in service quality, patient safety, and
clinical effectiveness [3,4]. In recent years, to increase the
benefits yielded from such surveys, health service research has
begun to shift from “traditional” paper-based methods of survey
administration to the use of technology-enabled survey tools.

Table 1. Seven dimensions of perceived risk framework.

Ngeta

Yet there is little published research on the use of smartphone
technology to collect individuals' experiences of health services.

The health care literature has found no significant differences
in data equivalence or validity between paper- and Web-based
surveys [12-14]. With mobile devices, researchers are able to
collect large quantities of data over broad geographical areas.
Furthermore, the use of smartphone-based apps provides access
to functionality such aslocation-based activity detection [15,16]
and notifications[17] that can help improve survey compliance
and completeness of survey responses to improve the overall
reliability of results [18]. In situ assessment of services, where
data are collected during or immediately after a service
encounter, may yield an even more immediate and insightful
level of understanding of service quality [19]. However, the
context in which these dataare collected can a so introduce new
issues such as concerns around privacy [20].

Smart surveys, which we define as smartphone survey appsthat
use advanced functionality to provide more intuitive surveys
or gather more contextual complementary data in addition to
participant responses, introduce a number of unfamiliar
behaviors for patients to undertake that may work as barriers
to adoption. For example, they require users to download an
app to their personal smartphone and to disclose potentially
sengitiveinformation viaadigital channel that may be perceived
as public or insecure. To better identify and understand how
these barriers may impact the adoption of smart surveys, we
turn to the theory of perceived risk [21,22].

Perceived Risk Theory

A user's perceptions of risk can have a negative effect on
information system (1S) adoption [21,23,24]. Initially introduced
in the context of consumer behavior research, perceived risk
can be conceptualized as the subjective expectation of loss
experienced by a consumer during purchase decisions [21].
Perceived risk describes risk as a multidimensional construct
that comprises facets such as financial risk, performance risk,
physical risk, psychological risk, socia risk, time risk, and
privacy risk. Our framework of perceived risk is adapted from
studies by Jacoby and Kaplan [22] and Featherman and Pavlou
[23] (Table 1).

Risk dimension Definition

The possibility that a product or service is not performing the way it was designed or advertised, therefore failing to deliver

The possibility that the use of a product or service will cause undesired financial loss (due to purchase and incurring fees or

The possibility that a product or service will cause the consumer to lose time from researching the product, learning the use,

Therisk that the purchase or performance of a product or service will cause a negative effect on the consumer’s mind or self-

The potential for personal information being shared without consent and/or used for purposes other than originally intended.

Performance
the expected benefits.
Financial
fraud).
Time
or returning the product if it underperforms.
Psychological
perception (eg, frustration or loss of self-esteem).
Social The potential loss of the consumer’s social circle due to the use of a product or service.
Physical The possibility that the use of a product or service may be harmful or injurious to the consumer’s health.
Privacy
Overdl A general measure of perceived risk when al criteria are considered together.
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Consumer behavior and 1S research has found perceived risk
and its antecedents to be key predictors of electronic service
adoption; for example, perceived risk and its dimensions are
inhibitors of technology acceptance model variables [19]. Of
al the facets of perceived risk, privacy (security) risk is
demonstrated to be the most important barrier in the adoption
of e-services for consumers, having both direct and indirect
influences on the intention to adopt [25]. Financial risk, the
second most important inhibitor to adoption, aso has a
significant negative impact on attitude to technology adoption
[26]. Timerisk has a negative influence on attitudes, implying
consumers are concerned about delays and length of time to
complete atransaction.

Perceived risk impacts attitudes toward adopting mobile
e-services [27-29] as well as the intentions of use among both
frequent and infrequent users of mobile e-services. In these
studies, results have consistently shown overall perceived risk
to be mediated by privacy, financial, time, and performance
risks. With respect to mobile health (mHealth) app adoption
studies, perceived risk has significant and negative effects on
attitudes toward adoption. For example, Schnall et a [30]
identified patient concerns regarding security (eg, health
information or | ocation sharing) when referring to mHealth apps
and smartphone devices, similar to Zhou [31].

Previous research has categorized users based on the intensity
of their perceptions of privacy risk. Westin [32] separates
technology users into 1 of the 3 risk groups based on their
willingness to share persona information on the Web: (1)
privacy fundamentalists (high privacy orientation and supports
regulatory controls), (2) privacy pragmatists (weigh benefitsto
self or society and bases trust on context), and (3) privacy
unconcerned (willing to share information and reject privacy
concerns). These categories were developed over a series of
more than 30 consumer surveys [33] and have been used
extensively by the computer-human interaction community as
a requirements engineering design tool to help anticipate user
needs and design functionally relevant technology. However,
in practice, this methodology has faced criticism, and research
hasfound alack of correlation between Westin’'s categories and
user behaviors and attitudes (ie, willingness to share
information), perhaps attributable to the development of the
guestions before the internet [34-36]. In response to this
mismatch between Westin's categories and user behavior and
to more fully account for the importance of privacy risk as a
barrier to adoption of smart surveys, we turn to Dupree et al’s
work on privacy personas [37,38].

Privacy Personas

Dupree et a [37] developed privacy personasto add contextual
information to participants clustered by their attitudes and
behaviorsrelated to security and privacy. The personas provide
a better understanding of a user’s proactivity and ability to act
upon privacy risk concerns, better aligning their behavior with
their attitudes. Dupree et a identify the following 5 clusters:

1. Fundamentalists (high knowledge and motivation): like
Westin's privacy fundamentalists [33], these individuals
are highly concerned with privacy and show distrust toward

http://formative.,jmir.org/2019/1/e9922/
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corporate monitoring. They exercise extreme caution when
handling their information, often encrypting their devices.

2. Lazy experts (high knowledge and low motivation): these
individuals share the same technical knowledge as
fundamentalists, but often choose convenience over security
and socialization over privacy. They continue to put effort
into protecting their privacy, however not to the extent
where they would limit their interactions with society.

3. Technicians (medium knowledge and high motivation):
have less technica knowledge compared with the
fundamentalists and lazy experts. However, they show
limited trust in privacy settings and are highly motivated
to protect their privacy, often choosing privacy over being
social. They tend to form their attitudes more intuitively
but will changetheir behavior when provided with evidence.

4. Amateurs (medium knowledge and medium motivation):
these individuals are just learning about security concepts.
They are not nearly as motivated or knowledgeable as the
other previously mentioned groups. Despite having limited
knowledge, this group will till act to protect themselves
from privacy threats.

5. Marginaly concerned (low knowledge and low motivation):
with limited knowledge about security concepts, they trust
networks and websites which claim to be safe. They are
aware of potential privacy threats but feel these threats are
unlikely to happen to them.

Morton and Sasse [39], who performed their research
concurrently with Dupree et al, aso identify 5 clusters that
closely correspond to those listed above but in the context of
location disclosure.

The purpose of this study was to understand what beliefs,
perceptions, and attitudesinfluenced patients intentionsto share
health service experience feedback using their smartphones, in
particular, what role perceived risk playsin this process. Health
care providers are increasingly being held accountable for the
quality of services they provide; however, data collection is
expensive, response rates are low, and turnaround times can be
long. Although mHealth apps are common in the sector, and
smartphones have been used to collect experience datain other
industries [40,41], there has been little research into the use of
mobile apps to collect in situ, location-based experience data
in health care.

Methods

Participant Recruitment and Selection

We recruited participants from a local university between
January and February 2017 using posters, email, and snowball
sampling techniques. Participants were classified according to
their privacy persona and their dimensions of perceived risk,
and their responses were sequentially analyzed to allow
researchers to evaluate the breadth of our sample and to ensure
that individual s with different technical backgroundsaswell as
varying degrees of privacy tolerance related to information
sharing were included in the study. Recruitment and analysis
proceeded until saturation [42,43]. Participants received Can
$10 for participating in the interview.
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Figure 1. MetricWire's smartphone app served as a platform to administer the patient experience SmartSurvey.

| was always treated with courtesy.

1- Strongly Disagree

3
)

5- Strongly Agree

Answer

Data Collection and Analysis

Participants were welcomed upon their arrival and were given
an overview of the purpose of the study and the data collection
process by a researcher. Participants reviewed and signed an
informed consent form and provided demographi c information.
Datawere collected from participants using short questionnaires
followed by a semistructured, in-depth interview. The
information gathered from the questionnaires and think-aloud
technique provided information for classification of participants
into privacy personaclustersaswell as complementary datafor
further context.

In the first questionnaire, participants were asked to rate their
perspectives on privacy and security (PAS) (Multimedia
Appendix 1). The second questionnaire included Westin's
privacy user questions [32] and questions that were related to
their knowledge and motivation to protect their privacy
(Multimedia Appendix 2) [37]. Before completing the final
guestionnaire and interview, participants were given the
opportunity to learn more about the mobile app used for the
survey distribution, analysis, and administration [44] and to
evaluate its key features and user interface. The MetricWire
app is acommercialy available mobile phone and Web-based
survey platform [44]. The app alows maobile completion of
surveys, with functionality such as automatic alerts or triggers
to prompt phone ownersto respond to asurvey based on factors
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such astime of day or location of the device. Researchersloaded
amodified standardized and validated patient experience survey
[9,10] into the MetricWire platform using asmartphone provided
by the researchers (Figure 1). Participants were asked to recall
their last visit to aphysician and fill out the survey. Completion
of the survey ranged from 2 minto 5 min.

Using cognitive interviewing techniques [45] (think aloud),
where questions are administered, and participants are
encouraged to verbalize the reasoning behind their answers, a
third questionnaire (including questions adapted from Jacoby
and Kaplan's [22] perceived risk study), was used to assess
participants' perceptions of risk (Multimedia Appendix 3).
These semistructured participant interviews ranged from 20
min to 40 min. Throughout and at the end of the interview, the
researcher summarized their interpretation of each participant’'s
responses. Participants were encouraged to add any additional
information that they felt was missing from the summarized
interview responses. This process served as an informal method
for member checking [46].

Upon completion of each participant interview, participant
responses were transcribed manually from the digital recordings
and thematically analyzed using QSR International’sNVivo 11
[47]. Responses were used to inform subsequent interviews.
We used constant comparison and content analysis to code and
analyze the transcripts [48], with 3 researchers (DN, JM, and
JW) reviewing theinterview transcriptsindependently and using
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consensus methods to iteratively discuss content and
discrepanciesto ensure coding consistency. Datawere manually
sorted using the perceived risk framework and then thematically
analyzed to uncover the unique challengesfacing smart surveys
adoption and use for patient experience sampling. Interview
transcripts underwent initial open-ended coding where quotes
were divided into 4 concepts and 12 subconcepts based on
similarities in meaning or context. These concepts were then
discussed among the researchers to further develop emergent
themes. Thethemeswere devel oped based on both the perceived
risk typology (deductive reasoning) and open and axial coding
of interview transcripts (inductive reasoning) [47,49].

To assign participants to 1 of Dupree's clusters, each
participant’s data were reviewed (DN), and the participant was
preliminarily assigned. Following a process of discussion (JM,
Jw, and PM), participants were reassigned as necessary until
each cluster remained stable. Participant data were collected
until we had at least one participant from each of the Dupree
clustersidentified, and saturation was achieved, where no new
themes or evidence emerged from the interview transcripts
[42,43].

Ethics approval for this study was sought and obtained jointly
from the ethics committees at Wilfrid Laurier University and
the University of Waterloo (#4690). All participants provided
written informed consent before participating in the study.

Table 2. Participants classified by privacy persona.

Ngeta

Results

Overview

We conducted 24 semistructured interviews with Canadian
smartphone owners (7 mae and 17 female) with varying
educational backgrounds, technical knowledge, and motivations
to protect privacy. All the participants were registered university
students, half at the graduate level and, as such, are “digital
natives’ and thus confident using smartphones and mobile apps
[50]. All had received some postsecondary or postgraduate
education, were comfortable speaking English, and regularly
used a smartphone. The average age of the sample was 23.9
years (minimum: 21 years, maximum: 56 years, and median:
22.5 years).

Perceived Risks and Privacy Personas of the Sample

Respondents were classified according to Dupree et al’s [37]
privacy clusters framework (Table 2). Participant 4 was rated
with low technical knowledge yet high motivation to protect
their privacy. Therefore, they did not fit any of the Dupree
privacy personas, and we classified them as “ Undefined.”

To develop an understanding of the core issues facing smart
survey adoption, we also categorized responses according to
the dimensions of perceived risk [21,22] (Table 3). Participants
were most concerned about PAS and performance risk; under
the circumstances, that is, the introduction of a novel app for
use in a contextually sensitive location, this result was
predictable. None of the participants expressed concernsrel ated
to their psychological or social well-being as a result of using

the app.

Privacy persona Knowledge Motivation Statistics, n (%)
Marginally concerned Low Low 8(33)
Technicians Medium Medium 7(29)
Amateurs Medium Low 5(21)

Lazy experts High Low 2(8)
Fundamentalists High High 1(4)

Undefined Low High 1(4)

Table 3. Number of participants who classified dimensions of perceived risk as either “likely” or “very likely.”

Type of perceived risk

Statistics, n (%)

Privacy and security
Performance

Time

Financial

Physical
Psychological
Socid

18 (75)
12 (50)
4(17)
2(8)
14
0(0)
0(0)
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Thematic Analysis

A number of themes emerged from our analysis of cognitive
and in-depth interview transcripts: (1) perceived risks associated
with smart survey use, (2) loss of information agency, and (3)
trusted data collectors and atruistic intentions. These are
organized according to the focus of this study: first, how
perceived risk impacts the propensity to use smartphones to
provide service feedback using our perceived risk framework,
and second, the role of participants’ key beliefs, perceptions,
and attitudes in that process.

The I mpact of Perceived Risk on I ntentionsto Use Smart
Surveys

Perfor mance Risk

Although performance risk was the most cited type of risk,
participants perceived it to be minima when downloading or
using smart surveys. The likelihood of performance risk was
rated by 25% (6 out of 24) participants as “ Very Unlikely” and
as “Unlikely” by 46% (11 out of 24) participants. Some
participants attributed this lack of risk to smart surveys being
more simplistic in design than other apps on their phone and
othersto functionality that allowed participant audit before data
were submitted:

...from my point of view, it doesn’t look too fancy or
a gaming application with alot of coding and stuff...|
feel like chances of it not working...will be low. [P21,
Amateur]

It's not quite as advanced as some other apps. And
since it submits [data] all at once... | would be able
to look at all the information before it's submitted.
[P14, Lazy expert]
Time Risk
Some participants commented that smart surveys voluntary
nature mitigated any associated risks related to time. Others
disagreed, saying time loss from downloading and using the
app was “very likely”; as they perceived that only health care

providers would ultimately benefit from the data, they saw no
off-setting personal benefit to mitigate the time risk:

Very likely, because it does benefit just the company,

not really yourself. And like | said, it already takes a

long time as an app it downloads and all that stuff...

[P4, Undefined]
Financial Risk
The majority of participantsfelt that the possibility of financial
loss associated with the app was either “Very Unlikely” 71%
(17 out of 24 participants) or “Unlikely” 21% (5 out of 24
participants). The perception of low financial risk was attributed

to smart surveys' free download and lack of request for any
financial information:

Asa patient, would | have to pay money to download
theapp?...Inthiscase, there doesn't seemlikethere's
any chance that | would be losing money with Smart
surveys. | don't think it's asking for credit card
information or anything. [P22, Lazy expert]

http://formative.,jmir.org/2019/1/e9922/
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Psychological Risk

When asked to judge their perception of psychological risk
associated with smart surveys, nearly al participants 8% (20
out of 24) rated their perceived psychological risk to be “Very
Unlikely.” Participants were familiar with providing feedback
and with using smartphone apps:

..it'svoluntary if there was something | didn’t want
to say or discuss, | wouldn't have taken it. [P21,
Amateur]

Social Risk
Overall, participants perceived a very low possibility of social

risk, noting that completing surveys on a smartphone was
sociably acceptable and could be completed privately:

I’'m on my phone a lot anyways. I’'m answering
surveys. | don't think anyone would think of me
differently becauseit’sjust surveys. [P7, Technician]

Physical Risk
There was little to suggest that participants perceived any

physical risk associated with this technology and noted that it
was comparable with any other app on their smartphone;

W, it's just filling out buttons on a survey. | don’t
think there should be health issues any more than
health issues from just using a smartphone. [P7,
Technician]

Privacy and Security Risk

In line with the 6 dimensions of risk, participants rated the
likelihood of “overall” risk associated with smart surveys as
low. However, when discussing the overall risk, the predominant
concerns related to PAS risk included the loss or misuse of
sengitive information associated with their location and activity:

Personally, | don’t like the idea of data being
collected on me...If there’'san app that could literally
tell you physically where you're being, that’s part of
the metadata government can collect on you. [P12,
Technician]
Similarly, participants displayed heightened sensitivity and
apprehension about the possibility of the app being used to
retrieve additional information unrelated to the research:

Maybe if | download some app, maybe someone can
get your personal information on your phone. [P6,
Marginally concerned]

Moreover, 1 participant was concerned that a third party, such
as an employer or insurance company, could use the collected
datato deny individuals employment or insurance claims:

If it’s not associated with my insurance company in
any way, and it's only for the health care to improve
their staff’sinteraction with their patient. | don't think
it would be likely [1 would consider it arisk]. [P24,
Technician]

Yes. | just think | would just want to know what is
being used and who's using it. And if someone could
tell me that, then it might change my mind from not
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giving out that information to giving information.
[P11, Marginally concerned]

| don't consider the information to be very sensitive.
Even if it does go into the wrong hands, which would
be weird, | probably wouldn't mind too much. [P7,
Technician]

Another expressed abelief that mobile apps may be less secure
than traditional desktops apps and that the use of smartphones
introduces risks such as susceptibility to hackers, in-device
vulnerability, and susceptibility to loss:

It's not 100% safe...I’'m not sure apps interact with
each other in a smartphone...if other apps can steal
information from another app. It's not 100% safe.
[P21, Amateur]

| think it's safe. It's not risky to share feedback. But
you never know. Sometimes people can get your
secure passwords, your bank passwords. [P23,
Amateur]

..it's not really safe to send it through the
smartphone...a smartphone can easily go into the
wrong hands. It could get stolen, or even borrowed,
maybe you just left it somewhere... [P7, Technician]

Location (Global Positioning System, GPS) data were an area
of particular sensitivity. The mgjority of participants 71% (17
out of 24) were reluctant to disclose their location (GPS) data
for service quality improvement. Many chose to not share
location information for reasons of privacy, safety, and battery
life:

If it'son all thetime, | feel like someone’s following
me all the time or someone can see that they're
following me and it probably drains out my battery
too. [P13, Amateur]

Other issues included concern over the perceived lack of
standards surrounding the handling and storage of patient
experience data. The heightened sensitivity was not surprising
given the considerable attention to PAS risks associated with
mHealth apps [51] and frequent breaches of health ISs in the
free press at the time. Finally, the overall usability of
smartphonesrel ative to desktops was a so considered, reflecting
limitations of asmartphone’sdisplay aspart of their confidence
in the device to live up to the task of completing a survey:

...l mean, it'skind of normal for me to do surveyson
a computer but doing it on the phone is a little
awkward. Another reason, | guess, I’'m not too fond
of reading too much on a smartphone’cause | have
a smaller screen and the text is small. [P7,
Technician]

The Role of Participants’ Beliefs, Perceptions, and
Attitudes

Trusted Data Collectors and Altruistic I ntentions

Importantly, the third-party mobile app for data collection using
a smartphone was perceived as distinct from the health care
facility requesting the data, which participants generally trusted
to comply with ethical treatment of their data:

http://formative.,jmir.org/2019/1/e9922/
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...because it’'s health care facility. | have complete
trust in them. [P2, Amateur]

The identity of those who receive and interpret patient
experience datawas an important consideration for participants
when deciding to complete a patient experience smart survey.
More than half the participants 6% (14 out of 24) mentioned
concerns over who received and viewed their information.
Knowing who the users were and how the data would be used
helped them decide whether or not to share feedback. Sharing
experience datawith their care providerswas not abarrier, given
its less sensitive nature, and thus diminished consequences if
mishandled.

For some participants with atruistic intentions, the impact of
their feedback was a significant factor in decision making,
particularly where trusted care providers might directly or
indirectly usethat feedback to improve service quality for others:

| want my feedback to improve the service. | don't
write my feedback for someone who can’'t change
anything or improve anything. [P20, Marginaly
concerned]

If | share my data with the doctor, the administrator
will not benefit me if they look into my data. Anyone
who's not really involved with the service. If | want
to share my information in my smartphone, | want to
give it to the doctor directly...It's also the benefit of
the smartphone, it can give it directly to the doctor.
[P15, Marginally concerned]

L oss of I nformation Agency

Participants expressed concern that collected data may be used
for purposes beyond what was initially intended or disclosed,
specifically that it might affect their “information agency.” This
differed from their privacy concerns, where privacy risk is
defined as the potential loss of persona information without
the consumers' knowledge following the use of a service or a
product [23]. The loss of information agency is the loss of
control over the interactions after the information has been
shared by the participant. An example of loss of information
agency might relate to receiving marketing emails following a
service encounter, using contact information a patient provided
to an endorsed third party collecting atrusted provider’s service
quality survey data. In addition, 1 participant explained that the
loss of agency can be apparent when seeing Web-based
advertisementstailored to her daily life:

Maybe it's stuff you don’t necessarily want a third
party to know and they do know it because sometimes
certain third party companies display ads based on
what you've done if you see an ad that's something
related to you in story that you've done. [P21,
Amateur]

In general, the participants exhibited comments and knowledge
consistent with their Dupree classification.
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Discussion

Principal Findings

Mobile apps are increasingly being used to gather real-time
clinical and ecological patient dataand to hel p manage workload
in the health services sectors [50-54]. Although smartphones
are changing the way we deliver health care and engage patients
[55], examples of their usein collecting in situ patient service
experience dataare scant. We explored perceptions and attitudes,
which impact the adoption and use of smartphone-based apps
to collect patient experience data, referred to as smart surveys.
The theory of perceived risk [21,22] suggests there will be
inhibitorsto smart surveys adoption. Yet, although participants
mentioned perceived risks normally associated with electronic
commerce and other Web-based activities such as social,
psychological, physical, financial, and time risks [23,56], these
were considered minimal.

The study used an app that participantswould have to download,
retain on their phone, and manage alerts and the software app
itself over time. The most commonly perceived risk was PAS,
consistent with other mHeath and wearables literature
[51,57,58]. Participants' PAS risk perceptions were related to
connectivity, data sharing, encryption, and storage. Consistent
with Dupree et a [37], we observed that not al digital natives
have the same level of technical knowledge. Our thematic
analysis revealed other factors indirectly related to risk that
influenced participant’s perceptions of smart surveys as a
conduit for patient service experience data collection. In
particular, participants trusted the data collectors and
communication channel, thereby reducing perceptions of risk.
Conversely, concerns over loss of information agency, evoked
based on past social and personal experiences where they lost
control of their data, served to amplify their PAS concerns.
These themes have implicationsfor the design and use of smart
surveys apps in practice in 3 main areas. The 3 themes, with
recommendations for developers are as follows:

Support Communication Between Providers and
Recipients of Information

When individuals do trust their health care provider, the
presence of trust reflectsabelief that the provider hasthe ability
and motivation to make changes that result in service
improvements [59,60]. However, existing surveys often do not
allow for participants to see the impact of their feedback or for
providersto acknowledgeitsimportance. Participants’ concerns
revealed aneed to better communicate patient experience survey
goals to patients and to ensure that feedback impacts service
improvements. Only half of the participants believed their
feedback was important, and some participants regarded
feedback as a formality rather than atool to improve services.
Similarly, we found that participants wanted health care
providers who receive their comments to have the authority to
implement changes. Our results point to an opportunity for smart
surveys functionality to be expanded to include frictionless
feedback loops where health care providers acknowledge the
importance of participation and communicate when service
feedback has been received and implemented. These
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communications are essential in building trust between patients
and providers and are poorly supported through paper surveys.

Furthermore, our results suggest a need to better identify any
complementary uses and recipients of survey data. Research
ethics standards of practice require that researchers inform
participants how datawill be used at the beginning of asurvey;
however, thisis not necessarily the case for private or nonprofit
health service providers. Outside of personal health information,
the use and management of which is often governed by
legislation, consumers have very little control over what data
are stored and shared for commercial use [61]. Our results
suggest that participants want health care providers to affirm
who and how the feedback data will be used and its sequelae.

Recommendation Number 1

Smart surveysfunctionality should foster trust between patients
and providers by identifying the recipients of feedback dataand
communicating when it is read and what improvementsto care
are made as aresult.

Provide Transparency of Motives and Options

Participants perceived a lack of confidence in the security of
smartphones and that they can be perceived as a second-class
computing device when compared with desktop personal
computers for completing surveys. For example, participants
expressed concerns about installing apps on their personal
devicesand uncertainty about how datamay be shared between
different apps. This was notable among the amateurs and
marginally concerned. For individuals with more in-depth
technical knowledge such as the fundamentalists, disclosure of
implementation details was equally important, such asthe types
of permissionsthe app required, thetype and location of servers
on which the datawould be stored, whether information would
be encrypted, and the length of time their information would
be retained. However, it should be noted that this was the
exception. Aswith Gkioulos et al, we found that digital natives
tended to ignore or were complacent about privacy policies
[50].

Recommendation Number 2

For technical users, provide optional information about where
data will be stored, for how long, and whether it will be
encrypted.

Recommendation Number 3

Where possible, smart surveys should provide optiona
modalities to complete experience surveys on devices other
than smartphones.

Controlling Access to And Sharing of Information

Although there were disagreements about the sensitivity of
feedback data, participants were consistently hesitant about
unauthorized use of or accessto data, particularly their location
(ie, GPS) [16,62]. Participants believed that location data
introduced a higher level of risk and loss of agency that could
lead to subsequent inconveniences (eg, telemarketing
interactions) or consegquences (eg, identity theft). In some cases,
participants believed that |oss of information agency could lead
to the loss of privacy, loss of finances, or physical harm.
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The perceived risk of losing agency represents a significant
barrier to adoption of “advanced” smart surveys features such
as geofencing (use of technology to create avirtual geographic
boundary that triggers or alerts when amobile device enters or
leaves the ared). For example, smart surveys can reduce recall
bias by prompting patients for feedback soon after they leave
aphysician’soffice, instead of days or monthslater in traditional
survey methods. The majority of participants found
location-based promptstoo intrusive and risky and had location
servicesdisabled on their phone. Thisfinding is consistent with
prior research that demonstrates concernsfor privacy are higher
when the service is based on tracking the user’s location [62].
Furthermore, participants were conscious of the conseguences
of their location being disclosed to third parties.

Recommendation Number 4

Smart surveys should support alternatives to location services
for prompting patientsfor feedback, for example, quick response
codes or calendar integration.

Limitations

Thethemesidentified through our interviews hel ped to develop
an understanding of barriers to smartphone-based patient
experience surveys. Nevertheless, we are careful to acknowledge
limitations to this study. First, the attitudes and perceptions of
risk held by our participants were captured at 1 point in time,
and attitudes toward adoption can change over time and as the
y become more familiar with technology [63,64]. Furthermore,
participants were not asked to download and use the app on
their own devices. Consequently, there may have been less
consideration given to risk as participants did not actually
surrender any personal information. Future work will address
these limitations through data triangulation and a longitudinal
validation that patient behaviors reflect their reported
perceptions. Second, participants were mostly younger (average
age: 23.9 years) and more educated, and as a result, they are
not necessarily representative of the largest patient segment
using health care services[65]. Although the results of this study
may not be generalizable to the wider population, amajority of
adults now own cell phones, 77% of them own smartphones,
and agrowing percentage of adults aged 50 to 64 years and over
65 years are smartphone users (73% and 46%, respectively)
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[66]. Theserapidly growing rates and the decreasing availability
of cell phones without expanded digital capability and access
to the internet suggest that adults acrossthe life stage will soon
experience similar issues as the study sample.

We used nonprobability convenience sampling and a
nonsystematic recruitment process for this exploratory study;
we did not anticipate our findings would be exhaustive;
however, we believe that they add to the understanding of this
emerging domain. On the basis of our findings, we believe that
individuals with higher technical knowledge and motivation to
protect their privacy were under-represented. Finaly, the
strength of qualitative research is its ability to describe and
understand both obvious and |atent phenomena contained within
the “thick descriptions’ provided by interview data. Although
our interpretation of these exploratory datais nongeneralizable,
the use of in-depth interview methodol ogy provides researchers
with an appreciation of the complexity and context of this
relatively new research domain. It should also be acknowledged
that with every new innovative technology, the patterns of risk
and security concernsmay differ from those of ostensibly similar

legacy systems[24].
Conclusions

The use of smartphone-based patient experience surveys
provides new and exciting opportunitiesfor health care providers
to assess and improve the quality of health services. We
conducted 24 semistructured interviews with smartphone users
to explorethetypes of perceived risksthat may exist when using
smart surveys in the context-sensitive health services sector.
The results demonstrate that the classical dimensions of
perceived risk raised minimal concerns for the use of
smartphones to collect patient service experience feedback.
However, PAS risk associated with trust in the doctor-patient
relationship, the reliability of the communication channel, and
therisk of potential loss of agency over shared information may
inhibit adoption. Conversely, altruistic motivationsto contribute
to health service quality for others may facilitate patients
adoption of smart surveys. We conclude that barriers and
enablers of adoption of novel technologies may change from
sector to sector and should be further explored.
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Multimedia Appendix 1
Questionnaire: participant perspectives on privacy and security.
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Multimedia Appendix 2
Questionnaire: perceived risk associated with the use of smart surveys.

[PDE File (Adobe PDF File), 64KB - formative v3i1€9922 app2.pdf ]

Multimedia Appendix 3
In-depth interview (Think Aloud) prompts.

[PDE File (Adobe PDF File), 69KB - formative v3i1€9922 app3.pdf ]
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Abstract

Background: Peoplewith physical disabilities (PWD) experience severa unique challengesthat prevent them from participating
in onsite exercise programs. Although mobile apps can provide a ubiquitous channel for delivering convenient exercise services
within the community, no exercise apps have been designed for people with disabilities who experience certain functional
limitations.

Objective: Theam of this study was to examine the usability of a mobile exercise app in PWD.

Methods: A seguential explanatory mixed-method design was used to holistically test usability in 4 core areas:. effectiveness
(ie, ease of use), efficiency (ie, operation speed), perceived satisfaction, and usefulness. Participants completed 7 face-to-face
usability tasks and 1 structured interview. Equipment included a computer tablet that came preinstalled with the exercise app.
The app included exercise videos that focused on several components of fitness: aerobic capacity, muscular strength, functional
strength or balance, and range of motion. The app contained 3 different versions of the exercise program: (1) aprogram for people
with the ability to use the upper and lower limbs, (2) a seated program for people with the ability to use only upper limbs, and
(3) a program designed for people with hemiparesis. The app aso included educational resources in the form of infographics
aimed at addressing key socia cognitive theory constructs included social support, outcome expectancies, self-efficacy, and
barriers or facilitators to exercising. Participant characteristics and quantitative usability data were descriptively reported.
Qualitative data were analyzed using thematic analysis.

Results: A total of 12 PWD tested the usability of the exercise app and completed 96% (69/72) of the usability tasks on thefirst
attempt. Operation speed varied among users, which prompted the devel opment team to make minor revisionsto the app. Qualitative
results demonstrated 3 overarching themes: facilitates exercise adoption, positive experiences of videos, and easy to learn.
Participants noted that the app circumvented several barriers to exercise associated with leaving the home (eg, inclement weather
conditions, exacerbations of health conditions or disability symptoms, difficulties with transportation, and socia support).

Conclusions: The mobile exercise app provided asimple platform that was effective, useful, and appreciated by PWD. Participants
also perceived the app as easy to use and felt it was a valuable tool for assisting PWD to obtain regular exercise. Study findings
also offered insight into the participants preferences for mobile exercise apps that can aid future research and development
projects. Future exercise trial s are needed to determine the true impact of mobile app technology on lifestyle physical activity in
people with disabilities.

Trial Registration: Clinicaltrials.gov NCT03024320; https://clinicaltrials.gov/ct2/show/NCT03024320 (Archived by WebCite
at http://www.webcitation.org/75ShNLgRFH).

(JMIR Form Res 2019;3(1):€11689) doi:10.2196/11689
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Methods

According to the United States Census Bureau, 30.6 million
people have mobility limitations (eg, difficulty with walking or
climbing stairs and wheelchair or cane use) and 15.5 million
experience problems with normal activities of daily living [1].
In addition to the direct physical impairments associated with
the disability, systematic reviews have identified a multitude
of structural and logistical barriers to onsite exercise
participation. Some of the more egregious barriersinclude lack
of transportation, extensive time commitment, lack of accessible
facilities and equipment, and high cost of afitness membership
[2]. The diversity and number of barriers likely explains why
adults with disabilities have higher rates of physical inactivity
compared with adults without disabilities. National prevalence
data have indicated that 57.4% of adults with mobility
limitations living within the United States were inactive (ie,
achieving <150 min of moderate-to-vigorous intensity aerobic
exercise), compared with only 26.1% of adults without
disabilities [3].

Mobile health (mHealth) apps can provide a ubiquitous channel
for delivering convenient exercise services to people within
their community [4]. In the general adult population, app-based
interventions have been found to be efficacious for improving
physical activity participation and reducing sedentary behaviors
[5]. These apps appeared to be particularly beneficial when
accompanied by behavior change techniques. Common examples
of these techniques include goal setting, self-monitoring,
performance feedback, and socia networking [6,7].
Nevertheless, the viability of using mHealth appsfor promoting
exercise behavior will ultimately depend on participants
perceptions of their ease of use [8] .

Although there are thousands of fitness apps that are
commercialy available for the general population, few have
been devel oped specifically for people with physical disabilities
(PWD) [9]. A survey of 377 people with functional limitations
reported that exercise and activity appswere the most commonly
used type of mHealth apps [9]. However, only 173 (173/377,
45.8%) of theseindividual sreported that they could easily locate
a suitable app, and the same percent reported that they were
satisfied with usability. Within this report, the respondents
identified that commercial apps had issues with accessibility
and usability and suggested that apps be created with
disability-specific content. Although research studies have
incorporated self-regulated mHealth apps or Web-based
interventions to deliver streamed video content, one-on-one
training, and activity tracking and monitoring in PWD, there
arelimited appsthat include customizable exercise content and
behavioral change techniques that are tailored to people with a
range of functional limitations [10]. Therefore, the purpose of
this study was to examine the usability of aninclusive mHealth
fitness app that was devel oped specifically for PWD. The study
had 2 aims: (1) quantitatively assessthe app’s effectiveness and
efficiency and (2) qualitatively explore participants’ satisfaction
and usefulness of the app.

http://formative.,jmir.org/2019/1/e11689/

Study Design

Thisstudy used a nested mixed-methods design (QUAN ->qual)
[11] to test the usability of an mHealth fitness app. The design
incorporated a primarily quantitative usability study that was
followed by a qualitative interview. The study included both
guantitative and qualitative data collection to provide an
expanded evaluation of usability in 4 core areas: effectiveness,
efficiency, satisfaction, and useful ness. These componentswere
selected based upon best practi ce recommendationsfor usability
testing [8]. The study conformed to the Consolidated Standards
of Reporting Trials of Electronic and Mobile Headlth
Applications and online Telehealth (CONSORT-EHEALTH)
[12].

Recruitment

Twelve PWD were recruited for this study to satisfy best
practice recommendations for usability testing [8].Eligibility
criteriaincluded: (1) age 18to 70 years, (2) documented physical
mohility limitation, which we broadly defined as the use of an
assistive device as a primary means of mobility or the presence
of walking impairments (eg, hemiparesis or drop foot), (3)
ability to speak and understand English, and (4) ability to operate
an app on amobile device. Participants were recruited through
the network of aninternationally recognized community fitness
facility which specializesin adapted physical activity programs
for PWD. This project was approved by the university
institutional review board. Before enrollment, written consent
was obtained from each participant.

Intervention

The mHealth app examined in this study is referred to as Trial
#NCT03024320, Scale Up Project Evaluating Responseto Home
Exercise and Lifestyle Tele-Health (SUPER-HEALTH). This
study aimed to test the usability of the SUPER-HEALTH app
before evaluating its effectiveness in a randomized controlled
trial. The primary component of SUPER-HEALTH was the
exercise video content, which included movements that were
adapted from a rhythmic movement-to-music (M2M) program
for peoplewith multiple sclerosisand stroke. M2M was created
and implemented for 4 years at an internationally recognized
fitness facility for PWD. SUPER-HEALTH (version 2.3) isa
research tool that can be commercialy downloaded at no charge,
but does require a research team member to activate and tailor
the program to meet the functional needs of a participant. The
app includes the following features:

« amulticomponent fitness program using a set of videosthat
can accommodate a variety of functional abilities,

« educationa papers with content framed within the social
cognitive theory [13];

« the ability to sync and display exercise data from
commercial activity monitors;

« achievement rewards (badges);
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- socia networking functions that include the ability to add
other users as friends, communicate with other usersviaa
newsfeed, and private message other usersto facilitate socia
support.

Exercise videos included movements from the M2M program
and focused on several components of fitness: range of motion,
muscular strength, cardiorespiratory endurance, and functional
strength or balance. To be inclusive of a wide variety of
functional abilities, the app contained 3 different versions of
the M2M program: a version for people with the ability to use
the upper and lower limbs, which included movements in the
seated and standing position (Level 1); a seated version for
people with the ahility to use only upper limbs (eg, wheelchair
users, Level 2); and a seated and standing version designed for
people with the ability to use 1 upper and 1 lower limb (ie,
hemiparesis, Level 3). Examples of the movements in the
different program versions are shown in Figure 1.

The educational papers in the app included infographics that
aimed to enhance self-regulated physical activity behavior and
were based on strategies grounded in social cognitive theory
[13,14]. These papers targeted 4 core constructs (self-efficacy,
goal setting, outcome expectations, and barriersand facilitators),
each of which has been recommended to increase physical
activity behavior in people with neurologic disabilities [14].
Examples of content included understanding the benefits of
physical activity participation in people with disabilities,
learning how to monitor physical activity; setting SMART goals
(Specific, Measurable, Attainable, Realistic, and Timely); and
seeking social support.

Procedure

This study included 2 phases: usability testing and aqualitative
interview. Usability testing included 7 tasks that were followed
by a one-on-one semistructured interview, both of which took
place at the research |aboratory. After obtaining consent, written
information including participant demographics (age, sex, race,
and education), clinical characteristics (disability or condition
and mobility limitation), mobile phone usage, and physical
activity status were recorded. Participants were then instructed
to login to the app with a standard user account and perform

Lai et al

the 7 usahility tasks, which included: opening the app; locating
and opening a paper; locating and opening a badge; locating,
opening, and creating a one-word post on the newsfeed; adding
a user as a friend; locating and viewing the leaderboard; and
playing the videos and performing the adapted exerciseroutine.
While performing the tasks, the participants used a think aloud
approach [8]. A research assistant took written notes while
observing participants during the tasks. The assistant also
recorded the time it took participants to complete each task,
except for the performance of exercise videos.

When instructed to play an exercise video, participants were
asked to locate, play, and perform a single video that they felt
was suitable to their functional ability. Participants were given
access to an archive of videos that included the first 6 weeks of
the SUPER-HEALTH 48-week program. The archive included
a total of 33 videos that were categorized by the 3 program
levels (11 videos per level). Within each program level, there
were 4 videos for range of motion exercises, 3 videos for
strength, 2 for cardio, and 2 for functional strength. The videos
were accompanied by an image that represented the type of
movement patterns and positions (seated or standing) that were
included within each video. Participants were instructed to
perform all movements at a comfortable pace.

After completing the user tasks, participants met with the study
investigator and completed a semistructured interview. The
interview was conducted in a private setting in the research
laboratory. The interview was recorded by an audio device,
which was later transcribed for qualitative analysis.

M easures

Summary

App usability was defined in terms of effectiveness (the ease at
which individuals can use the product), efficiency (the speed
with which an individual can accurately complete a task),
usefulness (the extent a product can enable users to achieve
their goals and willingness to use the product), and satisfaction
(the users’ perceptions and opinions of the product) [8].
Usefulness and satisfaction were explored through qualitative
means, whereas effectiveness and efficiency were examined
through quantitative metrics.

o —

Figure 1. Examples of the 3 different program versions (Left: Version 1; Middle: Version 2; Right: Version 3).

T
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Effectiveness

Research members evaluated the effectiveness of users
experiences with the app by recording the frequency of tasks
that participants completed on thefirst attempt without error or
issue. These observationswere summed for al usersand divided
by thetotal tasksthat were completed, which resulted inasingle
percentage value. The research team set an a priori benchmark
of acceptable effectiveness at 95% [9].

Relative Efficiency

Relative efficiency was measured by the time required to
compl ete each of the 6 tasks (video performance task excluded).
Astheresearch team anticipated that participantswould include
older adults, as well as individuals with neurologic and
upper-limb impairments, the research team did not set an apriori
benchmark to indicate an acceptable level of efficiency. Instead,
these data were used to identify problem areas within the app
for rectification.

Usefulness and Satisfaction

Researchers assessed usefulness and satisfaction through
participants’ qualitative feedback from face-to-face interviews.
Each semistructured interview included open-ended questions
that sought to gain insight into the participants overall
perceptions of the app, their likes and dislikes regarding app
features and content, whether they would use the app at home,
and whether they felt they could find a video that was suitable
to their functional ability. The specific interview guide and
guestions are included in the Multimedia Appendix 1. Two
members of the research team conducted the interviews. One
interviewer was a research staff member that was trained and
supervised by the primary interviewer. The primary interviewer
had 4 years of experience with qualitative interviews and had
abackground in adapted physical activity.

Physical Activity

Physical activity status was assessed with the Godin
Leisure-Time Exercise Questionnaire (GLTEQ) [15]. The
GLTEQ is a questionnaire that asks participants to self-report
the number of exercise bouts in atypical week that last longer
than 15 min. Bouts are counted for 3 different exercise
intensities: light, moderate, and vigorous. Frequency countsfor
moderate and vigorous intensity exercises are multiplied by 5
and 9, respectively, and summed into asingle health contribution
score. Activity levels can be compared with the following
cut-points: 224 sufficiently active, 23-14 moderately active,
and <13 insufficiently active [16,17]. This method of scoring
has been validated in the general adult population with fair to
substantial k coefficients for test-retest reliability (k coefficient
for a15-day period =.65; k coefficient for a30-day period=.45).
This scoring method has also been demonstrated to have a
moderate correl ation (r=.46) with moderate-to-vigorous physical
activity (measured via accelerometer) in adults with multiple
sclerosis[18].

http://formative.,jmir.org/2019/1/e11689/
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I nstruments

An example of the usability test setup is shown in Figure 2.
Equipment included a 10.5-inch Android tablet that came
installed with the mHealth fitness app and was mounted to an
adjustablefloor stand (Standzfree Universal Stand, Standzout).

Analysis

The research team’s philosophical assumptions aligned with
dialectical pluralism [19]. Within this paradigm, the research
team held separate theoretical perspectives for the quantitative
and qualitative methods (positivism and interpretivism,
respectively). Participant characteristics and quantitative
usability data were descriptively reported.

Qualitative data were analyzed using thematic analysis [20],
which was underpinned by an interpretivist philosophical
approach. Specifically, the analysts ontological beliefs aligned
with ontological relativism (ie, reality ismultiple and subjective)
and their epistemologica beliefs with subjectivism (ie,
knowledge is socialy constructed) [21]. In other words, the
analysts acknowledged that participants can have multiple
explanations for a phenomenon that can be shaped by their
backgrounds and interactions with others. Accordingly, the
analysts acknowledge that research staff are not blind-observers
during the qualitative process. data collection is influenced by
the presence and interaction of the interviewer; and themes are
interpreted by the analysts and transformed beyond mere explicit
statements reported by participants.

The 6 steps proposed by Braun and Clarke [20] were used to
guide the thematic analysis process. A total of 2 analysts
generated initial codesfrom segments of atranscribed interview.
These codes were then refined into fewer subthemes. The
analystsrepeated this process for each transcription and evolved
their subthemes. The analysts then met to discuss their
subthemes, which they then integrated and refined into asingle
set of themes. These resultant themes were reported. Both
analysts had training and experience in mixed-methods research
and in devel oping exercise programsfor PWD. One analyst was
also the primary interviewer. The other analyst had a physical
disability for 12 years.

To enhance the quality of the qualitative research, we adopted
a relativist approach that aligned with the ontological and
epistemological assumptions that underpinned the qualitative
component [22]. First, the qualitative research was aimed at
providing a substantive contribution [23]. This was
demonstrated in the results by the effortsto provide meaningful
findings that can be used by other investigators, who aim to
understand how PWD interact with and respond to exercise
technology. Second, coherence was sought by using qualitative
study procedures throughout the methods and results that fit
together and aligned with the goals of the study [24]. Finaly,
transparency was sought by receiving in-depth feedback from
acritical friend [25], whereby theindividual scrutinized matters
such asthe theoretical preferences, qualitative procedures, and
resultsto encourage reflexivity and alternative explanations and
interpretations of the data.
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Figure 2. Example of an individual following an exercise routine through a computer tablet mounted to an adjustable stand.

Results

Overall

Figure 3 displays participants' progression through each of the
study phases. A total of 21 people with disabilities were
contacted and screened. Of these, 12 individuals were eligible
to participatein the study. Participants had a range of functional
limitations.

http://formative.jmir.org/2019/1/e11689/
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The study occurred from October 2017 to February 2018. A
total of 5 participants performed the standing video set (Level
1), 5 participants performed the seated video set (Level 2), and
2 participants performed the hemiparesis video set (Level 3).
Participant demographicsand clinical characteristicsare shown
inTable 1. Each visit took approximately 1.5 hoursto complete,
which included consent, usability testing and the interview.
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Figure 3. Flow diagram.
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*  Excluded from analysis (n=0)
Analysis Analyzed (n=12)

*  Excluded from analysis (n=0)

Effectiveness and Efficiency

Effectiveness

Participants completed 96% of the usability tasks (69/72) on
thefirgt attempt. Therewere only 3 minor usability issuesrelated
to app features. One was because of confusion with wording on
the paper’s page and the other 2 were issues with visual cues
on the Newsfeed page.

Efficiency

Results for the time required to complete each task are shown
in Table 2. Developers identified 3 of the 6 tasks that
demonstrated substantial variability: locating an earned badge
(task 3), locating the Newsfeed page and creating a one-word
post (task 4), and adding another user as afriend (task 5).

Usefulness and Satisfaction

Qualitative resultsfrom the semistructured interviews (Textbox
1) demonstrated 3 themes: facilitates exercise adoption, positive
experiences of videos, and easy to learn.

Facilitates Exercise Adoption

Participants perceived the app as a powerful and valuable tool
for incorporating exercise behavior into the daily activities of
individual s with disabilities by circumventing several barriers
to exercise associated with leaving the home. Barriers such as

http://formative.,jmir.org/2019/1/e11689/

inclement weather conditions, exacerbations of health conditions
or disability symptoms (eg, arthritis-related inflammeation, severe
fatigue, and pain), and, most notably, difficulties with
transportation (cost, time, and accessibility) were reported by
participants. In addition, participants reported that exercising
at home could negate feelings of social judgment that occur in
agroup exercise setting at afitness facility, such as feelings of
conviction from missing an exercise class or embarrassment
from poor or incorrect performance in the presence of other
classmembers. To address aneed for social support, participants
reported that the social mediafunctionswithin the app provided
an opportunity for camaraderie, which could be beneficial for
individuals with disabilities who are often isolated within their
community. Due to these collective benefits, participants
reported that the app was potentially valuable and innovative
for inactive people with disabilities who needed to adopt a
lifestylethat included regular exercise. As stated by participant
12:

I think that it [the app] isaway of introducing, a way
of beginning, and a way of encouraging. My overall
impression isthat it is something that is needed and
something that could lead people out of a more
inactive lifestyle...I just think that there are a lot of
people like me that need something to start the ball
rolling. [Participant 12]
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Table 1. Participant information (N=12).
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Characteristic Value
Age, mean (SD) 52 (15)
Sex, n
Male 6
Female 6
Ethnicity, n
Black 6
White 6
Diagnosis, n
Spinal cord injury 5
Parkinson disease 2
Arthritis 2
Multiple sclerosis 1
Stroke 1
Traumatic brain injury 1
M obility device or limitation, n
Manual wheelchair 4
Walker 2
Cane 1
Cane and hemiparesis 1
Hemiparesis 1
Orthotic device 1
Poor balance 1
Power wheelchair 1
GLTEQ? Health contribution score, mean (SD) 34.7 (28)
GLTEQ: Sufficiently active (score 223), n
GLTEQ: Moderately active (score 14-23), n 2
GLTEQ: Insufficiently active (score <13), n 3
M obile phone users, n
Yes 10
No 2
Education, n
Graduate degree 5
College graduate 5
Some college 2

3GLTEQ: Godin Leisure Time Exercise Questionnaire.

http://formative.,jmir.org/2019/1/e11689/

RenderX

JMIR Form Res 2019 | vol. 3|iss. 1 |€11689 | p.188
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

Table 2. Efficiency results.
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Usahility tasks Median time to completion (Interquartile range), seconds Cl, seconds
Task 1: Open the menu 3(9.2) 25-104
Task 2: Locate and open a paper 8.9(6.6) 7.2-15.0
Task 3: Locate a badge 21 (7.5) 16.5-23.9
Task 4: Newsfeed one-word post 37.5(26.3) 23.4-42.6
Task 5: Add auser asafriend 12 (24.8) 9.1-31.1
Task 6: Locate and view the leaderboard 6(2.1) 4.3-6.63

Textbox 1. Qualitative themes and subthemes.

Facilitates exercise adoption

«  Circumvents exercise barriers

« Reach and Impact

«  Opportunities for socia support

. Innovative

Positive video experience
. Modeof delivery

«  Exercise movements

Easy to learn
o Intuitive

«  Short learning curve

Positive Experiences of Videos

Participants held favorable views of how the exercise videos
were packaged and delivered. In addition to having control over
the exercise environment (ie, the home setting), participants
also experienced asense of control over the pace of the exercise
sessions, which was primarily because of the ability to start and
stop videos at their convenience. One participant commented:

| felt like | was in charge, asfar as, getting it, doing
it, and stopping when | need to. [Participant 9]

Moreover, while performing the videos, participants felt as if
they were engaged in areal-time group exercise class because
of the enthusiastic and engaging mannerisms and rhetoric
provided by the exercise instructor:

She [the instructor] said you could go at your own
pace...Even though it was not back and forth
communication, it wasjust the way shetalked to you;
she wasn't condescending. [Participant 4]

Participants also acknowledged a high level of appreciation for
the exercise movements. All participants found videos that
contained movements that were suitable to their functional
ability and reported that the movements were potentialy
inclusive for a large variety of individuals with disabilities.
Participants also noted favorable perceptions of the novelty,
variety, and perceived health benefits of the movements, along
with the comfortabl e pace and nonjudgmental manner to which
they were guided.

http://formative.,jmir.org/2019/1/e11689/

Easyto Learn

Participants identified that the app was easy to learn. When
asked how confident they felt using the app independently,
participants reported high levels of confidence. Thiswas because
of the ease at which the app could be navigated and operated,
aswell asthe similarity of the app user interface compared with
other available apps in the marketplace. However, participants
did mention that efficient use of the app would require alearning
curve, which could be achieved independently with brief
instructions before use.

Discussion

Summary

Multiple barriers must be overcome for many PWD to engage
in regular exercise. For this reason, we designed an app that
provides high quality exercise videos that are customized for
peoplewith arange of physical disabilities and can be accessed
inthe home setting through atablet. The usability of thissystem
was tested through separate quantitative and qualitative
assessments. These findings are discussed in an integrated
format to provide a holistic evaluation of usability. Overall, the
findings demonstrated that the SUPER-HEALTH app was
effective, valuable, and useful for people with disabilities.

Quantitative Findings

Quantitative results demonstrated that a variety of PWD could
successfully operate the SUPER-HEALTH app. The high
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percentage of successful users (>95%) on their first attempt
achieved our a priori criteria for acceptable effectiveness. The
only minor issue related to efficiency was the time taken for
completion of the 3 tasks (adding another user as a friend,
locating an earned badge, and creating apost on the Newsfeed).
This informed the development team that improvements could
still be made to certain visual aspects of the app.

Qualitative Findings

The qualitative results demonstrated overtly positive themes
related to usefulness and satisfaction. Combined with inclusive
exercise program versions, opportunitiesfor socia support, and
anintuitive user interface, participants reported that the app was
potentially valuable for themselves and the general population
of people with disabilities who desire to start an exercise
program. Specifically, the app was considered an innovative
and convenient aternative to onsite exercise at afitnessfacility
because it circumvented several barriers (eg, weather,
transportation, health conditions or symptoms). These barriers
are consistent with those reported in the extant literature for
PWD [2].

Integrated Findings

On the basis of the integrated quantitative and qualitative
findings, the research team addressed 2 critical development
questions: (1) Were further revisions to the app necessary? and
(2) Were further usability tests necessary? Due to the positive
qualitative feedback and effectiveness findings, the research
team collectively agreed that no further usability tests were
necessary. However, based on efficiency data and the easy to
learn theme, the researchersinformed the development team to
add minor visual improvements to app version 2.5.1 (eg,
increased size of buttons and fonts and aterations to wording
and color) and provide future participants or users with more
detailed instructions before tablet use.

Future Studies

I n addition to testing the usability of the SUPER-HEALTH app,
study findings provide a foundation for researchers and
devel operswho aim to tailor exercise appsor similar Web-based
programs for adults with physical disabilities. Qualitative
findings suggested that PWD perceive several benefits to
self-regulated Web-based exercise programs. First, individuals
appreciate a sense of control over the pace of exercise sessions,

Lai et al

which provides ample time to learn new movements and take
breaks when necessary. Second, some individuals who are
hesitant about exercisein a public setting because of perceived
judgment from others, might prefer app-based exercise in the
home setting versus onsite exercise at a facility. Last,
participants reported that an exercise app should not replace
physical activity participation within the community such as
exercising at anearby facility or park. Instead, participants noted
that the end goal for exercise-based apps should beto transition
people from exercising in the home setting to physical activity
within their community.

Limitations

This study had a few limitations. First, although a sample size
of 12 may be sufficient for detecting usability issues, the
generalizability of these findingsis limited to individuals with
similar conditions, impairments, or characteristics (eg, education
level, ethnicity, and technology proficiency) as our study
participants. Second, most participants were active exercisers
recruited through the network of an internationally recognized
fitness facility, and therefore may not represent the larger
population of individual swith disabilities, including those who
areinactive. However, wefelt theinclusion of activeindividuals
provided rich insight on both exercise adoption (ie, beginning
participation in exercise) and long-term participation (ie,
sustainability). We also did not want to exclude individualswho
could potentially benefit from participation in the larger trial.
Third, a few individuals showed symptoms of cognitive
impairment that could have explained the variability observed
in efficiency data, but cognitive impairment was not assessed
by the research staff. Fourth, the study did not include an even
distribution of participants among the 3 exercise video levels
and only examined the usability of select videos within the
program, which warrants an examination of program feasibility.

Conclusions

Thisstudy demonstrated that the SUPER-HEALTH app provides
asimple platform that can be easily operated by awide variety
of users with physical disabilities. Study findings also provide
insight into participants' preferences for mobile exercise apps
that can inform future research and devel opment projects. Future
research should examine app feasibility in the real-world setting
(ie, home) to provide further insight into the app’s usability
before implementation in an exercise intervention.
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Abstract

Background: Chronic obstructive pulmonary disease (COPD) comprises a group of progressive diseases that deteriorate lung
functions. When patients cannot breathe, nothing else in their lives matter. Breathl essness has negative implications on patients
lives, which leads to physical and psychological limitations. Moreover, the lack of relevant and updated information about the
causes and consequences of the disease can exacerbate the problems of health literacy, information accessibility, and medical
adherence.

Objective: The objective of this study is to design an innovative mobile health (mHealth) app system called “MyLung” that
provides complete solutions in order to increase self-awareness and promote better self-care management. This system, an
information technology artifact, includes three novel integrative modules: education, risk reduction, and monitoring.

Methods: The utility and effectiveness of the assi stive mobile-based technol ogy were eval uated using a mixed-methods approach.
The study combined quantitative and qualitative research methods to thoroughly understand how the assistive mobile-based
technology can influence patients’ behavioral intention to changetheir lifestyle. Thirty patients were categorized into two groups
(intervention group and control group).

Results: The results from the quantitative analysis led to four follow-up interviews in the qualitative study. The results of the
guantitative study provided significant evidence to show that the design of MyLung leads to a change in the awareness level,
self-efficacy, and behavioral intention for patientswith COPD. Thet tests revealed a significant difference before and after using
the mobile-based app with regard to the awareness level (mean 3.28 vs 4.56; t,,=6.062; P<.001), self-efficacy (mean 3.11 vs
5.56; 1,;=2.96; P=.01), and behaviora intention (mean 2.91 vs 4.55; t,,=3.212; P=.009). Independent sample t tests revealed
significant differences between the intervention group and the control group in terms of the awareness level (mean 4.56 vs 3.31,
t19=4.80; P<.001) and self-efficacy (mean 5.56 vs 3.66; t,,=2.8; P<.01). Integration of findings from quantitative and qualitative
studies reveled the impact of the design in acomprehensive manner. Theseinferences are referred to as “ meta-inferences” in this
study.

Conclusions: We designed an innovative assistive mobile-based technology to empower patients with COPD, which helped
increase awareness and engage patientsin self-care management activities. The assistive technology aimsto inform patients about
the risk factors of COPD and to improve access to relevant information. Meta-inferences that emerge from the research outputs
contribute to research into chronic management information systems by helping us gain a more complete understanding of the
potential impacts of this proposed mobile-based design on patients with chronic disease.

(JMIR Form Res 2019;3(1):€12489) doi:10.2196/12489
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