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Abstract

Background: e-Bug, an educational health website for teachers and students, aims to help control antibiotic resistance by
educating young people about microbes, hygiene, and antibiotic resistance, reducing the incidence of infection and, therefore,
the need for antibiotics. The teachers' section of the e-Bug website has not been evaluated since it was launched in 2009, and
worldwide page views have been steadily decreasing since 2013.

Objective: This study aimed to apply GoodWeb, a comprehensive framework utilizing methodologies and attributes that are
relevant to the digital era, to evaluate and suggest improvements to the e-Bug website.

Methods: Electronic questionnaires and face-to-face completion of task scenarios were used to assess content, ease of use,
interactivity, technical adequacy, appearance, effectiveness, efficiency, and learnability of the teachers’ section of the e-Bug
website.

Results: A total of 106 teachers evaluated the e-Bug website; 97.1% (103/106) of them reported that they would use e-Bug,
and 98.1% (104/106) of them reported that they would recommend it to others. Participants thought that there was a niche for
e-Bug because of the way the resources fit into the national curriculum. Suggestions for improvements included changing the
menu indication by highlighting the current page or deactivating links, improving home page indication, and providing a preview
of resources when hovering the mouse over hyperlinks. Additional features requested by users included a search function and
access to training opportunities.

Conclusions: This paper reports that the GoodWeb framework was successfully applied to evaluate the e-Bug website, and
therefore, it could be used to guide future website evaluations in other fields. Results from this study will be used to appraise the
current quality and inform any future changes, modifications, and additions to e-Bug.

(IMIR Form Res 2020;4(4):€14504) doi:10.2196/14504
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: their perception of the organization and overal quality of
Introduction resources [3].
Background Thereisno universaly accepted method or technique for website

According to Song and Zinkhan [1], an excellent website attracts
more web users and encourages revisits if the user’s interests
are carefully considered and incorporated in the design and
presentation. User-centered design means that the websites can
both fulfill the goals and desires of its users [2] and influence

https://formative.jmir.org/2020/4/€14504

eval uation; various assessment techni ques have been employed
to evaluate websites [4]. Both qualitative and quantitative
measures are appropriate to evaluate website user experience.
Questionnaires are the most widely used method for evaluating
websites [5-11]. These can be administered remotely or in
person [12] and used stand-alone or in combination with other
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methodology, such as observed browsing and interviews
following completion of task scenarios [13,14]. Allison et a
[7] incorporated methods and attributes from 69 studies to
suggest a simple but comprehensive guide to evaluating
websites, coined GoodWeb, which follows 4 basic steps:

«  Sepl: What aretheimportant website attributesthat affect
a user’s experience of the chosen website? For example,
appearance, content, interactivity, ease of use, and technical
adequacy

«  Sep 2: What is the best way to evaluate these attributes?
For example, questionnaire and observed completion of
task scenarios

«  Sep 3: Who should evaluate the website? For example,
users

« Sep 4 What setting should be used? For example,
face-to-face/controlled and remote

The Website

e-Bug [15] is an ongoing international project, operated by
Public Health England (PHE), that creates health education
resources for teachers and students, covering the subjects of
microbes, hygiene, and antibiotic use and resistance [16]. All
activities and plans have been designed to complement the
national curriculum, particularly Biology and Personal, Social,
Health, and Economic [15]. The National Institute for Health
and Care Excellence (NICE) recommended that schools could
use e-Bug when teaching about antibiotics and infections[17],
and e-Bug is a case study in the UK 5-year Antimicrobial
Resistance Strategy 2019-2024 [18]. A key component of the
e-Bug project is the e-Bug website, established in September
2009 [15]. The e-Bug website comprises 2 microsites. an
educator microsite that includes free teaching resources, such
as lesson plans and student worksheets [16], and a student
micrositethat hostsinteractive activities, games, and animations,
which are developed by graphic designers, researchers, and
microbiologists. The e-Bug resources, in particular, the digital
media, including the games, have been well evaluated [19,20].
Worldwide page views of the teachers section have been
steadily decreasing since 2013 (282,284 views in 2013-2014,
248,260 viewsin 2014-2015, 208,540 viewsin 2015-2016, and
197,740 views in 2016-2017) [21]. The fact that e-Bug is
recognized by both NICE [17] and the Department of Health
[18] as a recommended tool for teachers highlights the
importance of this evaluation to continually strive to improve
this part of the website to aid implementation.

In 2015, hard-copy e-Bug resources were sent to all schoolsin
England [22], and the e-Bug team regularly promoted the
resources at popular teacher conferences, such as Big Bang and
Association for Science Education (ASE) conferences. The
circulation of hard-copy resources may be one explanation for
the decrease in page views, but a formal evaluation of the
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teachers' website may provide other explanations and inform
improvements.

Aims

This study aimed to apply GoodWeb, a comprehensive guide,
to evaluate an educational health website, using recognized
methods to evaluate the most crucial website attributes. The
results of the evaluation will be used to appraise the current
website quality, inform any future modifications or additions
to the website, and the possibility of afull-scale evaluation of
thewhole site. In addition, the evaluation will be used to advise

whether GoodWeb is an effective and appropriate website
evaluation guide.

Methods

Study Design

Following GoodWeb, this evaluation was based on the most
appropriate existing methodologies and techniques to evaluate
websites, determined by arobust review of the current website
evaluation literature [7]. The evaluation included a 2-part
guestionnaire (Multimedia Appendix 1). Part A collected
baseline data, whereby users were asked users to rank the
importance of different website attributes under the categories
appearance, content, interactivity, ease of use, and technical
adequacy and then score the e-Bug website against these
attributes. Part B of the questionnaire allowed users to rate
e-Bug's performance against the attributes ranked in part A. In
addition, a subset of users completed website task scenariosto
provide morein-depth feedback on the use of the e-Bug website.
These datawere used to inform prioritization for changesto the
e-Bug website.

To assess feasibility and gain suggestions for improvements to
the study design, the questionnaire was piloted with 36 users
and the task scenarios with 14 users at a 2-day conference.
Changes and decisions made based on the pilot and feasibility
study include providing the questionnairein an electronic format
rather than a paper-based format, finalizing which website
attributes to evaluate, recording the task completion as there
was too little time to make comprehensive notes and record
mouse clicks at the same time, and providing tick box options
to minimize free-text comment boxes.

Recruitment

To increase heterogeneity of participants, for example, to
incorporate a range of geographical locations in England,
different experiences of e-Bug and to include primary and
secondary school teachers, participantswere recruited by email
from e-Bug contact lists and face-to-face meetings at educational
conferences (see Figure 1 for recruitment flowchart).
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Figure 1. Recruitment flowchart. RA: Rosalie Allison.

Allison et al

1. Attendance at
school A (n=9)
2. Amendance at

Completion of task

school B (n=1)
3. Completion at
conference for
teachers (n=9)

scenarios and questionnaire|
(n=19)

¥
n=11]
]

1. Email from healthy
schools (n=11)

2. Email from the
Microbiology
Society (n=2)

Third-party mailing lists
(n=17)

3. Email from
Gloucestershire
Healthy Living and
Learning (n=4)

e-Bug website
(n=11)

1. e-Bug twitter (n=1)
2. e-Bug facebook

Social media

in=1)

(n=2)

¥

1. Email sentto
contacts made at
conference A (n=12)

Email sent to contacts

2. Email sentto
contacts made at
conference B (n=2)

> made at conference
(n=14)

i

1 Email from e-
Bug/RA (n=22)

Other options

2. Email froma
colleague (n=10)

(n=32)

Questionnaire Participant Recruitment

Participants were sent a link to the electronic questionnaire,
hosted on SelectSurvey, via teacher mailing lists from e-Bug,
healthy schools' |eads, At-Bristol Science Centre, Microbiology
Society, and Gloucestershire Healthy Living and Learning
(GHLL); the e-Bug website's teachers' home page; e-Bug's
Twitter and Facebook pages; and teacher contacts that visited
the e-Bug advertorial stand at conferences.

Completion of Task Scenarios Recruitment

Teachers visiting the e-Bug stand at 2 conferences (Big Bang
2016 and ASE 2017) were asked whether they would like to
participate in an e-Bug website evaluation. Interested teachers
were provided with an information sheet, given the opportunity
to ask questions, and ensured that they were comfortable with
the environment and surroundings, before informed written
consent was obtained. Some teachers participated at the
conference; others were visited in their own school.

As an incentive to participate in the website evaluation, all
participants were offered a £5 (US $6.50) high street gift
voucher and a professional certificate for Continuing
Professional Development. Participants that completed the
additional component of task scenario completion were offered
e-Bug resources. Questionnaire participants were entered into
adraw to win a set of giant microbes.

Data Collection

Questionnaire Part A: Baseline Questionnaire

Before assessing the e-Bug website, all 106 participants
completed an electronic questionnaire (Part A - Multimedia
Appendix 1), hosted on SelectSurvey, which asked general
questions, including the following:

https://formative.jmir.org/2020/4/€14504
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- Demographicinformation, such asrole, for example, teacher
and age groups they teach

- Which teaching resources participants currently use and
what devices they use to access resources

- Ranking the 5 main website attributes (appearance, content,
interactivity, ease of use, and technical adequacy) in order
of importance to themselves as educators. Then within each
main attribute, ranking the importance of the subcategories,
which ranged from between 2 and 6 subcategories within
each main attribute.

Familiarity With e-Bug

All 106 participants were provided with the website link and
asked to familiarize or refamiliarize themselves with the
teachers’ section of thee-Bug website. After 5 min of exploring

the e-Bug website, participants completing the questionnaire
remotely (n=87) moved on to questionnaire part B.

Completion of Task Scenarios

The 19 participants that were face-to-face with the researchers
(RA and CH) at the school or conference were asked to complete
task scenarios. Participants were provided with scenarios, typical

of users of the e-Bug website, and asked to think aloud [23] as
they attempted to complete the task. The screen recording
function on Skype for Businesswas used to record participants

website navigation and capture audio output. Multimedia
Appendix 2 showsthetask scenariosthe participants were asked
to complete. Researchers (RA and CH) made observational

notes and probed about the ease of completion and ideas for
improvement after each task scenario. For the task completion,
some teachers participated at a conference; others were visited
in their own school.
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Questionnaire Part B

All 106 participants completed an el ectronic questionnaire (Part
B - Multimedia Appendix 1), hosted on SelectSurvey. This
electronic questionnaire included the following:

« Rating (5-point Likert scale) the e-Bug website against all
website attributes previously ranked by them in part A:
baseline questionnaire by indicating how strongly they
agreed or disagreed with statements about the website, for
example, “” (strongly disagree/disagree/neither agree or
disagree/agree/strongly agree).

« Overdl satisfaction with the website, including ideas for
improvement

« Loyalty, measured by their enthusiasm to use e-Bug again
and/or inclination to recommend to a colleague/friend

«  Importanceto participants of suggestionsof some additional
content, for example, search function; ability to like, share
on social media, or email specific e-Bug resources to a
friend; and development of an app for users.

Analysis
Task Scenarios
The task scenarios were used to analyze the following [24]:

- Effectiveness (whether it ispossibleto completetheredlistic
tasks for end users, which is measured by the percentage
of tasks completed)

- Efficiency (whether end users are able to locate the
resources using the quickest and most direct route through
the website, which is measured by the number of
“additional” clicks to locate resources)

« Learnability (whether the structure of e-Bug’'s website is
easy to remember for future use, which is measured by the
change in efficiency in the repeated task).

Questionnaire

Participants’ responses to ranking the importance of website
attributes and rating the e-Bug website against these attributes

Allison et al

were combined and averaged to provide a prioritization order
for implementing change [25]. This was done as follows:

1. Post data collection, the ranking importance given to the 5
main attributes (appearance, content, interactivity, ease of
use, and technical adequacy) and their subcategories was
reversed so that the least important categories scored only
one. This meant that, when calculated, the largest number
indicated the highest priority for change.

2. For each subcategory, multiply therating by the subcategory
ranking by the category ranking (Figure 2).

3. Calculate the mean average for the respondents.

4. Divide by the number of subcategories within the main
atribute to account for the differing number of
subcategories in each main attribute group.

5. Order in descending order—highest number is the highest
priority for change.

A random number generator on Excel was used to calculate a
value for compatibility with other devices, guidance, sense of
community, modern features, and limited use of special plug-ins,
as it was not possible for participants to rate these attributes
because of the fact that the features did not currently exist, for
example, guidance, sense of community, and modern features,
or because of the fact that, in a controlled environment,
participants were not asked to browse the website on different
devices. It was necessary to assign a value to these attributes
s0 as to be included in the overall order for prioritization of
change.

Descriptive statistics were used to analyze the remaining
guestionnaire data, and the free-text answers were collated and
qualitatively analyzed, in combination with the transcribed audio
output from completion of the task scenarios, using NVivo 10,
to provide the main themes. These were discussed and agreed
upon by the project team.

Figure 2. Calculation to combine importance of an attribute and performance.

(How well participants reported e-Bug
performs for each subcategory) 1=least impaortant

Least well=highest number

Most well=lowest number

(Subcategory ranking of importance)

(Main attribute ranking of importance)

1=least important

Ethical Approval

This evaluation was approved by the PHE Research Ethics and
Governance Group (REGG). After review, the Research
Governance Coordinator for PHE confirmed that no ethical
approval s were needed.
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Results

Overview

A total of 19 participants completed the task scenarios and the
guestionnaire. Moreover, 87 participants completed the
guestionnaire only, resulting in a total of 106 heterogeneous
participants evaluating the e-Bug website (see Figure 3 for the
visual summary of the data collection process and Multimedia
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Appendix 3 for an overview of participants and the devices used
to access teaching resources).

A total of 97.1% (103/106) of the participants would use the
e-Bug website in the future, and 98.1% (104/106) of the
participants would recommend it to a colleague or friend.
Moreover, 65.0% (67/103) of the participantsthat indicated that
they would use e-Bug again werefirst-time users of thewebsite.
A yes or no option button within the questionnaire part B was
appropriate for the quantitative element of this attribute, with
an additional open comment box for participants to provide
reasons for their answers.

Figure 3. Visual summary of data collection process.

Allison et al

Participants’ commented as follows:

Great website which has been highly effective in
supporting the new science GCSE. [Teacher,
Secondary]

Definitely a niche in the market for it...useful to have
a site that does all and that makes it applicable and
user friendly for children. [Assistant Head Teacher,
Primary]

Multimedia Appendix 4 shows users comments about the e-Bug
website.

Questionnaire Part A
Completed by all (N=106)

N=106

Familiarity with e-Bug
Completed by all (N=106)

n=87

\L n=19

Completion of task
scenarios
Completed by a subset
(n=19)

Questionnaire Part B
Completed by all (N=106)

n=19

Completion of Task Scenarios

Table 1 shows the effectiveness (whether it is possible to
complete the realistic tasks for end users, which is measured
by the percentage of tasks completed) and Table 2 shows the
efficiency (whether end users are able to locate the resources
using the quickest and most direct route through the website,
whichismeasured by the number of “additional” clickstolocate

resources) of the e-Bug website. Moreover, 100% (19/19) of
the participants were able to locate the full pack of resources
(task 1) and the link to the national curriculum (task 5).
Participants found it most difficult to return to the e-Bug home
page when they had navigated away fromit, asonly 59% (10/17)
of the participants were able to locate this, suggesting that this
isan obvious area for improvement of the website.

Table 1. Effectiveness of the e-Bug website. Tasks are arranged from most effective at the top to least effective at the bottom (N=17).

Task number Description of task Effectiveness of participants that were able to complete the task, n (%)
Task 1 Full pack of resources 17 (100)

Task 5 National curriculum 17 (100)

Task 7 Task 1 again—full pack of resources 16 (94)

Task 3 Vaccinations timeline 14 (82)

Task 4 Antibiotic worksheet 14 (82)

Task 2 Hand hygiene complete pack 13 (77)

Task 6 e-Bug home page 10 (59)

https://formative.jmir.org/2020/4/€14504
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Table 2. Efficiency of the e-Bug website. Tasks are arranged from most efficient at the top to least efficient at the bottom.

Task number Description of task

Efficiency (average number of additional clicks participants needed to complete the task)

Task 3 Vaccinations timeline 0.1
Task 7 Task 1 again—full pack of resources 0.2
Task 5 National curriculum 0.2
Task 2 Hand hygiene complete pack 0.3
Task 4 Antibiotic worksheet 0.7
Task 1 Full pack of resources 0.8
Task 6 e-Bug home page 14

Most participants were able to complete scenariostypical of an
e-Bug user. The following feedback was included:

Really easy to navigate around. I'm sure even a
technophobe would be able to do it. [Teacher,
Secondary]

Possibly the fact | that had looked at the website
previously, even just for a couple of moments, it is
quite intuitive because each page is laid out in the
same way. | know that | can get the whole pack and
then individual resources. teacher’s sheets, pupil’s
sheets. Funny, because | put consistency as quite low
[referring to part A: baseline questionnaire], but
seeing how consistent e-Bug is proves that this is
actually quite important to me. [ Teacher, Primary]

Very useful resources and tools. Nice and teacher
friendly. Doesn’t require a massive amount of time
browsing to find the information you need. [ Teacher,
Secondary]

Participants were able to locate the vaccination timeline (task
3) most efficiently, with minimal unnecessary clicks around the
website. Conversely, participantsfound locating the e-Bug home
page most difficult (task 6). Those that were able to locate it
(only 10/17, 59%) took, on average, an extra 1.4 clicks
compared with the most efficient route, with 0-4 additional
clicks needed to locate the e-Bug home page.

Feedback and suggestions for improvement included the
following:

Would never think to click on thelogo. Have a pop-up
description when hover over with mouse. Call
teacher’'s home page, teacher’'s hub. [Teacher,
Secondary]

Everything else is words so wasn't looking for a
symbol. [ Teacher, Primary]

Not consistent with “young adult page’ When
scrolling over, it doesn’t come up with “ hand image” -
noticed when surfing the websites. And this does not
take you back to the e-Bug home page, so very
confusing. [ Teacher, Secondary]

Expected home link to take to the e-Bug home.
[Teacher, Secondary]

In comparison with other task scenarios, participants also
struggled to find the most efficient route to the full pack of
resources (task 1—required an additional 0.8 clickson average,

https://formative.jmir.org/2020/4/€14504

range of 0-3 additional clicks) and the antibiotic worksheet (task
4—required an additional 0.7 clicks on average; range of 0-8
additional clicks). When finding the full pack of resources,
participants were unaware that two separate links took them to
the same page, and therefore, they often clicked both options.
A suggestion to alleviate thisincluded the following:

It would be useful that, when on a page, the link in
the menu goes a different colour. Or when on a
certain page, deactivate the link in the menu, so that
you know you’ ve actually gone to that page. [ Teacher,
Secondary]

To increase the efficiency of finding specific worksheets, such
as the student worksheet on antibiotics (task 4), suggestions
included:

Perhaps when hover mouse over link, a dialogue box
with info on each link could come up. [Teacher,
Secondary]

Would be useful to have a print-screen or image of
what the worksheet looked like. Or rollover
image...interactive feature. [ Teacher, Secondary]

Owing to the small sample size and the high efficiency and
effectiveness of task scenario completion first time around, it
was hot possible to statistically analyze learnability (whether
the structure of e-Bug’'s websiteis easy to remember for future
use), which is measured by change in effectiveness and
efficiency in repeated tasks (comparing tasks 1 and 7).

However, qualitative feedback included:

Having done one, it then became clear what to do
with the other ones. Easy to learn. [Teacher,
Secondary]

A LOT easier than previous time. Would remember
in a month’s time. Practice made navigation easier.
[Teacher, Secondary]

Ranking Importance of Website Attributes

On average, participants ranked the content (68/106, 64.1%
participants) of the website as the most important website
attribute to themselves as educators and appearance (40/106,
37.7% participants) as the least important attribute (Figure 4).
For ranking of all subcategories, see Multimedia Appendix 5.

Reasons given for ranking content as the most important
attribute included:
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Figure 4. Importance of the five main website attributes to teachers.

It doesn’t matter how flashy the website, if the content
is wrong then it's no good. [Teaching Assistant,
Secondary]

If the content is not correct, relevant, or detailed
enough, then it is useless to me despite how nice it
may look, or how easy it is to use. [Teacher,
Secondary]

M 1 {Most important) 2

concent |

Interactivity

Website attribute

Allison et al

Reasons given for ranking appearance as the least important
attribute included:

Whilst the appearanceisimportant to attract people,
| am more interested in appropriate, easily accessed
information. [ Teacher, Secondary]

| don't really care what it looks like, so long as| can
adapt resources. [ Teacher, Secondary]

B4 M5 (Least important) Mean ranking Mode ranking

1.57 1 (n=68)

Technical adequacy

2.37 2 (n=40)
3.56 5 (n=33)
3.66 3(n=32)
3.85 5 (n=40)

l
(I
Appearance ’]II]]]]]H

20 40

=]

Number of participants (N=106)

Rating e-Bug Against the Website Attributes
Previously Ranked
Figure 5 shows that overal, e-Bug performs very well, as al

averages of the 18 attributes evaluated ranged between 1.708
and 2.151, with 1 being the best and 5 being the worst on the

https://formative.jmir.org/2020/4/€14504
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Likert scale. Clarity of content, style consistency, and first
impression were rated as e-Bug's best qualities. Attributes that
e-Bug was rated lowest against included uniqueness of content,
fonts, and page length, but they were still rated positively on
the Likert scale (<3).
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Figure5. Users rating of the teachers’ section of the e-Bug website in regards to different website attributes.
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Prioritization for Change

Figure 6 shows the priority score for implementing changes,
based on users' perception of importance of attributes combined
with how well e-Bug performed against these attributes. The
highest priorities for change, highlighted in red in Figure 6,
included modern features: the educational website reflects the
most current trend or trends, eg, Twitter feeds visible and blog
posts; navigation: navigating the educationa websiteisintuitive,
and it is easy to find the desired information; reliability and
credibility: the educational website provides information that
istrustworthy; guidance: the educational website provideshelp
for users in recovering from common errors or assists themin
the completion of tasks, eg, frequently asked questions, help
option, and search tool; and rel evance of content: the educational

https://formative.jmir.org/2020/4/€14504

XSL-FO

RenderX

s
(=]

60 80
Number of participants (N=106)

100

website offers content that isrelevant to educators. The attribute
of least priority is multilanguage support (the educational
website supports its users language preferences), which
corresponds with the fact that e-Bug is availablein 23 different
languages.

Suggestions to improve reliability and credibility of e-Bug's
content include:

Cite where the information given has come from.
Clearly show the year the information was updated.
[Science Technician, Secondary]

See Multimedia Appendix 6 for participants suggestions for
improvement, using the prioritization order for change as a
framework.
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Figure 6. Prioritization score combining users ranking of attributes' importance and rating of e-Bug's performance with red dots representing the
highest priority for change, orange diagonal stripes lower priority, yellow block lowest priority.
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Prioritization for Additional Features

Figure 7 shows the priority order for additional features to the
teachers’ section of the e-Bug website. Of features that e-Bug
doesnot currently have, the highest priorities, rated by the users,
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include a search function (rated as “extremely important” or
“very important” by 66.9% [71/106] of participants) and access
to training opportunities (rated as “extremely important” or
“very important” by 48.1% [51/106] of participants).

Figure 7. Importance of additional features to the teacher’s section of the e-Bug website.

[ Extremely important (5) Very important (4) Quite important (3)

Have a search function on the menu bar. For example, to search for a particular topic

Have access to training opportunities on the e-Bug website. For example, e-leaming

Develop an e-Bug app for users

Be able to view frequently asked questions (FAQs) or have a question and answer
(O&A) page on the e-Bug website

Be able to like, share on social media, or email specific e-Bug resources to a friend

Be able to leave feedback and see feedback from others on the e-Bug website. For
example, rate the lesson plans (similar to Amazon and TripAdvisor)

Be able to see the e-Bug twitter feed on the website home page

[l

Be able to view a blog of invited e-Bug users on the e-Bug website ”]]m]

o
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Discussion

Principal Findings

Overal, teachers liked the e-Bug website; 97.1% (103/106) of
them would use it themselves, and 98.1% (104/106) of them
would recommend e-Bug to others. Feedback showed that there
are a lot of websites with science resources, but there was a
niche for e-Bug because of the bulk of resources that fit into
the national curriculum.

This study found that, for educational websites, users value the
content of the website over other attributes, such as appearance
(Figure 4). Teachers reported that they often take the content
from educational health websites and locally modify it to fit
their purpose or ability of the audience. Website designers of
health care websites should be mindful of thiswhen designing
future platforms.

Findings from the completion of typical task scenarios with
users of the e-Bug website were that it is generally easy to
navigate and find resources, even with little previous experience
on the website. Participants were able to locate the vaccination
timeline efficiently, with minimal unnecessary clicks around
the website, suggesting optimal information architecture [2] of
this page. However, as participants were less able to return to
the home page, they may have missed the whole student’'s
section of the website, which includes games, revision guides,
and quizzes for students to play, learn from, and complete as
well as resources for communities and training for educators.

In terms of other improvements to e-Bug, features such as
having a search function; developing an e-Bug app; and being
able to like, share on social media, or email specific e-Bug
resources to a friend could improve the “modern features”
attribute, voted asthe highest priority for change, and the“ sense
of community,” ranked in the ninth position for priority for
implementation. e-Bug was originally developed in 2009, and
this study hasclarified that the technology isout of date asthere
has been a shift in the digital market [26]. Further research is
needed in this area to see how new media can better support
teachers and educational providers.

Strengths and Limitations of GoodWeb

After piloting GoodWeb to evaluate the e-Bug website, it can
be said that a strength of the framework isthe easy step-by-step
guide, which is adaptable and flexible to the website and
objective of the evaluation.

Previous evaluations of health websites focus specifically on
the quality of the content [27]. This study takes a holistic
approach assessing the quality of the website as a whole,
facilitated by the step-by-step guide of GoodWeb [7], which
highlighted areas for improvement that would not otherwise
have been identified.

A possible limitation is that the study design did not allow for
“learnability” to be measured, because of the small sample size
and the high efficiency and effectiveness of task scenario
completion first time around. It would be advised that a larger
sample size is required for this attribute, or conversely, more
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complex task scenarios, athough this was not appropriate for
e-Bug as most of the typical tasks are relatively simple.

A major strength of this study is the methodology chosen of
both ranking the importance of attributes and then rating how
well e-Bug performed against these attributes, which meant that
it was possible to calculate an overall prioritization order for
change. In addition, using a range of end users to evaluate the
website, including those who were familiar with e-Bug and
first-time users as well as participants with varying levels of
computer literacy, meansthat e-Bug can betail ored to the needs
of al end users.

A possible limitation of the methodology is that only a subset
of participants completed the task scenarios. This decision was
made because of the time taken for task completion and the
logistics of the researchers observing, in person. If the study
were to be repeated, the researchers could use a combination
of observing the task scenarios in person and remotely, for
example, utilizing the “share desktop” and “record” functions
of Skype for Business. In this study, screen capture with audio
output was essential to capture the task scenario data, as it
allowed the researcher to assess efficiency, effectiveness, and
learnability at alater time, and pull out and compare key themes
from the discussion between the user and researcher, without
compromising the situation at the time with excessive note
taking and counting of mouse clicks. This process provided
such rich data from just a subset of participants, that it was not
deemed essential for all participantsto complete.

A possiblelimitation of thisevaluationisthe small samplesize,
in comparison with larger studies [12]. However, there is still
uncertainty over how many participants are needed to assess
usability [28-32]. With the addition of thein-depth observational
dataduring and interviewing post completion of task scenarios,
data collected wererich and valuable for appraising quality and
suggesting modificationsfor implementation, and the datawere
not dissimilar to other studies[33-39].

A congtraint of this methodology is that subcategories could
not be compared with subcategories from other categories, that
is, ranking of clarity of content could not be compared with
ranking of compatibility with other devices as they are within
different categories (content compared with technical adequacy).
Feedback from the feasibility study suggested that participants
were unlikely to rank the 23 attributes assessed using the
guestionnaire, in order of importance, and therefore, the chosen
methodology reflects the advice of users to successfully attain
ahigh completion rate. This highlightstheimportance of patient
and public involvement [39,40] throughout the evaluation
process.

Furthermore, a random number generator was used to rate the
attributes for features that did not currently exist, which could
have introduced inaccuracies. If the study were to be repeated,
it is advised that an average of other ratingsis used instead, to
account for this.

Recommendations

Areas that users ranked as most important and where e-Bug is
currently not delivering as well as it could include modern
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features, navigation, reliability and credibility of content,
guidance, and relevance of content.

The highest priority for additional featuresthat e-Bug does not
currently have include a search function and access to more
training opportunities, which may improve the subcategory
“modern features” As a result, e-Bug has already reacted to
these findings and now advertises e-learning modules and
face-to-face e-Bug—approved educator training, through the
e-Bug website. This has been successful as e-Bug has now
trained over 100 educators (2016-2018), as advertising on the
website and page views have started to increase (220,045 views
in 2017-2018).

Users' suggestions to make the website even easier to navigate
include highlighting or deactivating the current pagein the menu

Acknowledgments
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bar, improving home page indication, and apreview of resources
when hovering the mouse over hyperlinks.

Suggestions to improve reliability and credibility of content
were to cite where the information had come from and clearly
show the year that the content had last been updated.

By implementing the suggested changes and continuing to
promote e-Bug, it is hoped that the trend of reduced use of the
teachers' pageswill be reversed and current and new users will
beretained. It isrecommended, therefore, that the e-Bug website
is evaluated again, following the implementation of the
suggested modifications.

Finaly, GoodWeb, the comprehensive framework, was
successfully applied to evaluate this educational health website
and, therefore, could be used to guide future website eval uations
in other fields.
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Abstract

Background: HIV incidence among young adult men who have sex with men (MSM), particularly among black and Latino
men, continuesto rise. As such, continued HIV prevention interventionsfor young MSM of color are of utmost importance. Male
Youth Pursuing Empowerment, Education and Prevention around Sexuality (MyPEEPS) Mobileisacomprehensive HIV prevention
and sexual health education smartphone app initially created to promote sexual health and HIV prevention among adol escent
sexual minority young men aged 13 to 18 years.

Objective: The objective of this study wasto critically appraise the acceptability and usability of MyPEEPS Mobile for young
adult MSM aged 19 to 25 years.

Methods: Study participants used the mobile app, completed usability questionnaires and in-depth interviews, and reported
their experience using the app. Analysis of interview datawas guided by the Unified Theory of Acceptance and Use of Technology
(UTAUT) to better understand the usability and acceptability of this intervention for young adults. Interview data were coded
using the following constructs from the UTAUT model: performance expectancy, effort expectancy, and social influence.

Results: A total of 20 young adult MSM (n=10 in Chicago, Illinois, and n=10 in New York, New York) were enrolled in the
study. Participants reported that MyPEEPS Mobile was free of functional problems (Health Information Technology Usability
Evaluation Scale scores and Post-Study System Usability Questionnaire scores consistent with high usability), easy to use, and
useful, with an engaging approach that increased acceptability, including the use of avatars and animation, and inclusive
representation of the diverse identities by race and ethnicity, gender identity, and sexual orientation. Recommended areas for
improving MyPEEPS Mobile for the target demographic included more adult-oriented graphics, advanced educational content,
scenarios for youth with more sexual experience, and search function to increase accessibility of key content.

Conclusions: Overall, young adult MSM aged 19 to 25 years described the MyPEEPS Mobile as educational, informative, and
usable for their sexual health education and HIV prevention needs, and they provided actionable recommendations to optimize
its use and applicability for this age group.

(JMIR Form Res 2020;4(4):€17901) doi:10.2196/17901
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Introduction

Background

Of the 38,739 new HIV diagnoses in the United States and
dependent areas, young men, aged 13 to 24 years, accounted
for 18% of new diagnosesof HIV in 2017 [1]. Despite continued
advances in HIV prevention due, in part, to the widespread
promotion of treatment as prevention [2,3] for HIV-positive
individuals and pre-exposure prophylaxis (PrEP) [4,5] for
high-risk HIV-negative individuals, young men who have sex
with men (YMSM) continue to bear the burden of new HIV
infections. Of the young men diagnosed with HIV in 2017, 21%
were aged 15 to 19 years and 79% were aged 20 to 24 years,
with 93% of male cases attributed to male-to-male sexua contact
[6]. Further highlighting the severity of the epidemic among
subpopulations, young black/African  American and
Hispanic/Latino youth account for the highest proportion of
new HIV diagnoses [6]. Given the racial/ethnic disparities in
the epidemic, access to culturaly and developmentally
appropriate HIV prevention tools for YMSM of color is vital
to Ending the HIV Epidemic: A Plan for America initiative in
the United States, as proposed by the Department of Health and
Human Services[7].

Sexual risk factors among YMSM identified in the literature
include low rates of HIV testing; high rates of sexually
transmitted infections (ST1s), particularly among youth of color
aged 20 to 24 years, substance use; as well as low levels of
consistent condom and PrEP use [6,8]. Y MSM face additional
multilevel challenges to accessing effective sexual health
education and services, including low risk awareness,
intersectional stigma, poor access to care, high cost of care,
medical mistrust, homelessness, and lack of culturally
appropriate care [9-12].

According tothe US 2020 National HIV/AIDS Strategy, public
health initiatives should focus on increasing HIV and STI
testing, linkage to care, universa viral suppression, and
increasing PrEP awareness and access[13]. In addition to these
strategies, access to HIV prevention information via Web and
mobile platforms has been shown to improve knowledge,
acceptability, and utilization of health prevention interventions
and services [14].

In consideration of the 2020 National HIV/AIDS Strategy,
severa culturally tailored mobile health (mHealth) technology
interventions have been designed in areas of primary HIV
prevention (eg, myDEXx, Male Youth Pursuing Empower ment,
Education and Prevention around Sexuality [MyPEEPS], and
HealthMindr), HIV testing and PrEP uptake (eg, P3: Prepared,
Protected, emPowered; Mychoices; and mLab), and linkage to
care (eg, LYNX and Get Connected) and are in various stages
of testing for feasibility, acceptability, and efficacy [14-20].
Advantages of mHealth apps include the ability to rapidly and
cost-effectively disseminate information broadly while aso
addressing the stated needs and desires of men who have sex
with men (MSM) [14,21,22]. Moreover, use of mobile appsfor
sexual health education may facilitate privacy for Y MSM while
accessing sensitive and often stigmatized health information
[23].

https://formative.jmir.org/2020/4/€17901
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Objective

The MyPEEPS curriculum was originaly developed as an
in-person group-based intervention for racially and ethnically
diverse YMSM to improve HIV-related risk [24]. For the
group-based intervention, MyPEEPS was manualized and
consisted of six interactive sessions focusing on HIV and STI
epidemiology in YMSM, building knowledge and skills for
safer sex, minority stress, emotion regulation, interpersonal and
substance-related risk factors, developing risk reduction plans,
and condom negotiation. MyPEEPS Mobile was adapted from
the in-person, group-based intervention to a mobile app viaan
iterative process, including expert panel reviews, in-depth
interviews with adolescent YMSM aged 13 to 18 years [25], a
rigorous usability evaluation [26], and pilot testing [18].

MyPEEPS Mobile is a mobile, responsive Website that is
viewable on small screens and usable with touch screens.
MyPEEPS Mobile provides educational information about STls
and HIV for YMSM, builds skills for condom use, and raises
awareness of minority stress. The app content is guided by 4
peeps. Tommy, Philip, Nico, and Artemio, or composite
characters/avatars, who relay content through comics, animation,
and scenarios delivered through 21 brief activities in four
sequential modules (see Multimedia Appendix 1). A running
theme throughout the intervention is the “Bottom Line” in
which participants can set goals about their sexual risk reduction
and commit to how much sexual risk they are willing to
undertake. Privacy is protected via password and automatic
log-off of the app after 20 min of inactivity.

In this study, we sought to assess the usability of MyPEEPS
Mobile among an older age group with increased risk for HIV
infection. To do so, we conducted in-depth interviews about
the app content with young adult MSM aged 19 to 25 years.

Methods

Study Period and Participant Inclusion

This study was approved by the Institutional Review Board
(IRB) at Columbia University Medical Center, which served as
the single IRB of record. Data were collected in New York,
New York, from August 2018 to October 2018 and in Chicago,
[llinois, from December 2018 to February 2019. An a priori
sample size of approximately 20 was estimated to provide
saturation of acceptability and usability themes[27]. Individuals
were recruited for participation via advertisement on social
media platforms (ie, Instagram, Grindr, etc), via flyer
distribution at local community locations and events (New York
City and Chicago), and among research participants from other
studies at the two sites. Inclusion criteria were as follows: (1)
aged 19 to 25 years, (2) male sex assigned at birth, (3)
self-identified as male or gender nonconforming/nonbinary, (4)
comfortable speaking and reading in English, (5) living within
the metropolitan area of New York City or Chicago, (6) anal or
oral sex with another male in the past 12 months, and (7)
self-reported HIV-negative or unknown status. Interested
individuals were screened for participation viaa\Web or phone
screening survey and, if eligible, enrolled in a subsequent
in-person study visit.
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Data Collection

Participants met the study staff at each study site for a single
visit, lasting approximately 3 to 4 hours. The interviews were
conducted in private conference rooms at the Lurie Children’s
Hospital and the ColumbiaUniversity School of Nursing. After
initial informed consent and compl etion of a computer-assisted
sdlf-interview, including demographic and behavioral questions,
participants were instructed to complete intervention activities
in the MyPEEPS Mobile app. While using MyPEEPS Moahile,
participants recorded notes on their perceptions of app design
and content. After completing the modules, participants
completed the following usability questionnaires: (1) Health
Information Technology Usability Evaluation Scale
(Health-ITUES) [28] and (2) Post-Study System Usability
Questionnaire (PSSUQ) [29,30]. Participants then completed
face-to-face, audio-recorded, qualitative interviews, facilitated
by study staff, using a semistructured interview guide. The
following questions were included in the guide: (1) Thinking
back about the information you learned from the MyPEEPS
app, how would you apply this information/lessong/activities
in your own life?; (2) How do the MyPEEPS activities reflect
your cultura beliefs, norms, values?; (3) How do you perceive
this app would be of relevance to other young adult MSM aged
19to 25 years?; and (4) How would you modify these activities,
if needed, to make them more relevant to young adult MSM
aged 19 to 25 years? Data were collected until saturation was
reached.

Theoretical M odel

The Unified Theory of Acceptance and Use of Technology
(UTAUT) model was originally developed as a conceptual
framework to explain individuals' intention to adopt and use
technological innovations. In this study, we draw from this
theory to describe the applicability and likelihood of use of the
MyPEEPS Mabile app among young adult MSM aged 19to 25
years [31-33]. Originaly developed to explain employee
adoption of technology in the workplace, the UTAUT model
has been extended to new contexts, such as health information
systems and new populations (eg, consumers and health care
professionals) [34,35]. Here, we use the UTAUT model to
evaluate the applicability of MyPEEPS for young adult M SM
in community settings where they access and use mobile apps.
The following key theoretical constructs from the UTAUT
model guided the analysis of the in-depth interview data: (1)
performance expectancy, (2) effort expectancy, and (3) social
influence [32,33].

Performance expectancy is defined as the degree to which an
individual believes that using the technology will help them
attain gainsin the outcome of interest, that is, work performance
in the original conceptualization, and herein, health protective
behavior. Effort expectancy is the degree of ease associated
with use of thetechnology. Finally, social influenceisthe extent
to which an individual perceives that important others believe
they should use the technology. These constructs are theorized
to drive behavioral intention, which leads to use behavior. That
is, if usersexpect use of the technology to improve the outcome
of interest, find it easy to use, and perceive that important others
believe they should use it, use of the technology will follow.

https://formative.jmir.org/2020/4/€17901
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Several constructs that stem from organizational contexts used
in the original model (ie, facilitating conditions and extrinsic
motivation) were eliminated in this study, as they were not
applicable because use of the app does not depend on an
organizational structure to drive use.

In addition to the primary constructs, the UTAUT model also
includes moderators that are theorized to impact the pathway
from primary constructs’ technology use, based on individual
characteristics. For this study, we sought to identify potential
contextual factors that might also impact the pathway to use,
based on analysis of interview data.

Qualitative Analyses

The qualitative analysis process consisted of two rounds of
coding, including primary, open coding of emergent themes
and secondary, thematic coding of those themes onto UTAUT
constructs [36]. Audio recordings were transcribed verbatim
and coded by 2 independent coders (BG and RD) in NVivo
qualitative data analysis software (QSR International Pty Ltd,
version 12, 2018). Before coding, both reviewers wrote a
reflexivity statement of their background, preconceived notions,
and/or engagement in HIV research and leshian, gay, bisexual,
transgender, queer affairs. Thisform of self-appraisal isutilized
to ensure rigor of the analyses and brings awareness to the
interpretive lens through which a qualitative analysis is being
performed [37].

Initial content analyses vialine-by-line coding, aform of open
coding, was performed by the 2 codersindependently to identify
emergent codes[36]. The codersthen met to debrief and discuss
emergent codes derived from this process [38]. Secondary
content analyses were then performed by applying the UTAUT
asasemistructured framework; see Figure 1[32,39]. Individual
coders were tasked to apply themes within the UTAUT
model—incorporating main constructs and subconstructs.

The coders met after completion of secondary analyses to
discussthefit of their codesand any variancesin the application
to the UTAUT model. Cognitive mapping of secondary codes
(development of agraphic map that representsthe relationships
between concepts) was then performed in NVivo to facilitate
discussion, integration, and agreement for the devel opment of
apreliminary version of the adapted model. Moreover, 3 of the
4 macro-constructswere agreed upon and utilized in the adapted
model to explain the applicability and likelihood of use of
MyPEEPS among young adult MSM, including (1) performance
expectancy, (2) effort expectancy, and (3) social influence.
Several constructs of the UTAUT model (ie, facilitating
conditions, extrinsic motivation, etc) were not apparent in the
interview data, and thus, they were not applied in the adapted
model. To facilitate credibility and reliability, the study team,
comprising the principal investigator, primary coders, and the
study coordinator, then convened for consensus coding of
UTAUT-related content. Applicability of constructs and codes
were discussed with any discrepancies among codes negotiated
and reached by majority [40,41]. An adapted version of the
UTAUT modd is presented in Figure 1, highlighting the
thematic structure of the end user’s experience with MyPEEPS.
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Figure 1. Adapted Unified Theory of Acceptance and Use of Technology model.

Performance
expectancy

Effort expectancy

Behavioral intention and
sexual health education

Use behavior
(Likelihood of use)

2\
/

Social influence

I Contextual factors l
I (Privacy, age, gender, I

sexuality, and language)

Results

Study Sample

The study sample comprised 20 YMSM, aged 19 to 25 years,
recruited from New York (n=10) and Chicago (n=10), with a
median age of 22.5 years. Regarding sexua orientation, 90%
(18/20) identified as gay, 5% (1/20) identified as bisexual, and
5% (1/20) identified as pansexual. In terms of race/ethnicity,
50% (10/20) identified as white, 35% (7/20) black/African
American, 10% (2/20) multiracial, and 5% (1/20) other (Puerto
Rican). Of these participants, 45% (9/20) had completed college,
25% (5/20) had completed some college, 20% (4/20) had

Table 1. Post-Study System Usability Questionnaire scores (N=20).

completed high school, 5% (1/20) was currently enrolled in
high school, and 5% (1/20) had completed a master’s degree.

Usability Ratings

Overall, participants rated the app as highly usable on the
usability instruments. On the PSSUQ, al subscales, including
system quality, information quality, and interface quality, fell
below 2 on average, indicating high usability (see Table 1). The
overall mean (SD) PSSUQ scoreon all 16 itemswas 1.83 (0.43).
The subconstructs of the Health-ITUES, including system
impact, perceived usefulness, perceived ease of use, and user
control, were all rated above 4 on average, indicating that
participants rated the app as highly usable (see Table 2). The
mean (SD) Hedlth-I TUES scoreon al 20 itemswas4.41 (0.23).

PSSUQ? constructs Score®, mean (SD)
System quality 1.49 (0.15)
Information quality 1.98 (0.42)
Interface quality 1.48 (0.10)

3pSSUQ: Post-Study System Usability Questionnaire.
bScores range from 1=strongly agree to 7=strongly disagree.

Table 2. Hedlth Information Technology Usability Evaluation Scale scores.

Health-I TUES? constructs

Scoreb, mean (SD)

System impact
Perceived usefulness
Perceived ease of use

User control

4.37 (0.24)
4.29(0.16)
4.67 (0.08)
4.38(0.28)

3Health-1TUES: Health Information Technology Usability Evaluation Scale.

bScores range from 1=strongly disagree to 5=strongly agree.

Quialitative Findings

Qualitative findings are arranged by the constructs of the
UTAUT model. Quotes from study participants are presented

below followed by their city of residence and their agein years.
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Per for mance Expectancy
Participants described their intention to use the app within their
everyday lives. In particular, one participant said:

| think it’s applicable to anyone'slifewho is sexually
active. Obvioudly, the messaging was catered to a
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gay demographic. So, identifying asa gay male, | did

find it applicableto my life; more specifically, my sex

life. So, yeah, | did think that the information that was

shared is something that | can use in my everyday

life. [Chicago, 24 years]
Performance expectancy and plans to use the MyPEEPS app
were further operationalized through the three subconstructs of
the UTAUT model: (1) perceived usefulness, (2) outcome
expectations, and (3) relative advantage [32].

Perceived usefulness of MyPEEPS was ascertained from end
users’ summative experiencesand perceived knowledge attained
while using the app. Most participants noted that the app was
informative and useful beyond standard sexual health education,
with statements such as:

| feel like even | learned something new today, so we
could all learn something new. [New York, 21 years]

Participants expressed a foreseeable usefulness of MyPEEPS
for YMSM who livein different geographic regions (ie, outside
of urban settings):

Obviously, in more conservative areas you still have
like very strong conservative values on that. Like, the
portion of sex ed that dealt with gay sex, was like five
minutes, you know. So, | think it would be applicable
for people who don’'t have the same type of sex
education because there's till plenty of places that
their sex education is still abstinence first, which is
just not reality, you know. [New York, 19 years|

On the other hand, participants who had more educational or
life experience perceived the app as less useful. For example,
one user noted:

For meit felt redundant becauseit didn’t change mine
[bottom ling] at all, but maybe for someone who is
younger or has less sexual experience or education
it could still...it could be helpful for them. [Chicago,
24 years)
Another participant commented that the app was less useful to
him because of his educational background:

Coming from a student background, especially in a
school of public health, thisisan activity that we had
done before, so it was kind of a little bit repetitive for
me just because | have seen these questions before,
and | know what we're doing here. [New York, 23
years]
When probed by the interviewer regarding usefulness of the
app, one end user commented:

So, | guess it's important to clarify — what is the
purpose of the app? Isit to be a one-time resource,
or isit to be a go-back-to-it resource? [Chicago, 25
years]
Outcome expectations were expectations regarding the impact
of the use of the app on health behavior. After participants used
the app, one user reflected his intent to change behavior with
his partner:

https://formative.jmir.org/2020/4/€17901
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Meand my lover haveto plan. I know | will belooking
at the app. When | get home, | am going to tell him
all about it. [New York, 19 years]

Furthermore, use of culturaly representative avatars and
animation surpassed participants expectations relative to
expected traditional sexual health didactic content. One
participant stated:

I really like “Testing with Tommy” where it
literally...you go through what it's like to go to an
HIV clinic and go through that experience. Like, you
take a number, and there are a bunch of people there.
It'slikeit’'s not a big deal. [Chicago, 25 years]
One of the major expectations “not met” by participants was
the availability and accessibility of sexual health resources. A
representative comment about this was as follows:

| really wish that all the references and everything
could have been provided somewhere versus going
back inside the modules. [New York, 23 years]

Although sexual health—related external referencesand hotlines
were provided in activities throughout the app, thisdid not meet
end user’s expectation of having asingle“go-to” resource tool,
which was a content recommendation.

Relative advantage is the extent to which using the technology
isperceived as better than using its precursor [32]. In this study,
relative advantage included participants’ perceptions of the use
of MyPEEPS relative to the current standards of sexua health
education (ie, provided by either parent(s)/guardian, health care
provider, school system, etc). Uniquely, the use of relatable
avatars was lauded relative to the standard provision of sexual
health education. Moreover, end users conveyed that MyPEEPS
was useful for those with little to no sexual health education:

| thinkit'salso nice becauseit’svery educational and

kind of starts easy, like you don’t have to have any

prior knowledge, like any sexual education, before.

The app really provides you with a lot of baseline

sexual education, whichisreally important. [Chicago,

24 years)|
Acknowledging theindividual variability in sexual experience,
end users found the app to be useful for those who have less
sexual experience or knowledge:

| thought it did a great job about...talking about the
bottom line, like standing by the things that are
important to you. | could see as someone who didn’'t
have much information about sexual education and
maybe didn’t know what the risks of different sexual
activities were they would get more information and
that would change their bottom line. [Chicago, 24
years]

Effort Expectancy

Effort expectancy is defined as the degree of ease associated
with the use of MyPEEPS, including ease of use and complexity.
Most end users described the mobile app as easy to use. For
example, one participant said:
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| felt the flow of the app wasreally easy to follow and
set up in a very nice way. [New York, 19 years]

Most end users found the overall interface of MyPEEPS to be
intuitive, approachable, and easy to use:

WEll it's pretty straightforward and easy to use. The
logoiscute. [New York, 20 years)

The MyPEEPS activity map was designed as an urban city
street, reflecting participant’s environment. Overall, participants
at these study sites related to the map design. Reflecting on the
ease of navigation, one participant noted:

| loved the platform of scrolling through the street. |
thought that was really cool because you can see
what's till to come. While they're only brief little
titles you can still see what’s going on, you can see
there is going to be a point in which you're going to
see the experience of a clinic and things of that sort

Gannon et al

that | enjoyed. It was, of course, really easy to go
back and click on other thingsif | did want to go back.
[Chicago, 24 yearq]

On the other hand, one user noted:

| didn’t like how it was so linear. [Chicago, 25 years]

Furthermore, although there were very few negative comments
about the gamification aspects of the app, most end usersfound
activity 18 (Figure 2), an interactive feature designed to simulate
the experience of intoxication, to be hard to use with the game
aspect distracting from the educational purpose. For example,
one end user commented:

With 18 the thing started shaking so | couldn’t read
the thing properly. | think they should change that. If
you ever haveit shake, don’'t have it shake too much.
[New York, 19 years]

Figure 2. App activity with the screen shaking to simulate being under the influence of drugs or alcohal.
Activity 18: Rubber Mishap

trying to answer each question as
if you are under the influence of

rother drugs

Social Influence

Socid influence was applied in this study asthe degree to which
an individual perceives that important others believe that they
would benefit from the use of MyPEEPS app [32]. Subconstructs
included (1) subjective norms and (2) social factors.

Subjective norms arethe end users' perception that most people
who areimportant to him think that he should or should not use
the MyPEEPS app. Several end users detailed that they would
share this mobile app with their peer(s) and/or current sexual
partner(s):

Meand my lover haveto plan. | know | will belooking
at the app. When | get home, | am going to tell him
all about it. [New York, 19 yeas]

Conversely, other participants noted that they would not share
this app or content with their partner(s) or friend(s) because of
embarrassment, implied stigma, or discrimination:

| feel like for friends | would be okay telling them. If
it's like a partner | might be embarrassed. It seems
alittlebit likel don’'t know what | amdoing so | have
to use this app to help support me make all my

https://formative.jmir.org/2020/4/€17901
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Explanation

decisions. For friends | feel like I'd be more open to
share that with them. [New York, 23 years]

Social factors are the end user’s perspective of their
subjective culture (ie, YMSM) and physical
environment [32]. This construct was adapted to
include emergent subthemes derived fromthe analyses
that may influence the core determinants of usage
intention and behavior, including privacy, age,
gender, sexuality, and language.

Privacy

Participants’ reported use of the app was influenced by their
physical and social environment and sense of privacy while
compl eting app activities. Privacy was asalient concern because
of the sensitivity of sexual health content and associated concern
for being “outed”:

Also, the video was really blunt and direct, and so if
| was not listening to that without headphones...it was
like not safe for work kind of thing. And if my parents
werearound, | would feel super uncomfortable. Yeah.
And just like making surethat | have privacy. | mean,
this stuff is pretty blunt. And | mean, that’s good, but
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at the same time being aware of who'saround iskind
of important. [New York, 23 years]

Age
Most end usersfound the applicability of the content depending
on age of the user. A representative quote is as follows:

Yes, and | think specifically younger adults would
benefit from this. If | were a college student still in
my freshman year, thiswould be perfect for some sort
of training. | think it would be really, effective for
young people who are going out into the world, like
18/19 years old...It gives you strategies. | think that
a lot of young people probably don't get the sex
education they need until college, and not everyone
goes to college. [Chicago, 25 years]
Similarly, some participants commented that the scenarios are
most relevant for those still living with parents or caregivers:

It wouldn't really be as relevant if I'm in my
mid-twenties...because you are in different
environments. You may not be living with your
parents...and you're navigating different other social
circles, and networking in other communities. Some
of the scenarios could be transferred over. [New
York, 20 years)

Another participant reflected:

| think maybe for the younger crowd; the visual style
can maybe be updated, to be a little more grown-up.
[New York, 21 years]

Some end users commented about the app’s graphics being
tailored to a younger audience, using descriptors such as
“juvenile” “cartoonish,” and “elementary.” One participant
commented on the following for improving the interface for
young adults aged 19 to 25 years:

It's just tricky, because | appreciated the creativity
there, but it did feel a little elementary. [Chicago, 24
years]

Gender/Sexuality

Participants discussed the variability of gender expression
among YMSM, which was reflected in the study sample,
including participants who described themsel ves as nonbinary,
two-spirit, masculine of center, and feminine of center. One
participant noted:

Something | also appreciated about the app was it
was representative of alot of different identitiesthat’s
you could have, and it also talked about the
intersection of identities, like gender identity and
sexual orientation and race and how all those can
play together and affect someone's experience.
[Chicago, 24 years]
Thus, the match of key characteristicsin the MyPEEPS Mobile
app islikely to resonate with participants.

In addition, several participants noted the desire for a narrative
or an avatar who was in the process of “coming out,” amid the
stages of disclosing one's sexuality and/or gender. For instance:

https://formative.jmir.org/2020/4/€17901
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How would you address coming out to parents, or
addressing to your friendsthat | think | might beinto
guys or girls or look, | have these feelings, like how
to navigate those effective communicating strategies.
[New York, 21 years]

Language
Most participants related to language used in the delivery of
content:

\ery sex positive, for sure, using vocabulary that we
use; And thisisall really very accessibly worded...if
that'saword...simply worded, simply put. [New York,
23 years)
In contrast, several participants did not relate to the use of
vernacular language:

| felt like, at that moment, some of the vocabulary |
thought was intrusive. [New York, 22 years)

Overall, participants found the language used by avatars during
guizzes and in case scenarios to be appropriate.

Discussion

Principal Findings

As mHealth interventions become increasingly available for
consumers, it is critical to ensure that mobile technologies are
designed and targeted to meet end users' needs[34]. Given that
thisapp wasdesigned for YMSM aged 13to 18 years, arigorous
evaluation of its usability in YMSM aged 19 to 25 years is
important to understand whether it isan acceptabl e intervention
for an older demographic age group.

Overall, end users of this study found the mobile app to be
highly usable, as indicated through the survey data
(Health-ITUES and PSSUQ), with no major bugs or functional
problems reported and no issues with flow of activities.
However, the qualitative analyses, based on the UTAUT
framework [32,33], provided important insight into nuances of
both the strengths and limitations of the app content, including
the overall intervention approach, activities, and images for
young adult MSM. Thus, emergent qualitative findings provided
context and further allowed for in-depth evaluation from the
user’s perspective.

The basic sexua health information in the app was deemed
useful overall, with limitations for those with preexisting sexual
health knowledge or sexual experience. The app was perceived
to be most useful among those with limited sexual health
knowledge and experience. To optimize content for a broader
group of young adult MSM, more advanced educational content
and social scenarios may need to be added.

Usersreported the rel ative advantage of the MyPEEPS app over
standard sexual health approaches because of the use of avatars
and animation to aid in the understanding and absorption of
content. The use of the avatars also provided a relative
advantage, providing material that is salient and relatable to
YMSM.

Regarding the UTAUT construct of effort expectancy, the app
menu, which was depicted as an urban city street in which
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participants advanced along activities sequentially, moving
horizontally along the street scene, was largely perceived as
both easy to navigate and interesting. Although there were no
functional problems with app activities, one activity in which
the screen shakes to simulate intoxication was perceived as
distracting, with the related text difficult to read, limiting its
effectiveness.

Social influence encompassed subconstructs including social
factorsand subjective norms. Although many participantslauded
the “sex positive” nature of the app, basic educationa
information, and frank language about sexual behavior, they
found that these may result in discomfort on the part of the user
to completethe activitiesin front of others because of the stigma
associated with the content, reflecting the subjective norms of
those around them. Although users are encouraged to use the
app in private, this was reinforced given these comments.

The participants were universaly enthusiastic about
communicating and recognizing different gender presentations
and identities in the app and the recognition of intersecting
multiple identities, including gender, race/ethnicity, and sexual
orientation. Participants recommended a case scenario of an
avatar who isin the process of “coming out” disclosure of one's
gender and/or sexuality. Although “coming out” is a common
thread in the community, the process of disclosing one's sexual
and gender identity is dependent on one’s circumstance and
social context and intersecting social identities[9]. This process
may be explained as YMSM nascent from adolescence into
young adulthood; an emergence of self-concept and
independence is developed through (1) identity
formation—awareness and exploration of one's sexual and
gender identity—and (2) identity integration—involvement in,
comfort with, and disclosure of one's sexual and/or gender
identity [42]. As these processes are tangential and nonlinear,
the majority of participants responded that MyPEEPS is a
foreseeably useful tool for MSM who do not have access to or
areimpeded by other contextua socia barriersto comprehensive
sexual health education.

Gannon et al

Although there are privacy and security concerns with the use
of mabile technology for storing personal health information
[43], educationa mobile apps such as MyPEEPS may be useful
for protecting privacy for highly stigmatized topics such as
sexual health for MSM, HIV/AIDS education, gender identity,
and mental health [21,23,44]. In fact, MyPEEPS can be very
useful for YMSM who are fearful of disclosing their sexuality
to family or providers and want to access information about
how to protect their health. Thus, MyPEEPS may be particularly
useful to those students who do not want to disclose their sexual
or gender identities or to those who are living in regional areas
with less access to comprehensive sexual health education (ie,
varying abstinence policies at the state and school district level)
[45].

Limitations

Our study presents some limitations. First, the purposive sample
of young adult MSM from urban settings may not generalize
to suburban or rural settingsand individualstherein. In addition,
this study did not include transgender men (assigned female at
birth) who have sex with men, and therefore, findings cannot
be generalized to that group.

Conclusions

Critical to the uptake and use of eHedlth interventions is the
rigor in which they are appraised before implementation
[26,46,47]. Taking these factors into consideration, this study
aimed to rigorously appraise the potential use of the MyPEEPS
Mobile intervention, designed for adolescent MSM, to young
adult MSM, aged 19 to 25 years, with the goal of future
application and/or adaptation to this older group. The perception
of usability and acceptability of MyPEEPS Mobile among this
demographic of young adult MSM was overall favorable but
with key recommendations to improve the applicability of the
intervention material for this group with more sexual education
and sexual experience.
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Abstract

Background: Early nutrition interventions to improve food knowledge and skills are critical in enhancing the diet quality of
children and reducing the lifelong risk of chronic disease. Despite the rise of mobile health (mHealth) apps and their known
effectiveness for improving health behaviors, few evidence-based apps exist to help engage children in learning about nutrition
and healthy eating.

Objective:  This study aimed to describe the iterative development and user testing of Foodbot Factory, a novel nutrition
education gamified app for children to use at home or in the classroom and to present datafrom user testing experiments conducted
to evaluate the app.

Methods: Aninterdisciplinary team of expertsin nutrition, education (pedagogy), and game design led to the creation of Foodbot
Factory. First, a literature review and an environmental scan of the app marketplace were conducted, and stakeholders were
consulted to define the key objectives and content of Foodbot Factory. Dietitian and teacher stakeholders identified priority age
groups and learning objectives. Using a quasi-experimental mixed method design guided by the Iterative Convergent Design for
Mobile Health Usability Testing approach, five app user testing sessions were conducted among students (ages 9-12 years).
During gameplay, engagement and usability were assessed via direct observations with a semistructured form. After gameplay,
qualitative interviews and questionnaires were used to assess user satisfaction, engagement, usability, and knowledge gained.

Results: Theenvironmental scan datarevealed that few evidence-based nutrition education apps existed for children. A literature
search identified key nutrients of concern for Canadian children and techniquesthat could be incorporated into the app to engage
users in learning. Foodbot Factory included characters (2 scientists and Foodbots) who initiate fun and engaging dialogue and
challenges (minigames), with storylinesincorporating healthy eating messages that align with the established learning objectives.
A tota of five modules were developed: drinks, vegetables and fruit, grain foods, animal protein foods, and plant protein foods.
Seven behavior change techniques and three unique gamified components were integrated into the app. Data from each user
testing session were used to inform and optimize the next app iteration. Thefinal user testing session demonstrated that participants
agreed that they wanted to play Foodbot Factory again (12/17, 71%), that the app is easy to use (12/17, 71%) and fun (14/17,
88%), and that the app goals were clearly presented (15/17, 94%).

Conclusions: Foodbot Factory is an engaging and educational mHealth intervention for the Canadian public that is grounded
in evidence and devel oped by an interdisciplinary team of experts. The use of an iterative devel opment approach isademonstrated
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method to improve engagement, satisfaction, and usability with each iteration. Children find Foodbot Factory to be fun and easy

to use, and can engage children in learning about nutrition.

(IMIR Form Res 2020;4(4):€15534) doi:10.2196/15534
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Introduction

Background

Poor diet quality is a leading risk factor for chronic disease,
such that the risk of morbidity and mortality from alow-quality
diet now surpasses the risk associated with tobacco exposure
[1]. Globally, the greatest dietary risk factors are high intakes
of sodium and low intakes of wholegrains, fruits, and vegetables
[1]. In Canada, 92% of children consume excess sodium, and
on average, children do not consume the recommended servings
of whole grains, vegetables, and fruits, findings that are
consistent with most other developed countries [2,3]. These
dietary risk factors are extremely relevant for children as they
require high-quality diets for growth, development, and
academic success [4]. Healthy eating behaviors are established
during childhood; therefore, it is important to optimize the
adoption of these behaviors early in life so that they will be
more likely to be sustained into adulthood [5].

Mobile health (mHealth) innovations present novel opportunities
to address public health challenges[6]. Systematic reviewsand
individual studies demonstrate that mHealth interventions
improve avariety of dietary and health-related outcomes, such
as nutrition knowledge, overal eating patterns, fruit and
vegetable intake, intake of nutrients of public health concern
(ie, dietary sodium), body weight, blood pressure, and blood
cholesteral levels across various populations and age groups,
including children and adolescents[7-14]. In addition to health
benefits, mHealth interventions are a promising and an
innovative way to facilitate nutrition education as children and
adolescentsincreasingly have accessto mobile devicesat home
and school. In Canada, 47% of children aged 0 to 11 yearsand
80% of adolescents aged 12 to 17 years own a mobile device
[15]. However, few evidence-based mHealth nutrition apps for
children are publicly available on the app marketplace[16], and
there are currently no known apps avail able to support educators
in facilitating nutrition education in the classroom or clinic
settings [17,18]. These data point to a significant gap and an
opportunity to address an important public healthissuein using
evidence-based and engaging mHealth nutrition interventions
as away to engage children in learning about healthy eating.

Objective
The aim of this study was to describe the iterative design,
development, and testing of an engaging, evidence-based

http://formative.jmir.org/2020/4/e15534/

mHealth nutrition education app, Foodbot Factory. The Foodbot
Factory app was developed as a public health intervention to
increase the knowl edge and awareness about food and nutrition
among healthy children and was designed for use at home and
in school. This gamified mHealth app was developed by an
interdisciplinary team for children aged 9 to 12 years. The
overarching objective of Foodbot Factory is to improve food
and nutrition knowledge among children.

Methods

Study Design

An interdisciplinary team of experts was formed to develop
Foodbot Factory. This team included experts in nutrition
science, behaviora interventions, education, pedagogy and
technology, and game design. The team also collaborated with
the Office of Nutrition Policy and Promotion at Health Canada
who are responsible for improving the health of Canadians
through the implementation of nutrition policies and programs.

Foodbot Factory development and testing methodol ogies were
guided by the Obesity-Related Behavioral Intervention Trials
(ORBIT) model, which is used for developing behaviora
interventions for chronic disease prevention and management
(Figure 1) [19]. This model is useful for the development of
complex interventions as goals and milestones are established
for each phase, and devel opers are encouraged to revisit previous
phasesto improve theintervention based on new evidence[19].
The ORBIT model aso promotes the integration of behavioral
and socia sciences research by requiring that the design phase
is informed by the latest research, ensuring that high-quality
evidence is incorporated into the intervention. The ORBIT
model was chosen because it emphasizes the process of
developing a behavioral intervention as opposed to the actual
content, which will vary across disciplines, populations, and
scenarios. It was further considered ideal in the devel opment
of Foodbot Factory as it emphasizes a data-driven iterative
approach to optimize successive iterations of the intervention,
so that the intervention will effectively achieve its intended
objectives. In addition, the ORBIT model is highly
complementary to frameworks used by game devel opers, such
asthe Design, Play, and Experience framework [20]. This paper
has presented the development and evaluation of Foodbot
Factory over three phases of the ORBIT model—Discovery,
Phase |a: Define, and Phase Ib: Refing[19].
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Figure 1. Obesity-Related Behaviora Intervention Trial model.
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Discovery Phase

During the Discovery phase, the central research question was
defined, and educational and behavioral strategiesto effectively
engage children inlearning about nutrition wereidentified [19].
This phase of development involved background research in
behavioral sciences, pedagogy, mHealth app devel opment, and
nutritional sciences to identify important points for the
intervention and effective methods and techniques for delivery.
Background research included a systematic literature search of
the PubMed database, conducted in October 2017, to identify
peer-reviewed research of mHealth nutrition interventions
targeted at a child population. A scoping review was also
conducted to identify relevant systematic reviews and literature
on the dietary habits of Canadian children. An additional
environmental scan of existing mHealth resources was
conducted to establish a baseline understanding of thelearning
tools available for nutrition education [16].

Phasel: Design

Theoverall goa of Phasel: Design wasto identify the essential
features of the Foodbot Factory app, which included identifying
the goals and structure and tinkering with the nutrition content
and educational strategies to refine and improve upon it [19].
This phase required insights on the nutrition education priorities
for the target audience, alignment with behavioral theory, and
iterative devel opment and testing of Foodbot Factory.

Phase la: Define

For the Define phase, three key components were outlined based
on the Discovery Phase findings: nutrition content, gamification,
and behavior changetechniques (BCTs) [19]. Key stakehol ders
were consulted from February to May 2017 to refine the (1)
target age group, (2) isolate the highest priority nutrition
education issues, and (3) identify the support needed to
implement nutrition curricula. Nutrition-focused stakeholders
included public health dietitians who were contacted through
Dietitians of Canada, Ontario Dietitians in Public Health, and
Health Canada. We a so consulted with teachersat alocal school
board. Stakeholders provided input via a Web-based
guestionnaire that consisted of 22 itemson 7-point Likert scale
guestions. Open-ended questions were also included to capture
additional narrative feedback.

http://formative.jmir.org/2020/4/e15534/

Specific learning objectives incorporating the curriculum and
public health priorities were defined based on data.and feedback
from stakeholders. Considering published evidence on best
practices for mHealth apps targeted at children, it was decided
that learner engagement with the educational content in Foodbot
Factory would be enhanced by including (1) gamification, which
refersto the application of game desigh elementsto engage and
motivate users [21], and (2) evidence-based BCTs, which are
“the observable, replicable, and irreducible components of an
intervention designed to alter or redirect causal processes that
regulate behavior” [22]. The Foodbot Factory content was
defined and redefined by the devel opment team throughout the
iterative devel opment process, incorporating the latest scientific
evidence and findings from Phase Ib user testing results.

Phase | b: Refine

The purpose of the Refine phaseisto ensurethat anintervention
is robust and efficient at achieving its intended objectives.
Therefore, aquasi-experimental mixed method design was used
to structure formal user testing sessions to alow for the
examination of the user experience and impact of the
intervention on learning. These outcomes were assessed with
each iteration of Foodbot Factory, a method recommended by
the lterative Convergent Design for Mobile Health Usability
Testing approach [19,23]. This mixed method approach provided
the devel opment team with rich multi-faceted data on the users’
experience, which were then used to inform subsequent
iterations of the intervention. The Refine phase included five
iterative user testing sessions with the target audience. As
various aspects of Foodbot Factory were defined in Phase la,
they weretested with usersand refined in Phase Ib. Throughout
the development process, successive iterations of Foodbot
Factory moved between Phases|a and Ib asthe app components
were optimized for usability and satisfaction to facilitate
engagement in learning.

The five iterative user testing sessions were conducted with
student participants in grades 4 to 6 (aged 9-12 years) from a
local school board and a science and technology summer camp
at Ontario Tech University. User testing sessions were
approximately 20 to 30 min in duration and began with an
explanation of the study procedures, followed by the collection
of informed assent from participants and brief instructions on
how to use Foodbot Factory. The participants tested the app on
an AppleiPad (iOS 12) or a Lenovo tablet (Android 8.1.0) for
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10 min, followed by interviews and questionnaires for another
10 min. Each student had their own device; however,
participantswere ableto discussthe app with their peers asthey
played. Parenta consent was obtained before user testing
sessions through letters of information and consent forms that
were sent home with students before the study. No compensation
was provided for parents, students, teachers, or camp
counsellors.

The user testing sessions assessed satisfaction, engagement,
knowledge, and usability, which were chosen to reflect the core
features and components necessary for the app to be successful.
Satisfaction refers to the user’'s subjective experience with
Foodbot Factory and the appropriateness and suitability of the
platform and content for the target audience. Engagement refers
to how the target audience interacted with the app, (ie, found
the app enjoyable and wanted to play again). Knowledge refers
to how well Foodbot Factory supported the target audience’s
acquisition of information about healthy eating. Usability refers
to the technical aspects of the app, (ie, easy to use and navigate
and clear presentation of content). These metricswere assessed
using direct observations, interviews, and questionnaires.

During gameplay, direct observations were used by the research
and development team to evaluate usability and engagement
with the app. Direct observations included recording notes and
completing an internally devel oped semistructured form where
the rater recorded comments about usability and engagement.
At thistime, perceived engagement with the app dialogue was
also rated on a5-point Likert scale. After gameplay, one-on-one
semistructured interviews were conducted with the student
participants. The interviews included five questions to assess
user satisfaction and knowledge acquisition, with a focus on
obtaining feedback for the next iteration of the app, rather than
aformal evaluation of learning. Interview guides were created
by the development team. The interviews were not audio- or
video-recorded, rather verbatim noteswere taken. The verbatim
notes were reviewed by the development team to identify
priority areasfor improvement in the next app iteration. Answers
to questions regarding nutrition knowledge were summarized
based on student responses and have been presented as
frequencies. Finally, participants also completed an 8-item
(5-point Likert scale) questionnaire to assess engagement and
usability. Questionswere adapted from avalidated questionnaire
for adults as no known validated questionnaire was available
to assess game engagement in children [24].

Categorical data are reported as frequencies and percentages,
and continuous data are reported as means and standard
deviations. Likert scale responsesranged from strongly disagree
to strongly agree. For the analysis, strongly disagree and
disagree were pooled to reflect disagreement with a
guestionnaire item and strongly agree and agree were pooled
to reflect agreement with a questionnaire item. An unpaired
2-tailed t test was used to conduct post hoc analyses that
compared user satisfaction between boy and girl participants.
SPSS (v 25) was used for the statistical analysis. A P value of
.05 was considered statistically significant.

Parental consent and child assent were obtained before the user
testing sessions. Intotal, fiveiterative user testing onswere
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conducted. An ethics board approval was obtained from both
Ontario Tech University and the Durham Catholic District
School Board (file numbers: 14426 and 14879).

Results

Discovery

The devel opment process for Foodbot Factory began in October
2017, and the research presented in this paper was completed
in December 2018. The design process of Foodbot Factory was
facilitated by an interdisciplinary team who met on a weekly
basisto propose ideas, define specific app content, review user
testing results, and subsequently refine the app content.

A scoping review identified foods and nutrients of concern for
this population and found that the average Canadian child has
aninadequateintake of fiber and an excessiveintake of saturated
fat, sugar, and sodium [25]. Canadian children also consume
inadequate amounts of vegetables, fruits, and whole grains and
acquire 30% of daily sugar calories from beverages containing
free sugars; therefore, the education of these foods and nutrients
was considered a priority for the app [3,26].

Existing systematic reviews of mHealth dietary interventions
for children and adolescents were identified. These studies
indicated that nutrition knowledge acquisition, nutrition-rel ated
behaviors, and nutrition-related health outcomes improve with
mHealth interventions[7,9], and they highlighted the strengths
of gamification as a strategy to implement for child nutrition
mHealth apps [27,28]. An additional systematic search,
conducted by the Foodbot Factory research and devel opment
team, focused on identifying other strategies demonstrated to
engage childreninlearning or behavior change through mHealth
nutrition apps [10,11,29-35]. Gamification was implemented
in two articles and was found to clearly engage children in
learning and improving their nutrition knowledge and behaviors
and health outcomes [10,31]. In addition, the use of BCTswas
alsoidentified asareplicable and potentially effective approach
toincludein the mHesalth app [36]. Therewas minimal evidence
on the most effective BCTs to incorporate for our target
audience to achieve the goals of Foodbot Factory. Therefore,
the devel opment team hypothesized which BCTswould be most
effective at facilitating learning among the target audience and
evaluated the user experience and learning throughout the
iterative devel opment process.

An environmental scan of the app marketplace identified 249
mobile food apps targeted at children [16,37]; however, very
few were of high quality, as scored by the Mobile App Rating
Scale [38]. Furthermore, gamified apps were more likely to
display high-sodium and high-sugar foods and received ahigher
number of downloads compared with nongamified apps. These
results identified gaps in the public app marketplace, where
food games are popular with children but are not aligned with
the existing dietary recommendations [16,37].

The research conducted in this phase identified research gaps
in the development of child nutrition mHealth apps; however,
positive findings from the available literature indicated that
gamified mHealth apps are a promising avenue to pursue for
education. Furthermore, evidence gathered in this phase
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demonstrated that mHealth nutrition apps are engaging and can
be accessed by the majority of the target popul ation because of
the ubiquity of mobile technology in Canada [39]. The
Discovery phase led to the research question: “ Can a mHealth
nutrition education app improve nutrition knowledgein children
aged 9-127" This question defined the focus of Foodbot Factory
to improve users nutrition knowledge related to foods and
nutrients of public health concern [3,25]. With the central
research question and strategy identified, the development of
Foodbot Factory proceeded to Phase la [19].

Phase |l a: Define

Dietitian and teacher stakeholders (n=21) reported their
perceived prioritiesin relation to the target audience and learning
objectives for the app: 81% (17/21) ranked grades 7 to 8 asthe
first priority age group and 86% (18/21) ranked grades 5 to 6
as the second priority age group for a nutrition education app.
The interdisciplinary app devel opment team decided to target
studentsin grades 4 to 6 (aged 9-12 years) for the app asit was
believed this age group would be more interested in a gamified
nutrition app compared with older students. Overal, 86%
(18/21) of stakeholders agreed that increasing water
consumption and decreasing sugary beverage consumption was
important for this age group, and 57% (12/21) of them aso
agreed that understanding the nutritional value of foods was
important.

In alignment with stakeholder feedback, the app was designed
to meet the 2018 Ontario Grade 4 Health and Physical Education
Curriculum expectations that students should “identify the key
nutrients (eg, fat, carbohydrates, protein, vitamins, minerals)
provided by foods and beverages, and describe their importance
for growth, health, learning, and physical performance” [40].
This expectation also aligns with the health curriculum
expectations from other Canadian provinces and territories,
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providing teachers across the country with a mobile tool to aid
nutrition education in the classroom [41,42].

Thegoal of Foodbot Factory isto improve nutrition knowledge,
a component of food skills that has been identified asagap in
the ability of Canadian youth to make healthy eating choices
[43]. Although knowledgeis often insufficient to initiate dietary
behavior change, it is necessary for individualsto change their
behavior and is associated with better diet quality in adolescents
[44]. Furthermore, the most recent version of Canada's Food
Guide (CFG), the leading government resource developed by
Health Canada for nutrition guidance, has been disseminated
entirely through digital platforms [45]. The CFG is a core
component of the school curriculum across Canada. However,
to date no tailored resources, messaging, or tools have been
created for children and teachers, highlighting asignificant gap
in nutrition education in Canada[40-42]. Asour target audience
of 9- to 12-year-old movesinto adolescence, they will exercise
greater autonomy in their eating decisions. It is hypothesized
that the nutrition knowledge obtained from Foodbot Factory
will empower student users to make healthier dietary choices.
Therefore, the goal of this app is to provide the baseline
knowledge required to make informed healthy eating choices.

Nutrition Content

To align Foodbot Factory with the latest dietary guidelines, the
development team consulted with Health Canada to ensure the
app’s content aligned with the messagesin the new 2019 CFG
recommendations. The nutrition content in Foodbot Factory is
structured into five modules, corresponding to the CFG food
groups and linking to specific learning objectives[45]. Specific
learning objectives were developed for the foods and nutrients
relevant for each food grouping, as detailed in Table 1
(Multimedia Appendix 1).

Table 1. Foodbot Factory modules, nutrients of concern, and learning objectives.

Level (food grouping) Nutrients of concern included

Module learning objectives

Recall the best beverage choice for staying hydrated

«  Describe the health effects of different types of beverages
« Recall different types of sugary drinks

Explain the nutritional differences between whole grain and refined grain

products
«  Recall the components of the grain kernel and how grains are refined
«  Describe why consuming fiber isimportant for health

Drinks Sugar .
Grain foods Fiber .
Vegetables and fruits Fiber, vitamins, and minerals .

Recall the amount of vegetables and fruits that should be consumed with a

mesal

«  Explain why vegetables and fruits are a healthy choice

«  Describe which forms of vegetables and fruit are healthiest to consume (ie,
canned, frozen, and juice)

Animal protein foods Protein, saturated fat, and sodium .

Recall that some fats are healthy (unsaturated fats) and unhealthy (saturated
fats)

«  Describethe health effects of excess dietary saturated fat and sodium.
«  Explain why processed meats should be consumed |ess often
«  Describe why fish are a healthy choice

Plant protein foods Protein and fiber .

Describe what foods are plant protein foods and why they are ahealthy choice

«  Recall that plant protein foods contain fiber
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Gamification

Theapp included three main gamified el ementsto enhance user
interactions, engagement, and motivation to play: quizzes,
catching food, and sorting food. Foodbot Factory is a
story-based app set in a fictional town where residents have

Figure 2. Foodbot Factory screenshots.

LEVEL SELECT,

Prolein

Foads

Each of the five modul es has four unique components: dialogue,
gameplay, food quizzes, and food logs (Figure 3). Dialogue
communicates the nutrition content and alows for game
character development, incorporating elements of humor and
banter. A total of three modules contain additional interactive
dialogue allowing for the users’ choicein the content explored.
A Flesch Formula score of 88.9 indicates that the dialogue is
easy to read and appropriate for grade 4 readers[46]. Gameplay
opportunities are provided intermittently during each module.
Gameplay involves collecting or sorting avariety of food items
and is varied across the five modules to limit repetition. Food

Figure 3. Foodbot Factory game flow diagram for Drinks module.

Dialogue
Water

Foodbot Factory employs multiple gamification characteristics,
as defined by the Taxonomy of Gamification Concepts for
Health Apps and highlighted in Multimedia Appendix 3 [47].
In summary, the app utilizes mediated communication where
information is delivered through a guided storyline. Rewards
are received within the app, and there is no competition with
other players or opportunities for collaboration. As Foodbot
Factory is educational, the content focuses on learning

Game
Food
Drop

Dialogue Game

Intro

Drop
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nutrition robots (Foodbots) to hel p them make dietary decisions.
The storyline is driven by two nutrition scientists, Robbie and
Rebecca, who guide the user on ahealthy eating adventure that
beginswhen one of the Foodbots experiences mechanical failure
(Figure 2 and Multimedia Appendix 2).

It's important to choose
different textures, colours,
and shapes!

quizzes conclude each modul e, allowing the usersto self-assess
their learning. The quizzesallow for self-correction for incorrect
responses. The quizzes areinteractive, requiring the user to help
game characters make healthy eating decisions. Theinteractive
quizzes were designed to simulate real-world dietary choices,
which may increase the user’s confidence in making real-life
healthy eating decisions. Thefood log (a compendium of foods
introduced in the app) is the final component of each module.
The food log provides a platform for the user to enhance and
expand their learning and explore food nutrition facts,
reinforcing information presented in the module.

Game Dialogue Food Food
Food Milk Quiz Log
Drop

objectives and does not include goal setting, eg, setting a goal
for daily water intake. Users receive positive and negative
reinforcement during gameplay. Negative reinforcement occurs
during gamified components when users do not sort or catch
the correct foods or when aquestion inthefood quiz isanswered
incorrectly. The persuasive intent of Foodbot Factory is to
positively change user’'s attitudes and knowledge regarding
healthy eating.

IMIR Form Res 2020 | vol. 4 | iss. 4 [e15534 | p.33
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

Behavior Change Techniques

BCTs were incorporated into the app to illustrate how the
knowledge gained can be applied to actual dietary decisions
and increase self-efficacy around these decisions. The main
BCT categories integrated throughout Foodbot Factory are
feedback and monitoring, social support, shaping knowledge,
natural consequences, and reward and threat [22]. In total,
Foodbot Factory utilizes seven BCTs across the game (Table

Table 2. Behavior change techniques implemented in Foodbot Factory.

Brown et d

2) [22]. In each modul e, users have the opportunity to self-assess
their knowledge by helping game characters make dietary
decisions. The users are then provided with feedback on the
accuracy of those dietary decisions. Users also learn about the
natural health consequencesthat result from consuming certain
foods and nutrients. At the end of each module, users are
rewarded by unlocking new food items in the food log, where
they can review additional nutrition information.

Module

Behavior change techniques implemented

Drinks

Grain foods

Vegetables and fruits

Plant protein foods

Animal protein foods

2.2 Feedback on behavior

4.1 Instruction on how to perform the behavior
4.2 Information about antecedents

5.1 Information about health consequences
10.3 Nonspecific reward

2.2 Feedback on behavior

4.1 Instruction on how to perform the behavior
5.1 Information about health consequences
10.3 Nonspecific reward

2.2 Feedback on behavior

3.1 Social support (unspecified)

4.1 Instruction on how to perform the behavior
4.2 Information about antecedents

5.1 Information about health consequences
10.3 Nonspecific reward

2.2 Feedback on behavior

4.1 Instruction on how to perform the behavior
5.1 Information about health consequences
6.1 Demonstration of behavior

10.3 Nonspecific reward

2.2 Feedback on behavior

4.1 Instruction on how to perform the behavior
5.1 Information about health consequences
10.3 Nonspecific reward

Phase | b: Refine

User Testing Session 1: Drinks and Grain Foods

The first user testing session assessing the drinks and grain
foods modules occurred with student participants in grade 5
(8/12, 67% male) and grade 6 (10/18, 56% male). It was
observed that grade 6 students progressed through the app at a
faster rate than grade 5 students and seemed less engaged and
interested in the app. Overall, 83% (25/30) agreed that the app
was fun and 83% (25/30) agreed that the goals of the app were
clear. Confusion and frustration in navigating the gameplay
portion of the modules was also observed. Only 29% (8/30) of
students agreed that the robot was easy to control. Compared
with male students, female students appeared to be more
interested in the healthy eating content and were more likely to
want to play the app again. On the basis of this feedback, the
aims for the next iteration of the app were to include more
explicit tutorial instructions, improve the game controlsand the

http://formative.jmir.org/2020/4/e15534/

movement of the robot, increase the use of gamification to
enhance engagement, and clearly state the goal s of the modules.

User Testing Session 2: Drinks

The next iteration of Foodbot Factory was tested with grade 4
student participants (10/20, 50% male). A direct observation
revealed that students were more engaged with the dialogue and
most students (14/20, 70%) demonstrated a high interest in
reading the healthy eating content. Some students (4/20, 21%)
showed visual frustration or confusion during game play and
asked for help. Those who were confused were also observed
skipping quickly through dialogue, indicating that they felt the
module had too much reading. On basis of the observation, the
students’ ability to move the robot improved from the previous
iteration. An improvement in the clarity of the app goals and
the student’s perceived enjoyment of the app was observed with
this iteration of the app (Table 3). When students were asked
about their favorite part of the game, 30% (6/20) identified the
app characters and dial ogue humor, whereas 25% (5/20) favored
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the food quiz gamified component and 15% (3/20) identified
learning about nutrition. Students demonstrated | earning through
using the app: 90% (18/20) of students correctly identified water
as the best beverage choice and responded as follows: “Water
is needed to stay hydrated.”; “Water, because if you're thirsty
you can stay hydrated” Some students provided extended

Brown et d

commentary, stating “60% of your body iswater.” and “1 learned
even more about having pop less.” Theinterviews demonstrated
that students understood the key healthy eating messages
embedded in the app as they recalled and explained why water
is the best beverage choice for health and hydration.

Table 3. Summary of quantitative data for the drinks module (sessions 1-4; session 1 occurred with studentsin grades 5 to 6. Sessions 2 and 3 occurred

with students in grade 4. Session 4 occurred with studentsin grades4to 7.)

User testing session

Strongly disagree and disagree, n (%)

Neutral, n (%) Strongly agree and agree, n (%)

Theapp wasfun
Session 1 (N=30) 3(10)
Session 2 (N=20) 1(5)
Session 3 (N=14) 0(0)
Session 4 (N=21) 0(0)
The goals of the app were clear
Session 1 4(13)
Session 2 1(5)
Session 3 1(7)
Session 4 0(0)

2(7) 25(83)
0(0) 18 (95)
1(7) 13(93)
2(10) 19 (90)
1(3) 25 (83)
0(0) 19 (95)
1(7) 12 (86)
1(5) 20 (95)

User Testing Session 3: Drinks

The next iteration of the drinks module was tested with grade
4 student participants (12/14, 86% male). Most students
continued to agree or strongly agree with the statements that
the app was fun and the goals of the app were clear (Table 3).
The major modification to thisiteration was the addition of two
gamified food catches to introduce more gameplay, which the
team hypothesized would increase engagement and interest in
the app. However, more students skipped most of the dialogue
compared with session 2 (Table 4). A total of 6 students
demonstrated visual frustration or confusion, which wasrel ated
to the food catch, as students had skipped through the added

Table4. Summary of observational data for sessions2to 5.

tutorial and did not understand what to catch to obtain points.
Fewer students provided the correct answer when prompted to
choose which drink isthe best choicefor health, with 57% (8/14)
stating water. Thismay suggest that gamified components need
to be carefully incorporated so that educational messages are
not lost. Conversely, among the 36% (5/14) of students who
incorrectly stated that milk wasthe best choice, many were able
to express their knowledge of water during the interview. The
high positive response of milk may reflect students taste
preference for milk over water or baseline knowledge from
parents and care providers rather than alack of knowledge on
the importance of water for health and hydration.

User testing session

High reading interest? n (%)

Skipped most of the dialogue, n (%)

Session 2 (N=20) 14 (70)
Session 3 (N=14) 7 (51)

Session 4 (N=21) 13 (60)
Session 5 (N=17) 13(75)

2(10)
2(14)
2(10)
2(13)

8High reading interest was defined as an observational rating of 4 or 5 on a 5-point Likert scale assessing engagement with dial ogue content. Skipping
dialogue was assessed viaan observational note with options of none, some, and most. Studentswho skipped most of the dial ogue were observed flipping

quickly through the dialogue and not reading the majority of the content.

User Testing Session 4: Drinks and Grain Foods

The next testing session occurred with summer camp student
participants at Ontario Tech University (14/21, 66% male;
grades 4-6). The drinks module was unmodified from session
3. The grain foods module was modified to include a new
interactive component to teach about different parts of thegrain
kernel and play an additional food sort minigame to increase
the variety between the gamified portions of each module. It
was hypothesi zed that engagement would increase by including
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a variety of interactive components. Observations during
gameplay were similar to previous sessions, however, some
students appeared to disengage, ie, appearing bored, after
playing more than one module. This may explain why
observational data showed a dlight decline in engagement
compared with sessions 2 and 3 where only one app module
wastested (Table 4). Asin previous sessions, students connected
with the game characters and humorous dialogue, with 2
students commenting the following: “That was really fun!” In
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this testing session, no students showed visual frustration or
confusion, potentially indicating that the usability of the game
and clarity of instructions had improved.

Knowledge gained by using Foodbot Factory improved from
previous sessions. For the drinks module, all students (21/21)
replied that water isthe best for quenching thirst, with students
recognizing that “You need it [water] to survive and stay
hydrated” and “60% of the body is made of water.” Students
also conveyed their knowledge of milk and sugary drinks.
Students’ commentsincluded thefollowing: “Milk has calcium
and Vitamin D and makes bones grow bigger and stronger” and
“Pop isatreat like chocolate. You get cavities from the sugar.”
For the grain foods module, 70% (15/21) of students recalled
that whole grain bread has more fiber than white bread, with
students stating “ Whole grain bread has more fiber and is better
for you than white bread because of fiber” and “White bread
has less fiber because they remove the bran and the germ.” On
average, students were ableto fulfill the learning objectives for
both the drinks and grain foods modules. Importantly, there
were considerableimprovements on two key metrics of concern.
Overall, 90% (19/21) of students agreed with the statement “the
app wasfun” and 95% (20/21) agreed “the goal s of the app were
clear” (Table 3). Although observational data suggest that
students may disengage when playing multiple modulesin one
sitting, the self-reported questionnaire data confirm that students
found the game engaging and usable.

User Testing Session 5: Vegetables and Fruits and
Protein Foods

In this last user testing session among grade 4 student
participants (9/17, 55% male), the first iterations of the

Table5. Summary of quantitative data for user testing session 5 (N=17)
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vegetables and fruits module or the protein foods module were
tested. On the basis of theiterative feedback and lessons|earned
from previoustesting sessions, these modulesincluded multiple
interactive components. For example, interactive components
allowed students to choose the vegetables and fruits to learn
about or to cook pasta, and there was added variation between
the food sort and food catch minigames.

Similarly, high levels of engagement as seen in previous user
testing sessions were observed (Table 4). Among those who
played the vegetables and fruits module (N=8), 75% (6/8) of
studentsrecalled akey healthy eating message, with one student
stating “They [vegetables & fruits] have lots of vitamins and
minerals’ and another stating “Most of the stuff [nutrients] helps
your body and when you et it, it helps your body work.” By
contrast, only 55% (5/9) of students who played the protein
foods module (N=9) were able to recall a key healthy eating
message. The team concluded that this first iteration of the
protein foods modul e had an ambitious number of key messages
and learning outcomes. Therefore, the protein foods module
was divided into animal protein foods and plant protein foods
to enhance the focus and clarity of healthy eating messages and
improve students ability to meet the learning objectives.
Overall, the majority of users still found the modulesto be fun,
with clear goals, easy to use, and easy to read (Table 5). A total
of 71% (12/17) of students agreed with the statement “1 want
to keep playing,” indicating that Foodbot Factory isan engaging
and acceptable way for students to learn about food, nutrition,
and healthy eating (Table 5).

Question Strongly disagree and disagree, n (%) Neutral, n (%) Strongly agree and agree, n (%)
The godls of the app are clear 1(6) 0(0) 16 (94)
The app was easy to use 1(6) 4 (24) 12 (72)
Thewords in the app are easy to read 1(6) 4(24) 12 (71)
| want to keep playing 0(0) 5(29) 12 (72)

Subgroup Analyses

Differences in engagement between male and female student
participants were observed from session 1, and it was
hypothesized that femal e students were more engaged with the
app than male students. The subgroup anaysis (52/87, 60%
male) indicated that female students were significantly more
likely than male students to agree that they wanted to keep
playing (29/35, 83% vs 37/52, 71%; P=.03). Trends indicate
that femal e students tended to agree that the app wasfun (33/35,
97% vs 45/52, 86%; P=.11) and tended to disagree that they
were bored (28/35, 82% vs 39/52, 75%; P=.09) compared with
mal e students; however, these differences were not statistically
significant.

To address the differences in engagement between male and
femal e students, the devel opment team made significant efforts
to enhance overall engagement with each iteration of Foodbot
Factory by further incorporating games and humor as astrategy
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to better appeal to male students. A voiceover was aso added
to the app to enhance overall engagement and make the content
more accessible for those who may have difficulty reading.
Although female students tended to show higher levels of
engagement compared with male students, an overall high
proportion of male students still found the app fun, and they
demonstrated an interest and ability to learn through gameplay,
as evidenced by qualitative feedback and observation.

Discussion

Principal Findings

The iterative development and evaluation of Foodbot Factory
has led to the creation of an evidence-based and engaging
mHealth app to help Canadian children learn about healthy
eating and nutrition. The interdisciplinary team of experts in
nutrition, education, and game design, in collaboration with
policymakers (Health Canada), ensured that the app is consistent
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with thelatest nutrition recommendations, incorporated current
advancesin gaming and education technology, and can be easily
implemented in the classroom. The multimethod user testing
data demonstrate that the majority of Foodbot Factory's target
audience find the app engaging and usable, providing evidence
that this public health intervention can help Canadian children
learn about nutrition. Foodbot Factory has undergone evaluation
consistent with Phase I: Design in the ORBIT model and is
currently being evaluated in arandomized controlled trial as a
part of Phase 2: Preliminary Evaluation[19]. A strength of this
research is the use of an interdisciplinary team of experts to
facilitate and participate in development. An interdisciplinary
approach is not alwaysimplemented when designing electronic
health and mHealth interventions [48], but it should be
encouraged to ensure that the multiple disciplines involved in
developing high-quality digital interventions are represented
throughout the development process. Our research and
development team worked effectively in acollaborative fashion
through weekly scheduled meetings until the app devel opment
was fully complete. We further leveraged our strong
relationships with partners across disciplines, including
governments, nongovernmental organizations, and school
boards, to obtain diverse expert opinions and conduct the
research presented in this study.

Strengths and Limitations

In comparison with similar studiesthat have conducted iterative
user testing methodologies to develop mHealth interventions,
the research presented here hasimplemented significantly more
iterative testing sessions with the target audience. The majority
of other app devel opment studies that report user testing often
implement various stepwise iterative processes throughout
development; however, many only utilize one testing session
with their target audience [49-53]. The use of multiple testing
sessions for Foodbot Factory is a strength of this study as it
allowed the research team to improve engagement and usability
of the app. Multipletesting sessions al so enabled app eva uation
with alarger sample size and tailored the content of the app to
the diverse needs of Foodbot Factory' starget audience. Finally,
other studies that report on the development of mHealth
interventions have not implemented multiple methods in their
user testing sessions [51,53]. The use of multiple methods in
this study provided the research team with a set of rich and
comprehensive data on the user experience, increasing the
efficiency and effectiveness of each successive iteration of
Foodbot Factory. The development of future mHealth apps and
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interventions would be best informed by iterative testing to
ensure that changes implemented to each iteration meet the
needs of the target audience and advance the goals of the
intervention. Testing should also utilize mixed method data
collection, asrecommended by the Iterative Convergent Design
for Maobile Health Usability Testing [23].

Although there were positive outcomes to this project, we
acknowledge that there were limitations. Observation wasrelied
on asaway to assess user engagement with app dialogue content
and the rate of progression; however, these measures of user
engagement could have been enhanced by collecting quantitative
interapp analytic data. Factorsthat influencethe dietary intakes
of children are often beyond the control of a young child (eg,
socioeconomic status, parental influence, and neighborhood
food environment) [54]. However, the knowledge gained from
playing Foodbot Factory can assist children in making healthier
dietary decisions where possible, and the foundational
knowledge may stay with the child over the long term. Testing
results suggest that student participants may disengage after
playing more than one modul e during a session and that female
students may be more engaged than male students. However,
these findings relay important information for implementation
into the classroom setting, suggesting that learning will be
optimized by using the app for short periods over severa days.
Foodbot Factory can be played in aflexible format, providing
users with a choicein the number of modules played in agiven
session. The app has also been designed with multiple gamified
componentsthat vary through each modul e to appeal to avariety
of learning and gameplay preferences. Future research with
Foodbot Factory includes a randomized trial measuring its
impact on nutrition knowledge and devel opment of aknowledge
trandation strategy to ensure maximal reach and adoption among
teachers, health professionals, and parents.

In summary, Foodbot Factory is a viable and an engaging app
that has the potential to improve the nutrition knowledge of
Canadian children. The app aligns with the latest dietary
recommendations for Canadians and curriculum expectations
for most Canadian provinces [40,45]. Foodbot Factory utilizes
increasingly available technologies, providing a contemporary
means for children to learn about nutrition at home and in the
classroom. The knowledge gained during childhood may be
sustained into the adolescent years, with the intended benefit
of improving dietary intake and reducing the risk of chronic
diseases associated with poor diet quality.
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Abstract

Background: Smartphone-based dating apps are rapidly transforming how people seek potential sexual and romantic partners.
However, they can also increase the risk of unsafe sexual behaviors, harassment, and infringement of personal privacy. Current
research on interventions for safer dating app use remains insufficient.

Objective:  The goal of this study was to describe the development of an intervention for safer dating app usage using
crowdsourcing and peer-led approaches.

Methods: This paper describes the development of an intervention program designed to promote safer dating app use among
college students. Crowdsourcing and peer-led approaches were adopted during key stages of the development process. Focus
group discussions were held to assess the experience and needs of dating app users. A crowdsourcing contest then solicited ideas
for performance objectives for the intervention. These objectives were grouped to further identify practical strategies. A one-day
intensive workshop was subsequently held with peer mentors to brainstorm ideas for the production of creative interventional
materials. The intervention programs were produced and tested in a pilot study. The app’s effectiveness will be evaluated in a
cluster randomized controlled trial.

Results:  The intervention program consists of arisk assessment tool, a first-person scenario game, and four short videos. The
risk assessment tool, comprised of 14 questions, will give the participant a score to determine their level of risk of adverse events
when using dating apps. The scenario game is afirst-person simulation game where the players are presented with choices when
faced with different scenarios. The short videos each last 2-4 minutes, with points of discussion aimed at addressing the risks of
using dating apps. The programs were piloted and were found to be relatable and hel pful when further modifications were made.

Conclusions: Potential challengesidentified during the development processincluded data management and analysis, sustaining
peer mentors' interests and participation, and balancing between providing more information and perpetuating social stigma
around dating app use. By integrating new approaches, such as crowdsourcing and the peer-led approach, in developing an
intervention for safer dating app use, our development process provides a viable model for developing future interventions to
address the risks associated with dating app use.

(IMIR Form Res 2020;4(4):€12098) doi:10.2196/12098
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Introduction

Background and Motivation

The popularization of smartphone-based dating apps has
drastically changed dating patterns and behaviors among young
adults acrossthe globe. Researchers from various countries have
reported high percentages of dating app use among young adults
of different gendersand sexual orientations. In the United States,
for instance, approximately 40% of sampled young heterosexual
men and women used dating apps in 2017 [1], and the
percentage for men who have sex with men is significantly
higher at around 69% [2]. In Hong Kong, a 2016 study found
an equally high proportion (52.9%) of dating app users among
both heterosexual and homosexual college students[3].

By facilitating convenient interpersonal exchanges, dating apps
broaden one’s personal and romantic networks and bring new
freedoms, opportunities, and pleasures [4]. However, they also
engender arange of potential risks in personal safety, privacy,
and sexual health. A high correlation between dating app use
and multiple sexual partners has been identified among lesbian,
gay, transgender, and bisexual populations, whichisan alarming
indicator for sexual health—related risks, such asHIV or hepatitis
C infection [5]. Some studies have a'so raised concerns about
the lack of awareness around the protection of personal
information on dating apps[6,7], highlighting potential privacy
and safety risks.

Currently, resources are insufficient for dating app users in
Hong Kong or elsewhereto understand and manage theserisks.
A review of alarge number of smartphone-based dating apps
found that the majority contained no information about sexual
health or sexual assault, so users had low exposure to sexual
health and personal safety content [8]. To address these issues,
our research team engaged dating app users in Hong Kong to
develop intervention programs for promoting safer dating app
usage among college students. We implemented innovative
approaches, including crowdsourcing and the peer-led approach,
in various stages of the development of the intervention.

http://formative.jmir.org/2020/4/€12098/
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Study Aims

This study offers a close, step-by-step investigation of using
crowdsourcing and peer-led approaches to develop an
intervention for safer dating app use. It aimsto proposeaviable
model for developing similar dating app use interventions in
thefuture. Potential challengesin theintervention devel opment
have been identified, and the effectiveness of adopting
hybridized approaches was explored. This study also reports
on the findings of a pilot study for the intervention.

Methods

Needs Assessment

The needs assessment is a systematic study of the discrepancy
between what is and what should be in agroup and situation of
interest [9]. Data for the assessment can be collected through
various channels, including a literature review, brainstorming,
and focus groups conducted with the target popul ation. Findings
from the needs assessment are used to specify intended changes
inindividual behaviors and environmental conditions.

Since the popularity of dating apps is a relatively new
phenomenon, literature on its risks remains limited. We,
therefore, decided to conduct focus group discussions and
engage app users in discussing their safety strategies to elicit
insightsinto their behaviors, motivations, and perceptionswhen
using dating apps. We recruited participants through a Hong
Kong-based organization, “ StickyRicelove,” which specializes
in peer-led, online, sexual health education. Inclusion criteria
for participants included: experience with using a dating app,
being between the ages of 18-35 years old, and able to speak
Cantonese.

Each focus group was purposively constructed to include people
of different genders, ages, and sexual orientations to facilitate
heterogeneity in each focus group discussion and provide
potential contrastsin discussions[10]. Focus group discussions
of 6-8 peoplewere conducted until data saturation was achieved,
resulting in four groups (N=25 participants) in total. More
demographic information can be found in Table 1.
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Table 1. Needs assessment participants' demographics (N=25).

Wong et a

Demographics n
Gender
Male 15
Female 10

Agegroup (years)

18-20 4
21-23 4
24-26 7
27-29 4
Over 30 6
Sexual Orientation
Heterosexual 17
Homosexual 6
Queer 1
Bisexual 1
App use experience (years)
0-1 7
2-3 8
4+ 10
I nstances of meeting friendsviathe app, n
0-1 3
2-5 7
6-10 5
>10 9

We used a semistructured interview guide developed from the
literature to conduct the discussions (see M ultimedia A ppendix
1). Open-ended questions on dating app user experience,
motivation, beliefs, and behaviors regarding intimacy and risk
were used to facilitate discussion. Audio recordings were
transcribed and translated from Cantonese to English.

These datawere analyzed using thematic analysis, commencing
with an open-coding approach of repeated line-by-line reading
of the text and condensing of concepts, events, and meanings
into representative codes. Two members of the research team
(CS, STHL) independently undertook the coding to increase
the robustness. Discrepancies between the initial coding were
discussed and clarified with input from other members of the
research team. Upon further cycles of analysis, themes were
elicited from the data by constantly comparing the interview
transcripts (see Multimedia Appendix 2).

Notably, usersreported uncertainty and worry about potentially
risky sexual health behaviors, which spanned from casua sex,
multiple partners, or open relationships. They also expressed
concerns about data privacy, including fear of blackmail using
intimate data from dates or private photo exchanges from apps.
Furthermore, we found that dating app users experienced severa
financia scams, some of which resulted in monetary loss. These

http://formative.jmir.org/2020/4/€12098/

findings posed key questions to consider for the intervention:
How do we help dating app users in improving their sexual
health knowledge, skills, and behaviors? How can we encourage
dating app users to practice data safety and privacy while
building relationships? How do we alert dating app usersto the
risks of financial scams and empower them by providing
practical strategies? Apart from these questions, the participants
also suggested that the experience of stigma and stereotyping
remains a problem in the local dating app user community and
that the intervention should provide reliable information and
promote behaviora skillswhile avoiding further stigmatization.

Based on the findings from the focus group, we determined four
prominent domainsfor intervention: sexual health, the security
of personal privacy, sexual harassment and assault, and
monetary scams. These domains are generally in line with
existing literature on dating apps, athough some of them are
more specific to the Hong Kong context. The information
gathered from the focus groups substantially contributed to the
needs assessment. The research team then reviewed relevant
theoretical and empirical literature and produced five behavioral
outcome goals, asoutlined in Table 2. Wethen further identified
the determinants for each goal to pave the way for a more
systematic approach in developing practical strategies in the
next step.
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Table 2. Behavioral outcomes and determinants.
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Behavioral Outcomes

Examples (Determinants)

Userswill understand the general benefits and risks associated with dating
apps.

Users will evaluate relationship development and follow safe dating
practices. Userswill know the importance of safe sex and use condoms
correctly and consistently when having sex.

Userswill use practical skillsto protect personal information and privacy.

Userswill be more aware of and better protect themselves against financial
scams on dating apps.

«  Name benefits and risks of dating apps (Awareness).

«  Recognizerisksof dating with people met on apps (Risk Perception).

o  Select safe dating venues (Skills).

«  Confidencein communicating personal limitsand intentions on dates
(Self-efficacy).

o Beaware of sexua health risks (Risk perception).

*  Acknowledge condom use as effective protection against STIs? (At-

titude).

Negotiate using condoms (Skills).

Use condoms correctly (Skills).

Confidence in using condoms (Self-efficacy).

Confidence in choosing not to have sex without condom use (Self-

efficacy).

o Understand what should be categorized as sensitive personal informa-
tion (Awareness).

«  Acknowledge personal privacy risksin dating app use (Risk percep-
tion).

« ldentify and avoid potential financial scams (Skills).

83T1: sexually transmitted infection.

Crowdsourcing Contest

The next task was to select evidence-based methodsto translate
theminto practical strategies effectivefor thetarget population.
We combined crowdsourcing with the peer-led approach to tap
into the collective knowledge of dating app users by hosting a
crowdsourcing contest. The “‘Hi, Stranger!’” Dating Apps
Education Design Contest” was held between November 2017
and February 2018, and dating app users were encouraged to
submit online multimedia content (eg, texts, images, and videos)
that addressed the risks and coping strategies used in dating app
use. The contest was promoted through three channels: social
network outlets such as Facebook and Instagram, local
nongovernmental organizationsfocusing on sex education, and

http://formative.jmir.org/2020/4/€12098/

alarge general education course on sexuality and culture at a
local university, where we invited students to submit awebsite
about dating app usein Hong Kong aspart of their fina projects.
Our recruitment of participants ensured that while they were
from diverse ethnic, cultural, educational, and class
backgrounds, they were of similar age to the target population
and had experience with dating apps.

We received a total of 24 group submissions in the form of
websites from 127 participants. The websites covered a wide
range of topics, from relationship-building to sexua harassment
and dating violence. Apart from reviewing media reports and
onlineresources, participants also drew on surveysand in-depth
interviewsthat they conducted with their peers. More data about
the crowdsourcing process can be found in Textboxes 1 and 2.
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Textbox 1. Demographics of the crowd for the crowdsourcing contests.

Wong et a

Size of crowd

o 127 participants (24 group submissions)

Age
. 17-22yearsold

Gender

«  Unspecified

Education

«  College-educated

Racial/ethnic background
.  Mixed, but mostly Asian.

Relationship to the research question
. Dating app users themselves.

Referral source

«  Socia mediaand classroom promotion of the crowdsourcing contest

Textbox 2. Logistics of the crowdsourcing.

Length of time

«  Four months

Complexity of the task

«  Participants were asked to create multimedia and Web-based materials related to dating app use.

Web platform

«  Werecommended websites be created with the free Web-based platform wix.com.

«  Submissions were made electronically in the form of website URLS.

I ncentives offered

« A prize of HK $2000 (US $255) was offered for the best submission

Data collected

o A total of 24 submissions were received in the form of websites.

Peer-Led I ntervention Development

Upon collecting data from the crowdsourcing contest, we held
a peer-led workshop to select practical strategies and produce
intervention materials. We cooperated with StickyRicel.oveto
recruit peer educators from their pool of volunteers. A total of
12 peer educators were recruited who were between the ages
of 20-30 years old and who had extensive experiencein working
on sex education projects. A one-day intensive workshop was
held to select practical strategiesand preparefor the production
of intervention materials.

We briefed the peer educators about perceived benefitsand risks
associated with dating app use in Hong Kong, the purpose of
the intervention, and the performance objectives. The peer

http://formative.jmir.org/2020/4/€12098/

educators were then divided into three groups to look into the
websites from the crowdsourcing contest. They were given
sufficient time to examine and discuss the different elements
on the website both within and between groups. Through this
process, the peer educators were able to identify the most
effective and practical strategies based on the outcome goals,
whichincluded arisk assessment tool, a\Web-based first-person
simulation game that communi cates benefits and risks of dating
app use and coping strategies, and four short videos promoting
risk perception, awareness of and skills for personal safety
protection, and self-efficacy.

After the components of the intervention were determined, we
adopted the Peer-Vetted Creative Production (PV CP) approach
in producing intervention materials. Theorized in Brabham's
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four-type typology for crowdsourcing, the PV CP approach is
recommended for combining crowdsourcing and peer-led
approaches to create and select creative ideas. It is ideal for
ideation problems where solutions are highly sensitive to the
taste of the target group [11]. We allocated time for peer
educators to conduct brainstorming sessions and group
discussions, through which they produced the format and
scenarios for the game and themes and frameworks for the

Figure 1. Screenshots of the simulation game.
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videos. These frameworks were taken up by the research team,
who collaborated with sexual health professionals, volunteer
actors and actresses, and photographers to produce the
intervention materials.

Thefinal intervention programs were hosted onlinein the form
of awebsite and are easily accessible by computer, smartphone,
and tablet. Screenshots of the intervention programs can be
found in Figures 1 and 2.
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Figure 2. Screenshots of the short videos.
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Results

The Intervention

Thefinal intervention was comprised of four (2-4 minutes) short
videos with points of discussion, an interactive scenario game
(20-30 minutes), and arisk assessment tool. The videos aim to
addresstherisksand benefits of using dating apps and encourage
viewersto reflect on their perception of the dating appsused in
the points of discussion. The first video illustrates similarities
between meeting people on dating apps and in rea life,
providing examples of being misled by profile characteristics
and monetary scams, the second video explains privacy
concerns, the third demonstrates risky sexua behaviors
associated with dating apps, and the fourth explains the legal
issues and risks of sexual assault, including precautionary steps
and available resources.

The scenario game is afirst-person simulation game where the
players are presented with multiple choices when faced with
real-life scenarios. Players haveto create aprofile with attributes
such as sexua orientation, gender, and types of relationship.
Their choices generate a dating app profile, and chat bubbles
will appear that contain messages from a virtual partner. The
game is designed with various algorithms that result in both
positive and adverse outcomes. The final page displays a brief
summary explaining the culmination of the choices made.

Therisk assessment tool consists of 14 questionsthat givesthe
participant a score to determine their risk level for adverse
events when using dating apps. It covers five domains: sexual
harassment, privacy, monetary and legal issues, and mental
wellbeing.

Pilot Study and Evaluation

Before full implementation, the interventional materials and
processes were tested in a pilot study. Recruitment was done
through university internal mass mail servicesfor students, and
criteria included prior experience with dating app use. We

http://formative.jmir.org/2020/4/€12098/
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recruited 18 local college students aged between 18-25 years
old, and then divided the participants into two small groups.
We showed them the videos and invited them to play the game.
They werethen asked tofill out apostintervention questionnaire
for general comments about the programs, which took about an
hour altogether. We also held semistructured focus group
discussions among the participantsto collect further qualitative
feedback about the intervention programs.

The feedback collected from the pilot was generally positive.
Participants found the content of the intervention programs to
be relatable and redlistic for dating app users in Hong Kong,
and also informative about the potential risks of dating app
usage. Participants also offered useful suggestions about places
for improvement, including enlarging the subtitlesin the videos
for a clearer read and modifying details in the app to make it
more realistic. The intervention programs were revised based
on these comments.

The effectiveness of the intervention will be further evaluated
through a randomized control trial. The intervention will be
disseminated among college students aged 18-25 years old in
Hong Kong through engagements with public health officials,
higher education institutions, and social mediacompanies. The
intervention delivery will be a combination of classroom and
social media delivery.

Discussion

Principal Findings

Crowdsourcing was implemented as a core methodology and
integrated into different parts of the development of the
intervention. In the planning stage, crowdsourcing proved to
be a useful method to get community input for public health
issues. Thisis particularly important for emerging issues that
have not been thoroughly researched in the existing literature.
In the preparation of intervention materias, combining
crowdsourcing with the peer-led approach aso contributed
significantly to designing programs that were more relatable
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and thus were more effective on the target population.
Furthermore, crowdsourcing can also be a cost-effective tool
since volunteers can do a considerable portion of the work.

Two key issues in adopting the crowdsourcing and peer-led
approach are motivation and the extent of participation[12,13].
Brabham finds that a collection of motivators exists for
crowdsourcing, including alove of community, the opportunity
to develop one's skills, and building a portfolio for future
employment [13]. Apart from these factors, we observed that
interest in the topic and rel atability to personal experiencesalso
played important roles in motivating the crowd to contribute to
intervention development. We found that crowdsourcing is
effective in empowering community members to take a more
active part in developing the intervention, thus avoiding
situations of nonparticipation like tokenism, decoration, and
manipulation. Thelevel of participation variesin different stages
of the intervention development according to the aims of that
particular stage. For stages involving brainstorming, assessment
of needs and tastes of the target population, and design of
creative content, we encouraged ahigh level of participation so
the projects were peer-initiated, directed, and decided. For other
stages that required professional knowledge, we also drew
heavily on peer-generated data and ideas. This method has
helped usto use crowdsourcing effectively to devel op apeer-led
intervention.

Potential Challenges

During theintervention devel opment process, the research team
identified several challenges in applying crowdsourcing and
the peer-led approach. One major chalenge of the
crowdsourcing approach is data management and analysis.
Crowdsourcing could generate a considerable amount of |oosely
structured data, especially in the earlier stage of intervention
development. Thisrequiresthe research team to adopt effective
strategies in data collection and interpretation. When eliciting
ideas from the crowd, the research team should communicate
the nature and objectives of the study, as well as the
requirements for the content, to facilitate more relevant
responses. To better interpret data, the research team also needs
to develop a systematic analytical strategy that combines
relevant theories with the existing literature, especially since
the ultimate drafting of intervention outcomes and objectives
will betheresponsibility of the research team. Oneway to meet
the challenge of data management is to combine large-scale,
extensive crowdsourcing with small focus group discussions.
This method can help ensure both the scope and depth of the
data collected. The two sets of data can also complement each
other and be compared for better accuracy.

Furthermore, whilethe PV CP approach wasefficient inintensive
face-to-face workshops, wefound it challenging to sustain peer
mentors' interest and participation in the production over time.
The production of creative content usually involves various
stages and therefore lasts for weeks or even months. Because
our peer mentors were al volunteers who had full-time
occupations, it wasimpractical to ask for their full participation
throughout the production process. As a result, parts of the
production, especialy the scriptwriting, were undertaken by
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the research team. Better engagement of peer mentorsis needed
in this step. Methods may include providing incentives or
scheduling several workshopsin key stages of the production.

Finaly, and more generally, developing an intervention for
dating app use in Hong Kong poses challenges in balancing
between providing more information and perpetuating social
stigma around dating app users. Due to conservative attitudes
toward sex in the local context, dating app users have been
stigmatized as casual, promiscuous, and immoral. Consequently,
there is a fine line between raising awareness about risks in
dating app use and further stigmatizing dating app users as
immoral and irresponsible. To avoid the latter outcome, we
adopted various methods, such as engaging dating app usersin
setting the intervention goals and addressing both benefits and
risksin the intervention programs. However, it remains unclear
whether these methods will be sufficient. Intervention
developers should always consider cultural specificities and
make their best efforts to eliminate any possible negative
impacts brought by the intervention.

Limitations

Several limitations should be considered in this study. First, the
recruiting and promotion processes during the needs assessment,
crowdsourcing contest, and peer-led intervention devel opment
were done through the research team's network of
nongovernmental organizations and a large general education
course at alocal university. Whilethisallowsthe research team
to target select groups of people who may have an interest in
thistopic, it may overlook other individualswho belong to other
organizations or universities. Second, since the intervention
development is heavily based on local contextsin Hong Kong,
its results may not be generalizable in other places.

Conclusion

This paper describes the evidence-based development of an
intervention for safer dating app use using crowdsourcing and
the peer-led approach. Our findings suggest that the advantages
of crowdsourcing lay in its cost-effectiveness, its ability to
collect extensive data, and its engagement of community
members. We recommend that crowdsourcing be strategically
used in various stages of intervention devel opment.

This paper has aso identified potential challenges in adopting
the crowdsourcing approach, including data management and
analysisand peer mentors’ participation in intervention material
production. We suggest that intervention devel opers should pay
special attention to the communication of program objectives
during crowdsourcing and should work out a well-structured
schedule to better sustain peer mentors' interests throughout
material production. Moreover, we have highlighted local
cultural specificities as an important issue that should be taken
into consideration during intervention development. The
crowdsourced, peer-led model of intervention development
harnesses both new technologies and collective intelligence.
Therefore, we believe that it is particularly suitable to tackling
new public health issues that have not been thoroughly
researched in the existing literature.
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Abstract

Background: In primary care, patients play acrucial role in managing care processes and handling drug treatment. A decisive
factor for success is their health literacy, and several interventions have been introduced to support patients in fulfilling their
responsibility.

Objective: The aim of this study isto assess the influence of such an intervention (ie, amedication module) within a patient-led
electronic health record on patients’ health literacy.

Methods: We conducted a randomized controlled study among community-dwelling patients with type 2 diabetes mellitus.
Patientswere recruited from primary care practices. After randomization, patients either had accessto an internet-based medication
module allowing them to store their medi cation information, look up drug information, and print amedi cation schedule (intervention
group), or they received an information brochure on the importance of medication schedules (control group). After 4-8 weeks,
all patients were invited to attend a structured medication review (ie, follow-up visit). Data were collected via questionnaires
before the start of the intervention and during the follow-up visit. The main outcome measure was the mean difference in health
literacy between baseline and follow-up assessments of patientsin the control and intervention groups.

Results: Of 116 recruited patients, 107 (92.2%) completed the follow-up assessment and were eligible for intention-to-treat
analyses. Only 73 patients, of which 29 werein the intervention group, followed the study protocol and were eligible for per-protocol
analysis. No differences in overall health literacy were observed in either the intention-to-treat or in the per-protocol cohorts.
Reasons for a null effect might be that the cohort was not particularly enriched with participants with low health literacy, thus
precluding measurable improvement (ie, ceiling effect). Moreover, the success of implementation was considered poor because
both the correct application of the study procedure (ie, randomization according to the protocol and dropout of 29 patients) and
the actual interaction with the medication module was modest (ie, dropout of 9 patients).

Conclusions:  The conduct of this randomized controlled study was challenging, leaving it open whether inadequate
implementation, too short of a duration, or insufficient efficacy of the intervention, as such, contributed to the null effect of this
study. This clearly outlines the value of piloting complex interventions and the accompanying process evaluations.
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Introduction

In the course of their disease, patients with type 2 diabetes
mellitus (T2DM) depend on the lifelong intake of drugs, which
requires continuous unremitting efforts to self-manage the
medication process. Thereby, medication self-management
refers not only to active drug administration but also to filling
and picking up prescriptions, understanding the medication
regimen, integrating it in a daily schedule, monitoring drug
effects, and, finally, sustaining it over the long term [1].

Besides the complexity of the disease and the medication
regimen, medication self-management capacity is aso
influenced by patient characteristics, such as patients' health
literacy [1,2]. According to Sgrensen and coworkers, health
literacy “... entails people’s knowledge, motivation, and
competenciesto access, understand, appraise, and apply health
information in order to make judgments and take decisions in
everyday life concerning healthcare, disease prevention, and
health promotion to maintain or improve quality of life during
the life course” [3]. All four dimensions of health literacy are
relevant within medication self-management: (1) access and
obtain information relevant to health, (2) understand information
relevant to health, (3) process and apprai se information relevant
to health, and (4) apply and use information relevant to health.
Health literacy, therefore, playsan important rolein medication
self-management because limited health literacy can beabarrier
to medication reconciliation [3] and can be associated with
medication beliefs [4,5] and medication nonadherence [4,6].

Improving health literacy has been targeted by a number of
single and mixed interventions aimed a improving
comprehension [7] or provision of programs supporting patients
to actively fulfill their roles in medication self-management as
do patient portals, for instance [8]. Patient portals are often
interlinked with electronic health records (EHRs), which, until
today, have the predominant aim to store all disease-related
documentation, facilitating interchange and transfer of
information between health care professionals. Current evidence
on patients’ attitudestoward patient portal s suggest that patients
might not use these portals on aregular basis[9], for instance,
because they are not familiar with the functionalities they offer
[10]. Even if the functionalities are known, the handling might
still be complicated for the target population or they might be
reluctant to use them, as has been shown for additional
functionalities, such as secure messaging. Hence, these
functionalities should always be assessed for potential barriers
in usage [11]. However, if patients are individually informed
and trained according to their needs on how to use the portal,
and a particular effort is put on system usability from the
beginning, patient portals might be useful tools to strengthen
the patient’srole [10,12,13].

http://formative.jmir.org/2020/4/e13746/

In 2012, a patient-controlled PEPA (personal EHR) was
launched in the region of Rhine-Neckar in the southwest of
Germany, within the INFOPAT (INFOrmation Technology for
PATient-oriented Healthcare in the Rhine-Neckar metropolitan
region) project [14]. The PEPA is “owned” by the patient so
that he or she gains control over all disease-associated and
medi cation-related data shared in the PEPA [15,16]. The PEPA
offers the function of documentation but also actively involves
patients in his or her process of care. In contrast to previous
EHRs, patients can customize their PEPA themselves and give
health care professionals access to its content [17]. To further
support patients, the PEPA was equipped with an interactive
medication module where patients can access information on
different drugs, check drug-drug interactions, get evidence-based
information on diabetes and its drug treatment, and compose
and update their personal medication schedule in order to
support medication self-management.

Intotal, the PEPA with the medication modul e forms acomplex
intervention that might support patientsin fulfilling their active
roles in the medication process and during drug handling. To
assess the medication module’s effects, a complex and
well-piloted study design will be required. Thereby, it will be
particularly challenging to analyze causal relationships for
success or reasons for failure of such an intervention, which
may both result from inadeguate implementation as well as
inadequate effects.

The aim of this study was to pilot the feasibility of the study
procedure (ie, patient recruitment, randomization, data
assessment, and documentation in the primary care practices)
and of theintervention (ie, conduction of training episodes and
accessibility of the medication module), while at the sametime
assessing the influence of the medication module on health

literacy.
Methods

Overview

We performed an unblinded, exploratory, prospective,
randomized controlled study with two data collection points
among community-dwelling patients attending primary care
practices. The study protocol was approved by the Ethics
Committees of the Medical Faculty of Heidelberg University
(S-540/2015) and of the State Medical Board of the state of
Baden-Wirttemberg, Germany.

Recruitment

Primary care practices were recruited via a practice network of
the Department of General Practice and Health Services
Research at Heidelberg University Hospital, Germany. In each
practice, the responsible general practitioner (GP) agreed to
participate and entrusted a medica assistant with the
coordination of the study in his or her practice and the conduct
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of a structured medication review with all included patients.
Because the medical assistants were asked to evaluate each
structured medication review, they were also included as study
participants and signed informed consent forms.

Patientswere eligibleif they were 18 years of age or older, were
diagnosed with T2DM and treated with oral antidiabetic drugs
and/or insulin, were considered mentally and physically capable
of participating in the study, were generally familiar with
computer use, had access to a computer or mobile device with
internet access and an email account, and consented in written
form to participate in the study. Patients not fulfilling the
inclusion criteria could not participate in the study; apart from
that, there were no formal exclusion criteria.

Each participating primary care practice received €100 for
study-related expenditures, all participating medical assistants
received compensation of €200 plus€40 per patient, and patients
received compensation of €50 for their efforts.

Intervention

Theintervention comprised the personal use of the medication
module that was embedded in the PEPA.. The medication module
was developed based on previous qualitative focus group
discussions with T2DM patients, GPs, and pharmacists, who
defined user requirements [18]. The user requirements were
transferredto aninitial prototype of the medication module that
was then pretested with 6 patients and subsequently optimized
considering the patients' feedback. Finally, the module consisted
of a documentation submodule for the patients’ medication
regimen and agenera information portal on drug administration.
The documentation submodule facilitated searching al drugs

Seidling et d

available on the German drug market, putting together a
medication regimen, and entering additional information, such
as drug dosage, indication, and administration advice.
Subsequently, the patients could store the medication regimen
to access and modify in the future. Moreover, they could print
out a medication schedule containing all previously entered
information. For each drug, the patient had accessto basic drug
information, such as the package information leaflet and more
detailed information on drug administration (eg, on whether a
tablet could be split or crushed). Moreover, the entire medication
regimen was checked for drug-drug interactions involving
over-the-counter drugsaswell as contraindicated combinations.

Before using the medication module for the first time, each
patient completed a45-minute, face-to-face, hands-on structured
training session by a member of the study team and printed
education material on how to use the module. Moreover, patients
could approach a first-level support person in case they had
problems using the medication module of the PEPA. However,
participants were not contacted proactively to ensure that they
used the tool.

Participants of the control group received a brochure about the
importance and content of a medication schedule.

Study Procedure and Outcome M easures

The study (see Figure 1) was conducted between May and
October 2016. Each practice invited patients who met the
inclusion criteriato participate in the study. Patientswho agreed
to participate were randomized by the medical assistant to the
intervention group and the control group at al:1 ratio, following
aprevioudy created randomization list.

Figure 1. Study procedure of the prospective randomized controlled study. Data assessments at TO, T1.1, and T1.2 were done via questionnaires filled

in by the patient during his or her visitsto the primary care practice.
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The study consisted of two patient visits in the primary care
practice before (ie, baselinevisit, TO) and after theintervention
(ie, follow-up visit, T1). During these visits, there were three
data-assessment points. one at TO and two at T1, with T1.1
before the structured medication review and T1.2 after the
medication review. During these time points, both the baseline

http://formative.jmir.org/2020/4/e13746/

information, such as sociodemographic information, and the
patient- and process-oriented outcomes were documented using
paper-based questionnaires, typically in the GP practice. All
patient-oriented outcomes were measured using German
versions of validated survey instruments.
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During the baseline assessment, the patient filled in a
guestionnaire documenting health literacy using the Health
Literacy Questionnaire (HLQ), which was developed by
Osborne and colleagues [19,20]. Out of the eight subscales of
the questionnaire, we selected the four subscales that were of
particular interest for health literacy with regard to drug
treatment: scales 5 (appraisal of health information), 6 (ability
to actively engage with health care providers), 8 (ability to find
good health information), and 9 (understanding health
information well enough to know what to do). Moreover, patients
filled in questionnaires regarding quality of life (ie, the World
Health Organization Quality of Life instrument, brief version
[WHOQOL -BREF]-global items[21]), self-reported adherence
(ie, the Medication Adherence Report Scale, German version
[MARS-D] [22]), satisfaction with drug information (ie, the
Satisfaction with Information about Medicines Scale, German
version [SIMS-D] [23,24]), and utilization of medical services
(ie, the Mannheimer Modul Ressourcenverbrauch [MMRV]
[25]). Patients also provided specified information regarding
their sociodemographic and disease status (ie, blood pressure,
hypoglycemia, hemoglobin Alc value, fasting blood glucose
levels, and drug treatment) as well as current internet and
computer use.

Directly after the baseline assessment, the patientsin the control
group received an information brochure on the potential benefit
of medication schedules. In the intervention group, patients
were scheduled for atraining date to be educated about the use
of the electronic medication module. The training session was
performed by four study team membersto ensure high reliability
and consistent quality for all training sessions.

A total of 4-8 weeks after randomization, the medical assistant
invited the patients to the primary care practice for afollow-up
visit (T1). During this visit, patients received the same
guestionnaire that was administered during the baseline
assessment, except that it contained only scales 5 and 8 from
the HLQ and no sociodemographic data or questions about
computer literacy. In the intervention group, the questionnaire
additionally contained questions regarding the usability of the
medication module (ie, the System Usability Scale[SUS] [26]),
while in the control group, patients were asked about the
comprehensibility of the information brochure. Subsequently,
the medical assistant performed a structured medication review
with each patient to document which drugs the patient was
actually taking. During the medication review, potential
problems with the actual medication were assessed and
documented to be discussed later on with the GP [27]. If the
patient possessed a printed medication schedule, the medical
assistant would photocopy it but was instructed not to use this
schedule during the medication review. The duration of the
structured medication review was documented. After the
structured medi cation review, both patient and medical assistant
filled in aquestionnaire eval uating the conduct of the medication
review. The patient questionnaire additionally contained scales
6 and 9 from the HL Q. Throughout the intervention period, the
use of the medication module (ie, number of log-ins and
performed actions) was logged.

http://formative.jmir.org/2020/4/e13746/
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Primary and Secondary Endpoints

As primary endpoint, the change in health literacy between TO
and T1 was assessed. As secondary endpoints, the following
were evaluated: differences in quality of life, adherence, and
satisfaction with drug information; differences in hemoglobin
Alc, fasting blood glucoselevels, and hypoglycemia; the course,
time consumption, satisfaction, and eval uation of the structured
medication review; the prevalence and quality of the patients
medication schedules; and the use of, and satisfaction with, the
medication module and the information brochure. This paper
will focus on the general feasibility of the study design and will
report the primary endpoint. Secondary endpoints will be
aggregated and reported elsewhere.

Statistical Analysis

We planned to enroll 120 patients (=60 per group). Thissample
size was primarily based on matters of feasibility and allowed
usto detect astandardized treatment effect of Cohen d=0.6 with
a power of 1-beta=.9 when applying a two-sided t test with a
two-sided significance level of alpha=.05.

We conducted two different types of analyses on two
populations to assess primary and secondary outcomes. The
i ntention-to-treat popul ation comprised all randomized patients,
while the per-protocol population comprised all randomized
patients without protocol deviations. The primary endpoint was
the difference between T1 and TO in the sum score of scales 5,
6, 8, and 9 of the HLQ [19,20]. Each of the four scales is
composed of fiveitemswith either four (scale 5) or five (scales
6, 8, and 9) Likert-scale values. Scale scores were determined
by calculating the mean of all answered items, if at least three
items per scale were answered. In case all four scale scores
could be determined, the HLQ sum score was defined as the
mean of all four sum scores and was otherwise set to missing.

Dueto the hierarchical datastructure, amultilevel analysiswas
conducted, with patients at level 1 and practice at level 2. The
primary model was a linear mixed model with the HLQ score
difference (T1-TQ) as the dependent variable; treatment group
and baseline HLQ score as fixed factor and covariate,
respectively; and practice asarandom factor, using the restricted
maximum-likelihood method to fit the model. The primary
analysiswas conducted using the multilevel approach, assuming
that missing values in the primary outcome can either be
explained by the baseline HLQ score or the treatment group.
Thus, no additional imputation of missing valueswas conducted.

Secondary endpoints such as scale scores were analyzed using
the same multilevel approach. Effect estimates were cal culated
alongside 95% Cls and P values. Due to the exploratory
character of the study, all P values were only of a descriptive
nature, thus, no adjustment for multiple testing was performed.
P valueslessthan .05 were regarded as statistically significant.
All analyses were conducted using SAS 9.4 (SAS Institute).

Results

Participants

Overall, 13 GPs agreed to participate and recruit patients, with
one GP entrusting three medical assistants to coordinate the
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study and conduct the structured medication reviews. Hence,
15 medical assistantsin 13 primary care practiceswereinvolved
in randomization and data assessment.

Overall, 116 patients agreed to participate in the study and were
allocated to either the intervention or control group (see Figure
2). Of those, 113 (97.4%) participated in the baseline assessment
and 107 (92.2%) also participated in the foll ow-up assessment.

Seidling et d

These participants were included in the intention-to-treat
analysis. Intotal, 75.0% of included participants (87/116) were
randomized according to the protocol. Of those, 73 participants
(84%) followed the intervention as intended, completed the
follow-up assessment, and were consequently eligible for
per-protocol analysis. Table 1 presents the sociodemographic
information as well as information about diagnosis and
medication of all included participants.

Figure 2. Patient flow during the study procedure. All patients from the intervention group are displayed on the right side of the flowchart and all
patients from the control group are displayed on the left side. As not al patients were correctly enrolled in the study, there are three branches displayed
on each side. Dropouts according to loss of follow-up are displayed vertically.
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Table 1. Characteristics of participants.

Characteristic Intention-to-treat analysis Per-protocol analysis
Intervention Control group Total (n=113) Intervention Control group Tota (n=73)
group (n=55) (n=58) group (n=29) (n=44)
Age (years), mean (SD) 57.5(11.2) 60.1(10.2)  589(10.8)  55.3(10.5) 60.3(10.8)  58.3(10.9)
Gender, n (%)
Male 30 (56) 37 (64) 67 (59.8) 21 (75) 27 (61) 48 (67)
Missing values 1(2 0(0) 1(0.9) 1(4) 0(0) 1(1)
Current employment, n (%)
Employed 27 (50) 33(57) 60 (53.6) 17 (61) 26 (59) 43 (60)
Missing values 1(2) 0(0) 1(0.9) 1(4) 0(0) 1(1)
Living alone, n (%) 12 (22) 13(22) 25(22.1) 8(28) 10 (23) 18 (25)
Comorbidities (yes), n (%) 50 (91) 48 (83) 98 (86.7) 27 (93) 37(84) 64 (88)
Diabetes diagnosis
Timesincediagnosis(years), mean (SD) 9.6 (8.8) 9.7 (7.4) 9.7 (8.1) 9.8 (7.9) 8.9(7.4) 9.3(7.6)
Missing values, n (%) 6 (11) 11 (19) 17 (15.0) 4(14) 10 (23) 14 (19)
Drugs
Number of drugs per day, mean (SD) 53(3.3) 46 (2.7) 4.9(3.0) 50(3.1) 45(3.0) 4.7 (3.0)
Missing values, n (%) 3(5 3(5 6 (5.3) 13 3(7) 4(5)
Diabetes medication, n (%)
Tablets 34 (64) 40 (71) 74 (67.9) 17 (61) 29 (69) 46 (66)
Tablets and injection 11 (21) 12 (22) 23(21.1) 6 (21) 9(21) 15(21)
Injection 8(15) 3(5) 11 (10.2) 5(18) 3(7) 8(11)
Other 0(0) 1(2) 1(0.9) 0(0) 12 1(1)
Missing values 24 24 4(3.7) 1(4) 2(5 3(4)

. aspects of health literacy when only assessing the effect in the
H@th Literacy _ o _ intervention group (see Table 2). Results of the per-protocol
Having access to the electronic medication platform did not  analysis tended to be similar to those of the intention-to-treat

have any significant effect on health literacy when comparing  analysis, albeit intervention group effects were slightly higher
the two treatment groups, but it appeared to influence some  (see Table 3).
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Table 2. Differences between Health Literacy Questionnaire (HLQ) sum scores and scores from scales 5, 6, 8, and 9 by group at baseline (T0) and
follow-up visits (T1), including effect estimates by group adjusted for baseline value and two-level structure .

Measures Intention-to-treat analysis, T1-TO scores Per-protocol analysis, T1-TO scores
Intervention Control group  Total Intervention Control group  Total
group group
HL Q sum score (primary endpoint)
Complete observations, n 50 55 105 29 43 72
Mean (SD) 0.18 (0.34) 0.15 (0.39) 0.17 (0.37) 0.24 (0.36) 0.12 (0.34) 0.17 (0.35)
Median 0.16 0.15 0.15 0.20 0.14 0.15
Minimum, maximum -0.35,1.25 -1.35,1.25 -1.35,1.25 -0.31,1.25 -1.35, 0.80 -1.35,1.25
Effect estimate 0.18 0.15 0.22 011
SE 0.05 0.05 0.07 0.06
P vaue .001 .005 .002 .07
95% Cl 0.07t00.28 0.05t00.25 0.09t0 0.36 -0.01t00.23

Scale5: Appraisal of health information (four scalevalues)
Complete observations, n 50 56 106 29 44 73
Mean (SD) 0.11 (0.44) 0.16 (0.55) 0.13(0.50)  0.09 (0.47) 0.08 (0.53) 0.09 (0.50)
Median 0.00 0.20 0.00 0.00 0.00 0.00
Minimum, maximum -1.00, 1.60 -1.20, 1.80 -1.20, 1.80 -1.00, 1.60 -1.20, 1.80 -1.20, 1.80
Effect estimate 0.16 0.11 0.12 0.06
SE 0.06 0.06 0.08 0.06
P value .01 .05 13 .32
95% CI 0.041t00.28 —0.00t0 0.23 —0.04t00.28 -0.06t00.19

Scale 6: Ability to actively engage with health care providers (five scale values)
Complete observations, n 50 57 107 29 44 73
Mean (SD) 0.86 (0.93) 0.93 (0.98) 0.90 (0.95) 0.99 (0.76) 0.88 (0.96) 0.92 (0.88)
Median 0.88 0.80 0.80 1.00 0.70 0.80
Minimum, maximum —2.40, 3.00 -0.80, 3.20 —240,320  -0.60,3.00 -0.80, 3.20 -0.80, 3.20
Effect estimate 0.81 0.95 0.95 0.86
SE 011 0.11 0.13 0.11
P vaue <.001 <.001 <.001 <.001
95% Cl 0.58t0 1.03 0.73t0 1.17 0.69t0 1.21 0.63t0 1.09

Scale 8: Ability to find good health information (five scale values)
Complete observations, n 50 56 106 29 44 73
Mean (SD) -0.41 (0.70) -036(0.89) -0.38(0.81) -0.30(0.51)  -0.34(0.84)  —0.33(0.72)
Median -0.30 -0.20 -0.20 -0.20 -0.20 -0.20
Minimum, maximum —2.40, 1.00 -3.40, 2.20 -3.40, 2.20 -1.20, 1.00 -3.40, 1.20 -3.40, 1.20
Effect estimate -0.40 -041 -0.33 -0.39
SE 0.13 0.13 0.17 0.14
P value .003 .002 .05 .009
95% CI -0.66t0-0.14 —0.66t0-0.15 —0.66 to 0.00 -0.68t0-0.10

Scale 9: Under stand health information well enough to know what to do (five scale values)
Complete observations, n 50 56 106 29 43 72
Mean (SD) 0.18 (0.62) -0.06 (0.70) 0.05 (0.67) 0.18 (0.63) -0.08 (0.68) 0.02 (0.67)
Median 0.20 -0.20 0.00 0.20 0.00 0.00
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Measures Intention-to-treat analysis, T1-TO scores Per-protocol analysis, T1-TO scores
Intervention Control group ~ Total Intervention Control group  Tota
group group

Minimum, maximum -1.20, 2.00 -2.80, 1.60 —-2.80, 2.00 -0.80, 2.00 -2.80, 1.40 —-2.80, 2.00
Effect estimate 0.12 -0.02 0.13 -0.09

SE 0.09 0.08 0.12 0.10

P vaue 15 .83 .29 .39

95% Cl -0.05t0 0.30 -0.18100.14 -0.11t00.37 -0.30t00.12

Table 3. Intervention effects for the intervention group compared to the control group adjusted for baseline value and two-level structure: difference

between baseline visit (T0) and follow-up visit (T1).

Scales Effect®  SE Pvaue 95%Cl Cohen d”
Intention-to-treat analysis
Sum score 0.031 0.06 .62 -0.09t0 0.16 0.08
Scale 5: Appraisal of health information 0.043 0.08 .60 -0.12t00.20 0.09
Scale 6: Ability to actively engage with health care providers -0.141 0.11 21 -0.36t0 0.08 -0.15
Scale 8: Ability to find good health information 0.004 0.14 .98 -0.27t00.28 0.01
Scale 9: Understand health information well enough to know what to do 0.142 0.10 17 -0.06 t0 0.35 0.21
Per-protocol analysis
Sum score 0.116 0.08 12 -0.03t0 0.27 0.33
Scale 5: Appraisal of health information 0.058 0.10 .57 -0.14t00.26 0.12
Scale 6: Ability to actively engage with health care providers 0.093 0.12 A4 -0.15t00.33 0.11
Scale 8: Ability to find good health information 0.056 0.16 .73 -0.26t00.38 0.07
Scale 9: Understand health information well enough to know what to do 0.219 0.13 .09 -0.04t00.48 0.33

#Treatment effect estimate: difference between theintervention group and control group. Positive effect estimatesindicate an advantage of theintervention

group over the control group.
bstandardized effect estimate adjusted for standard deviation.

Most included participants declared to have appraised the health
information (HLQ scale 5) and to have been able to actively
engage with health care providers (HLQ scale 6) similarly well
both before and after taking part in the study (see Figure 3).
Nevertheless, both the appraisal of health information and the
ability to engage with health care providerswere ranked dightly
higher after participating, whereas the effect on the ability to
engage with health care providers was greater and statistically
significant (P<.001; see Table 2). However, this effect occurred
in both groups (see Table 3).

http://formative.jmir.org/2020/4/e13746/

Intervention and control groups differed with regard to HLQ
scale 9, and participants of the intervention group were better
ableto understand health information well enough to know what
to do than were the participants of the control group. The
understanding dightly rosein theintervention group and dightly
decreased in the control group at the follow-up assessment (see
Figure 3), but the difference between treatment groups was not
statistically significant (see Table 3). The ability to find good
health information (HLQ scale 8) was estimated as slightly
worse after participating than before (see Figure 3). Even here,
no statistically significant difference between intervention and
control groups could be observed (see Table 3).
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Figure 3. Resultsfor hedth literacy. Graph A displays the results of the intention-to-treat analysis and Graph B displays the results of the per-protocol
analysis. Patients from the intervention group are displayed in light gray and patients from the control group are displayed in dark gray. Health Literacy
Questionnaire (HLQ) subscales are indicated by their numbers (5, 6, 8, and 9). TO: baseline visit; T1: follow-up visit.
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Discussion

Principal Findings

Inthiscontrolled pilot study among T2DM patients, we assessed
the impact of providing access to a PEPA with an interactive
medication modul e on health literacy and found no change. This
result should be critically discussed on several levels, as done
in the following sections. This approach also highlights the
limitations of the study.

Selection of Assessment Method of Health Literacy

We assessed health literacy with a validated tool evaluating
four of itskey dimensions (see Tables 2 and 3). The instrument
has been successfully used in previous studies and showed good
efficacy in distinguishing different health literacy levels[19,20].
Moreover, it has been applied in intervention studiesin awide
range of countries [28] and showed reliable results, while, at
the same time, being shorter than other tools [28], suggesting
that the questionnaire might be easier to use as an outcome
measure tool. Indeed, the included patients dealt well with the
provided questionnaires, as shown in the small number of
missing values. The fact that we decided to use only four
dimensions of the tool was owed to the fact that these
dimensions explicitly focused on medication-rel ated issues (ie,
the main focus of our study). Obvioudly, we might have received

http://formative.jmir.org/2020/4/e13746/
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different resultsif we had applied all eight dimensions or used
other tools assessing health literacy, such asthe Health Literacy
Survey, German version (HLS-Ger) [29], which consists of 47
items and has shown a correlation between low health literacy
and adherence among the German population. However, the
following issues kept us from using this tool in our study: the
length of the questionnaire, the fact that it assesses a broad
concept of health literacy, and the fact that it was primarily
devel oped to obtain and compare epidemiol ogical dataon health
literacy in various populations, rather than to be used in
intervention studies [30].

Hence, we believe that both the tool as well as the assessment
method used in this study were appropriate and should have
detected potential differences in hedlth literacy, if they had
occurred.

Duration of the I ntervention

Previousintervention studiesthat successfully addressed health
literacy often had longer durations, typically lasting 9 months
to 2 years [31-33]. Therefore, our study might have been too
short to produce its full effects. Thisis aso highlighted by the
fact that not all patients in the intervention group actually
accessed the PEPA.
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Health Literacy Level of Included Patients and
Expected Effects

At the beginning of the study, our study participants already
showed comparable or higher hedlth literacy levels compared
to previous cohorts that were included in intervention studies
to improve hedlth literacy, suggesting that ceiling effects might
have occurred, making the detection of small changes more
difficult.

A population-based Danish study assessing health literacy in
subscales 6 and 9 of the HLQ among people with long-term
chronic conditions revealed lower subscale means than in our
study [34]. Theresults on the HLQ subscalesin a study among
an Australian population of older patients with multiple
conditions showed higher mean values on appraisal of health
information (mean 2.78) than in our study. The ability to actively
engage with health care professionals was lower in our study
compared to the Australian population (mean 3.97); however,
thisvalueincreased and was higher after the intervention (mean
4.17), demonstrating the benefit of the contact with the medical
assistants. The ability to find good health information showed
lower mean values compared to the Australian population (mean
3.65), whereas in the subscale understand health information
enough to know what to do, our values stayed within the 95%
Cl reported in the Australian population (95% CI 3.81-3.91)
[35]. The comparability with this sampleisrestricted, as patients
in our sample were younger; however, the results may indicate
that the medi cation module was a support to patients regarding
information finding and action.

Moreover, during the sample size cal culation, we assumed that
with the given sample size, only arelatively high standardized
treatment effect of Cohen d=0.6 could be detected with a
sufficiently high power. Since we only observed
small-to-moderate effects, the highest being a Cohen d of 0.33
for the primary endpoint and scale 9 in the per-protocol
population, our study sample size was too small to yield
statistically significant treatment group differences but high
enough to now thoroughly plan aprospectiveintervention study.
Another potential reason for an insignificant study outcome
might be that we did not enrich our study population with
patients with low health literacy.

Success of the Implementation

Strikingly high dropout rates among the intervention and control
groups, which left only 73 instead of an initial 116 enrolled
patients for per-protocol analysis, clearly suggest that
insufficient power could be areason for nonefficacy. However,
the high dropout rates appeared in severa stages of the study
procedure; this is worth a detailed discussion to identify
weaknesses and strengths of the study design and to derive
lessons learned for future studiesthat can guide future complex
interventionsin thisfield.

Seidling et d

After inclusion in the study, group allocation already appeared
difficult for medical assistants, and of 116 patients, only 87
were randomized according to the protocol. Thereby,
randomization according to the protocol either failed because
patients were deliberately allocated to one group (n=10) or
because the correct randomization scheme was not understood
(n=19). Hence, incorrect randomization already diminished
study power by about 10 percent-points as compared to the
power that was originaly aspired to of 90%, assuming a
treatment effect of Cohen d=0.6.

Subsequently, dropouts occurred at the level of the baseline
assessment, with one patient in the control group and two
patientsin theintervention group withdrawing consent or failing
to keep their appointment for the baseline assessment. While
these dropouts are typical for any type of intervention study,
the dropout rate during the intervention phase, in particular,
was unexpectedly large. This was either because the patients
failed to attend the educational sessionswherethey weretrained
in the use of the medication platform or, even more often,
because they never used the medication platform during the
intervention phase. Indeed, after training, eight patients of the
intervention group never even logged in to the PEPA and four
more logged in at least once but never used the medication
platform. Hence, amost one in three patients did not take part
in the intervention, even though they agreed to take part in the
study, filled in the baseline assessment, and participated in a
training course. This high dropout rate during that stage was
unexpected and certainly not considered during the sample size
calculation.

Reasons for nonacceptance of the intervention were only
qualitatively and sporadically assessed but included the fact
that theintervention time was considered too short (eg, patients
were on holidays during the entire intervention time) or that
patients were not as comfortablein using computers asthey had
stated during the baseline screening.

Overdll, the high dropout rates suggest that the study might
have been underpowered. However, more importantly, it also
highlights crucial pitfalls of health services interventions
indicating that an intervention, as such, might be effective but
must be carefully implemented and accepted by the people using
it in order to result in effectiveness.

Conclusions

The feasibility of this randomized controlled study was
challenging, giving no indication whether the inadequate
implementation or insufficient efficacy of the intervention, as
such, contributed to the null effect of this study. This has
important implications for the proper monitoring of the study
quality and the many different steps of acomplex intervention;
this also stresses the need for meticulously planned and
conducted pilot studies testing unrecognized sources of
variability before pivotal intervention studies areimplemented.
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related to primary outcomes or effectiveness, as retrospective registration does not prevent authors from changing their outcome
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Abstract

Background: Thereis growing interest in using wearable devices to remotely monitor patient behaviors. However, there has
been little evaluation of how often these technologies are used to monitor sleep patterns over longer term periods, particularly
among more high-risk patients.

Objective: Thegoal of the research wasto eval uate the proportion of timethat patients with ischemic heart disease used wearable
devices to monitor their sleep and identify differencesin characteristics of patients with higher versus lower use.

Methods: We evaluated wearable device data from a previously conducted clinical tria testing the use of wearable devices
with personalized goal-setting and financial incentives. Patientswith ischemic heart disease established a deep baseline and were
then followed for 24 weeks. The proportion of days that sleep data was collected was compared over the 24 weeks and by study
arm. Characteristics of patients were compared to groups with high, low, or no sleep data.

Results: The sample comprised 99 patients with ischemic heart disease, among which 79% (78/99) used the wearable device
to track their sleep. During the 6-month trial, sleep data were collected on 60% (10,024/16,632) of patient-days. These rates
declined over time from 77% (4292/5544) in months 1 and 2 to 58% (3188/5544) in months 3 and 4 to 46% (2544/5544) in
months 5 and 6. Sleep data were collected at higher rates among the intervention group compared with control (67% vs 55%,
P<.001). Inthe main intervention period (months 3 and 4), patients with higher rates of deep datawere on average older (P=.03),
had a history of smoking (P=.007), and had higher rates of commercial health insurance (P=.03).

Conclusions: Among patients with ischemic heart disease in aphysical activity trial, a high proportion used wearable devices
totrack their sleep; however, rates declined over time. Future research should consider larger eval uations coupled with behavioral
interventions.

Trial Registration: Clinical Trials.gov NCT02531022; https://clinicaltrials.gov/ct2/show/NCT02531022

(JMIR Form Res 2020;4(4):€14508) doi:10.2196/14508

KEYWORDS
deep; wearable devices; ischemic heart disease

: mortality, cardiovascular disease, hypertension, and obesity
Introduction [1,2]. Most of these eval uations have relied on patient self-report

Shorter sleep duration and poor Sleep quality have been of sleep patterns, which requires effort from the patient and can
demonstrated to be associated with higher rates of all-cause P Subject to reporter bias. There has been growing interest in
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using wearable devices to passively collect data on patient
behaviors [3,4]. However, there has been little evaluation of
how often these technol ogies are used to remotely monitor sleep
patterns, particularly among more high-risk patients and over
longer term periods.

There are more than 50 different wearabl e devicesthat promote
the ability to track sleep patterns[5]. In arecent review article,
43 articlesidentified studied how these wearables were used to
track sleep patterns [6]. More than half were focused on
validating sleep accuracy; few were focused on monitoring sleep
during behavioral interventions. Several studies have evaluated
the use of these devices over 24-hour periods[7,8]. Others have
evaluated tracking seep during behaviora interventionsfocused
on physical activity [6,9], but these have typically been for
periods of 3 months or less.

In this study, we used data from a behaviora intervention
focused on increasing physical activity among ischemic heart
disease patients over 24 weeks. The objective was to evaluate
the proportion of time that patients with ischemic heart disease
used wearable devices to monitor their sleep and identify
differencesin characteristics of patientswith higher versuslower
use.

Methods

The sample comprised patients with ischemic heart disease who
used wearable devices to establish baseline sleep levels during
the ACTIVE REWARD (A Clinical Tria Investigating Effects
of a Randomized Evaluation of Wearable Activity Trackers
with Financial Rewards) trial, apreviously conducted 24-week
randomized clinical trial focused on increasing physical activity
[10]. All patients established baseline daily step counts and
were then randomly assigned to passive monitoring or an
intervention that used personalized goal-setting and financial
incentives to increase physical activity levels. In this study, we
included patientswho established baselinelevels of sleep during
the run-in period (99/105 patients). Financial incentives for
meeting step goals were offered to the intervention group for
16 weeksfollowed by 8 weekswithout incentives. Patientswere
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asked to use the wearable devices (Shine, Misfit) during the
day and night. The wearable did not require charging (with a
battery lifelonger than 6 months), was waterproof, and displayed
progress toward the step goal (rather than the actual number of
steps) onitsdisplay. Patients could use the mobile app to obtain
the actual number of steps. The Shine has been found to be
reliable for monitoring sleep duration when compared with
polysomnography [11].

To evaluate use of wearable devices for tracking sleep data, we
analyzed the proportion of patient-days datathat were collected
overall and during 8 week increments throughout the threetrial
phases. Intervention patients had 3 phases: ramp-up phase with
incentives (valued at $2 per day) and gradually increasing step
goals, maintenance phase with incentives and static step goals,
and a follow-up phase with static step goals but no incentives.
We compared patient characteristicsfor groups of patientswith
different levels of overall data collection above and below half
of the study period duration (more than 50% of dayswith data,
less than 50% of days with data, no data).

This study was approved by the University of Pennsylvania
ingtitutional review board, and patients provided informed
consent. The study was registered with ClinicalTrials.gov
[NCT02531022]. Analyses were conducted in SASversion 9.4
(SAS Ingtitute Inc).

Results

The sample comprised 99 patients with ischemic heart disease,
with 79% (78/99) using the wearable deviceto track their sleep.
During the 6-month trial, sleep data were collected on 60% of
patient-days (Table 1). Theserates declined over timefrom 77%
(10,024/16,632) in months 1 and 2 to 58% (3188/5544) in
months 3 and 4 to 46% (2544/5544) in months 5 and 6. Sleep
datawere collected at higher rates among the intervention group
compared with control (67% vs 55%; P<.001). In the main
intervention period (months 3 and 4), patients with higher rates
of sleep data were on average older, were less likely to be
actively smoking, and had higher rates of private health
insurance (Table 2).

Table 1. Proportion of patient-days that sleep data was collected by period and arm.

Trial phase Control (n=2912), n (%) Intervention (n=2632), n (%)
Ramp-up period: weeks 1-8 2170 (75.52) 2122 (80.62)
Maintenance period: weeks 9-16 1444 (49.59) 1744 (66.26)
Follow-up period: weeks 17-24 1153 (39.59) 1391 (52.85)
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Table 2. Patient characteristics by use of wearable devices to track sleep. Sleep data are based on the main intervention period (weeks 9 to 16) of the

trial.
Characteristics 2>50% sleep data collected <50% sleep data collected No sleep data collected P value
(n=60) (n=18) (n=21)
Sociodemographics
Agein years, mean (SD) 62 (9.2) 55.1 (12.4) 55.8 (11.5) .03
Male, n (%) 40 (67) 13(72) 15 (71) 86
Race/ethnicity, n (%) .32
White non-Hispanic 49 (82) 11 (62) 14 (67)
Black non-Hispanic 8(13) 5(28) 6 (29)
Other 3(5) 2(11) 1(5)
Education, n (%) a7
Some high school 3(5) 2(1) 1(5)
High school graduate 12 (20) 5(28) 4(19)
Some college or specialized training 13(22) 3(17) 8(38)
College graduate 31(52) 8 (44) 8(38)
Missing 1(2 0(0) 0(0)
Marital status, n (%) 37
Single 12 (20) 5(28) 6 (29)
Married 40 (67) 8(44) 13 (62)
Other 8(13) 5(28) 2(10)
Insurance, n (%) .03
Private 35 (58) 5(28) 9 (43)
Medicare 23(38) 9 (50) 11 (52)
Medicaid 12 4(22) 1(5)
Military 1(2) 0(0) 0(0)
Annual household income, n (%) 74
Less than $50,000 20(33) 9 (50) 7(33)
$50,000 to $100,000 12 (20) 4(22) 6 (29)
Greater than $100,000 18 (30) 4(22) 6 (29)
Missing 10 (17) 1(6) 2(10)
Baseline measures
Baseline step count, mean (SD) 72145 (3618.2) 6617.7 (2584.1) 5481.2 (1808.4) 13
Body mass index, mean (SD) 30.1(5.9) 29.6 (5.7) 32(6.2) .35
Diabetes, n (%) 16 (27) 4(22) 11 (52) .06
Hypertension, n (%) 49 (82) 16 (89) 17 (81) 75
Hyperlipidemia, n (%) 51 (85) 14 (78) 16 (76) .59
Smoking history, n (%) .007
Nonsmoker 30 (50) 10 (56) 5(24)
History of smoking 29 (48) 5(28) 11 (52)
Actively smoking 1(2 3(17) 5(24)
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Discussion

Principal Findings

Thereisgrowing evidence that our sleep patternsinfluence our
longer term health, with poor sleep associated with higher risk
for cardiovascular disease[1,2]. Therefore, new waysto collect
data on an individual’s sleep could be important to help inform
the design of future interventions. To our knowledge, this is
one of the first studies to evaluate sleep data collected by
wearable devicesin alonger 24-week clinical trial.

Our findings reveal several important insights. First, a high
proportion of patients used wearable devicesto track their sleep;
however, rates declined over time. Yet similar to a previous
study [9], it isimportant to recognize that patientswere enrolled
in a trial focusing on physical activity, not sleep. Therefore,
while rates of deep data were high, they could be increased
with agreater intervention emphasis on sleep. Second, wefound
that sleep data were collected at higher rates among patientsin
the intervention arm relative to control. This may be because
engagement was more related to behavioral reasons (ie,
motivation vs loss of interest over time) rather than technical
issues (eg, device failure). Taken together, this indicates that
use of wearable devices may increase by combined provision
of the technology with a behavior change strategy. A recent
review suggested that more research is needed on using
wearablesto monitor deep in behaviora interventions[6]. Third,
use varied across severa patient characteristics. Notably, use
was significantly higher among older patients, those with a
history of smoking, and those with commercial health insurance.
Thisindicatesthat sleep datamay be obtainable from high-risk,
older patient groups. Similar results were seen in a shorter,
24-hour study [7], and our findings demonstrate similar insights
over a 24-week period. These may need to be investigated in
future trials with larger and more diverse populations.

Fortunato et al

Strengthsand Limitations

Thisstudy had several strengths. First, most recent studies have
focused on comparing the accuracy of wearable devices in
tracking deep patterns rather than their successful
implementation in new behavioral intervention strategies [6].
Second, most clinical studies assessing deep quantity and quality
to date have relied on either self-reported measures of sleep
duration or on polysomnography measurements. Poly-
somnography remainsthe gold standard for sleep measurement,
but itsuse is currently only feasible in alaboratory setting, and
studies typicaly use only 1 or 2 nights of measurement.
Self-reported sleep measurements limit the generalizability of
any results because of errors due to reporter bias.

Thisstudy haslimitations. First, it was conducted withinasingle
health system in a clinical trial, and we limited the sample to
those patients who obtained deep baselines (approximately 94%
of patients). Second, thetrial focused more on physical activity
than on sleep. Third, we were not adequately powered to
perform evaluations of differencesin sleep patterns. Fourth, we
did not have qualitative data on patient perspectives of barriers
and facilitators to using these devices to monitor sleep. Fifth,
while the wearable device used has been found to be accurate
for monitoring sleep duration [11], we did not validateit in this
study. Sixth, further work is needed to understand what
proportion of days devices need to be used to provide robust
assessments of sleep patterns.

Conclusion

In conclusion, ahigh proportion of patientswith ischemic heart
disease used wearable devices to track sleep patterns over a
24-week period. Use declined over time but varied based on
patient characteristics and was greater in the intervention group
than in control. Future research should consider larger
evaluations combining wearable devices with behavioral
interventions to test ways to risk stratify patients and improve
deep patterns.
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Abstract

Background:  Pregnancy complications in combination with postpartum weight retention lead to significant risks of
cardiometabolic disease and obesity. The majority of traditional face-to-face interventions have not been effective in postpartum
women. Mobile technology enables the active engagement of postpartum women to promote lifestyle changes to prevent chronic
diseases.

Objective: We sought to employ an interactive, user-centered, and participatory method of devel opment, evaluation, and iteration
to design and optimize the mobile health (mHealth) Fit After Baby program.

Methods: For theinitial development, a multidisciplinary team integrated evidence-based approaches for health behavior, diet
and physical activity, and user-centered desigh and engagement. We implemented an iterative feedback and design process via
3 month-long beta pilots in which postpartum women with cardiometabolic risk factors participated in the program and provided
weekly and ongoing feedback. We aso conducted two group interviews using a structured interview guide to gather additional
feedback. Qualitative data were recorded, transcribed, and analyzed using established qualitative methods. Modifications based
on feedback were integrated into successive versions of the app.

Results: We conducted three pilot testing rounds with atotal of 26 women. Feedback from each pilot cohort informed changes
to the functionality and content of the app, and then a subsequent pilot group participated in the program. We optimized the
program in response to feedback through three iterations leading to afinal version.

Conclusions: This study demonstrates the feasibility of using an interactive, user-centered, participatory method of rapid,
iterative design and evaluation to develop and optimize amHealth intervention program for postpartum women.

Trial Registration: Clinical Trials.gov NCT02384226; https://www.clinicaltrial s.gov/ct2/show/NCT02384226

(JMIR Form Res 2020;4(4):€16151) doi:10.2196/16151
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Introduction

Pregnancy asa Stress Test to Expose Predilection to
Chronic Disease

Certain pregnancy complications provide an early warning of
future cardiometabolic risk [1]. Women with pregnancies
complicated by gestational diabetes mellitus (GDM) have an
approximately 50% increased risk for devel oping type 2 diabetes
mellitus within 10 years, are likely to develop atherosclerosis
earlier [2], and have an increased risk for hypertension [3] and
cardiovascular disease (CVD) [4,5]. Preeclampsia, preterm
delivery, delivery of asmall-for-gestational age (SGA) neonate,
hypertensive disorders in pregnancy, and GDM are
independently associated with a 50%-300% increased risk for
CVD [5]. About 30% of US women will have at least one of
these predictive conditions during pregnancy [4].

The Postpartum Period Isa Critical Window of
Opportunity for Primary Prevention

Previous studies demonstrate that pregnancy weight retained
beyond 6 to 12 months postpartumisusually retained long term
and is apowerful independent risk factor for future obesity [6].
Given the significance of postpartum weight retention, the
postpartum year is considered acritical window of opportunity
to make lifestyle changes to decrease future risk of obesity and
chronic disease[7-9]. Lifestyle changes, including weight loss,
smoking cessation, improved diet, and physical activity can
decrease the risk of diabetes and CVD [10-14]. Reducing
postpartum weight retention also decreases the risk of
weight-related complications in future pregnancies [15,16].
Unfortunately, most women do not return to their prepregnancy
weight postpartum, and with each subsequent pregnancy, their
risk of these obesity-related complications amplifies. However,
previous studies demonstrate that postpartum women may be
receptive to making lifestyle changes given their new awareness
of risk factors that were unmasked during pregnancy aswell as
their motivation to create a healthy home for their offspring

[17].

A Lack of Available Treatment Options Tailored to
Postpartum Mothers

Despite the importance and critical timing of the postpartum
period, there are currently no clinically available evidence-based
programs designed for overweight and obese postpartum women
with recent pregnancy complications. Few lifestyleintervention
studies have been conducted in postpartum women at elevated
cardiometabolic risk. Studies attempting intensive face-to-face
methodologies for weight loss and reduction in diabetes
incidence similar to the successful Diabetes Prevention Program
(DPP) demonstrate limited efficacy and poor retention in
postpartum women [18-20]. This is due, at least in part, to
multiple barriers to face-to-face participation described by
postpartum women, including time constraints, infant and
breastfeeding demands, older childcare responsibilities, and
reluctanceto spend time away from family [21,22]. Given these
barriers, there is increasing interest in using technology to
improve the efficacy of lifestyleinterventionsfor this high-risk
population [20,23].

https://formative.jmir.org/2020/4/€16151
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Use of M obile Health

As of 2015, 82% of the US population aged 18 to 49 years
owned an app-enabled mobile phone [24]. Women of
childbearing age are one of the fastest growing user groups for
mobile phones, across race and socioeconomic class. Mobile
technol ogy facilitatestracking of behavior and weight, allowing
for real-time recording, feedback, and accountability. In light
of escalating health care costs and rapid increases in the
incidence of cardiometabolic disease, extending the reach of
health promotion into daily life is an innovative approach for
high-risk women with multiple and intensive family/work
demands. However, despite the potential of thistechnology, the
vast majority of available apps do not adequately include
evidence-based strategies [25-27] or use behavioral theory
[28,29], and almost none have been rigorously tested [30].

Thisstudy describestheiterative devel opment process designed
to optimize the mobile health (mHealth) Fit After Baby program.
We employed an interactive user-centered and participatory
method of rapid development, evaluation, and iteration [31-33].
We designed the Fit After Baby program to decrease obesity
and risk factors for chronic disease by increasing postpartum
weight loss, improving diet, and increasing physical activity.

Methods

Development of the Fit After Baby Program

We developed the mHealth Fit After Baby program using
evidence-based strategies for weight loss, cardiometabolic
disease prevention, and behavior change based on current
evidence and best practices [34]. Guided by the Integrated
Theory of mHedth [35], we incorporated a theoretical
framework that included traditional health communication and
behavioral theories including the elaboration likelihood model
[36], the theory of planned behavior [37], the life-course
approach [38,39], and Bandura’'s model of social cognitive
theory for behavioral change [40], as well as engagement
strategies from design-thinking, user-centered design, and
mobile technology in health promotion [41-45]. Thisinclusion
of multiple and diverse theoretical perspectives in app design
iscritical to the creation of a mobile solution that is engaging,
effective, and scalable. The content and structure were adapted
from the DPP specifically for a postpartum popul ation, and we
incorporated features and techniques that have proven efficacy
for weight loss such as self-monitoring, goal setting, remote
coaching with tailored feedback, and social support [46-49].
We designed the Fit After Baby app to integrate with the
commercial apps Fitbit and MyFitnessPal. Gamification through
points and badges was used to motivate behaviors through
accountability and reinforcement [50]. The use of game-like
componentsin health and nutrition appsiswidespread and some
initial studies demonstrate that women in particular may derive
social benefit from gamification [51-53]. The Fit After Baby
program also included the engagement strategies of push
notifications to remind or trigger the user to interact with the
app, aswell asfavoriting, in which users could curate their own
health library for future use and thereby personalize the app.

A registered dietitian with experience in both the DPP and
motivational interviewing served as the lifestyle coach for the
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Fit After Baby program. She based her conversations on the
weekly content contained in the app but was encouraged to
follow the participants' lead if they wanted to discuss other
topics. The lifestyle coach kept detailed notes on her
conversationsand reviewed any issuesweekly with the principal
investigator.

Iterative Feedback and Design Process

Rapid iterative design isaprocessin which technology istested
and repeatedly refined with small groups of users to optimize
functionality and usability [54,55]. We refined the content and
delivery of the mHealth Fit After Baby program over three
rounds of beta-testing through an iterative design process, and
then we developed afinal version of the program.

Recruitment
Women between 18 and 40 years of age with apostpartum BMI

of 24 to 45 kg/m? who were within 6 months of a recent
singleton or twin delivery complicated by gestationa
hypertension, preeclampsia, preterm delivery (32-37 weeks),
an SGA neonate (weight <10th percentile for gestationa age),
and/or GDM wererecruited for the study from women delivering
at the University of Colorado Hospital on the Anschutz Medical
Campus in Aurora, Colorado. Women were reguired to have
access to an iPhone or iPod (Apple Inc, California) touch =5S,
and women with a history of preexisting diabetes, cancer, or
CVD were excluded. The ingtitutional review board at the
University of Colorado approved the study, and all patients gave
written informed consent.

Pilot Testing

We conducted three 4-week beta-testing pilots with unique
participants. The participants used the Fit After Baby app for 4
weeks, received support from the lifestyle coach, and provided
ongoing feedback. Participants were required to open the app
and provide online feedback in week 1 to receive a Fithit by
mail to use for the remainder of the study. Participants were
asked to log on to a Web-based asynchronous user group
platform each week and answer a set of questions in threaded
discussions. Interactions with the app and threaded discussions
were tracked by researchers. The three 4-week pilots were
conducted during the time period June 2015 through February
2016.

Feedback and I terative Design

After each round, we analyzed feedback using content analysis,
and changes were made to the mobile app and program before
conducting subsequent rounds. Consequently, each subsequent
round had a new iteration of the app and program. We held two
in-person group structured interviews lasting 90 min after all
three roundswere compl eted. Participantsfrom each round were
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included. Group interviews were digitally recorded and
transcribed verbatim.

Analysis

We used an iterative and team-based process guided by
qualitative content analysis [56,57]. A qualitatively trained
analyst and principa investigator both inductively and
deductively developed the code book. Initial codes were based
on the interview guide domains, and the code book was
expanded based on codes that emerged from the data. The
analyst and investigator jointly reviewed and coded the threaded
discussions and group interviews until no new codes were
identified and there was strong code assignment agreement. All
transcripts were independently read, double coded, and then
merged before analysis. Any discrepancies in coding were
addressed through discussion and consensus among the coders.
Throughout the analytic process, the analyst and principal
investigator met regularly to check new findings, discuss
emergent new codes and themes, and assess the preliminary
and final results. ATLASLt version 8.0 was used for data
organization and management. Datafrom all rounds and group
interviewswere used to design afinal version of the mobile app
and program.

Results

Demographic, Tracking, and Online Feedback Data
for Beta Testing

Table 1 demonstratesthe characteristics of the participantswho
participated in betatesting. The median age for betatesting was

33 years, with amedian BMI in the obese range of 31.8 kg/m?.
The mgjority of participants were white, and preterm birth,
pre-eclampsia, and gestational hypertension were the most
common pregnancy complications.

Table 2 showsthe user datafor the mobile app. The beta-testers
opened the app an average of 21 out of 28 days. Participants
tracked amedian of 14 of 21 days of suggested diet tracking on
MyFitnessPal, and tracked physical activity using Fitbit or the
exercise tracker within the app for a median of 16 of 21
suggested days. We recommended that participants check in
with their coach and enter their weight once per week. On
average, participants checked in three times over the course of
the program and weighed in five times. The overall mean weight
losswas 4.3 (SD 2.3) Ibs over the 4-week period. Thefirst beta
pilot round included 4 women, and they were actively engaged
in the program and app. Many changes were made to the app
between rounds 1 and 2 in response to feedback and user data.
In round 2, there was more variable participation, with some
women engaging much less in the app. After we conducted the
next round of iterative changes, the engagement increased again
inround 3.
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Table 1. Demographic data of participantsin three rounds of beta-testing of the mobile health Fit After Baby program.
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Characteristics of beta-testers

Round 1 (n=4)

Round 2 (n=13)

Round 3 (n=9)

All groups (n=26)

Age (years), median (IQR) 34(33.3-37) 33(31-34.5) 30 (28-33.5) 33(30.75-34)
Race, n (%)
White 4 (100) 12 (92) 8(89) 24(92)
Asian 0(0) 1(8) 1(11) 2(8)
Hispanic or Latino 0(0) 0(0) 1(12) 1(4)
BMI (kg/m?), median (IQR) 35.9 (30.2-41.1) 31.2(29.1-40.1) 32.3(28.6-35.9) 31.8(30.1-40.4)
Pregnancy complication, n (%)
Gestational diabetes 1(25) 4(31) 2(22) 7(27)
Pre-eclampsia 1(25) 6 (46) 2(22) 9(35)
Gestational hypertension 1(25) 2(15) 5 (56) 8(31)
Small-for-gestational age 0(0) 2(15) 2(22) 4(15)
Preterm birth 1(25) 5(38) 2(22) 8(31)

Table 2. User datafor three rounds of beta-testing of the mobile health Fit After Baby program.

Beta-testers Round 1 (n=4) Round 2 (n=13) Round 3 (n=9) All groups (n=26)
Days app launched (out of 28), median (IQR) 24 (16-27) 16 (12-24) 21 (16-25) 20.5 (13-25)
Days diet tracked (out of 21), median (IQR) 17 (12-21) 14 (0-18) 10 (0-18) 14 (0-18)
Days steps or exercise tracked, median (1QR) 25(19-27) 12 (5-17) 19 (7-22) 16 (9-22)
Number of surveys answered, median (IQR) 11 (9-13) 10 (2-12) 9(5-12) 10 (4-12)
Coach check ins, median, (IQR) 2(1-3 1(0-4) 4(2.5-4) 3(1-4)
Weigh-ins, median (IQR) 4(4-6) 6 (4-11) 5(4-7) 5(4-7)
Weight loss in Ibs, mean (SD) 4.4(1.6) 43(2.8) 41(2.0) 43(2.3

Diet Tracking

Feedback and Iterative Development

Feedback addressed usability, navigability, content, and
function, and certain themes arose which we used to develop
changes in subsequent iterations of the app and program.
Multimedia Appendix 1 details the iterative changes made
throughout the rounds, including representative quotes
associated with the changes.

Navigation

One major theme addressed through successive iterations was
navigation. The round 1 version opened to a content screen
tailored for that particular day, and participants expressed that
they did not know where they were in the app and they were
not clear about what they needed to do each day. In response,
we developed a home screen consisting of atask list. Tapping
on tasks in the list navigated the participant to the screen for
that task, and a checkmark automatically appeared once the
participant had completed a particular task. New participants
in subsequent rounds were enthusiastic about checkmarks and
the improved navigation. The fina navigation strategy
devel oped after round 3 employed rotating task cardsthat linked
with tasksin the apps and retained the function of automatically
checking off completed tasks.

https://formative.jmir.org/2020/4/€16151

We asked participants to use MyFitnessPal for diet tracking.
Participants expressed some frustration with tracking of dietary
intake. Participants had to download the MyFitnessPal app and
open the app to record food and drink, and they complained
that it was difficult to switch back and forth between apps. As
has been shown previoudly, tracking of dietary intakeisdifficult
and cumbersome, and can be difficult to maintain for long
periods of time [58]. Several participants expressed how difficult
it was to track dietary intake while taking care of an infant. In
the ultimate version of the program, we elected to ask patients
to track diet for only certain days coordinated with a particul ar
dietary theme (ie, tracking saturated fat during week 6 which
focuseson dietary fat). However, weretained the option to track
every day and to earn points for this. In the final version, we
also decided to ask participants to use the Fitbit app for both
diet and exercise tracking, so they would not have to download
or navigate to the MyFitnessPal app, and therefore there would
be less back and forth between apps.

Tracking and Syncing of Physical Activity

Participants were asked to use Fithit for step tracking, and there
was also an exercise tracker built into the Fit After Baby app.
Participants were sent a Fithit Zip at the beginning of week 2,
if they had been using the app. They needed to download the
Fitbit app and connect it with their Fithit device. Although
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participants did not actually need to open the Fitbit app once it
was downloaded, they complained that their steps were not
always syncing gith the Fit AFter Baby app. The majority of
participants stated that they would have preferred awrist band
Fitbit, so we transitioned to this for the final version of the
program. The wrist Fitbit (Fitbit Flex 2) is also waterproof, so
we felt that this would encourage adherence since some
participants told us they forgot to remove the clip Fitbits from
their clothes before washing them. We retained the ability to
log workouts in the Fit After Baby app specificaly to give
participants the ability to keep track and earn points if they
forgot to wear their Fitbit.

Content

Participants in all three rounds requested more content,
particularly content tailored specifically to postpartum women.
In round 1, the most common requests for additional content
included more information about breastfeeding, working, and
postpartum mental health. Thiscontent was added before round
2, and group 2 aso requested additional content about
breastfeeding, aswell as healthy recipes and information about
exercising with an infant. Although we added this content, round
3 participants requested even more exerciseinformation aswell
as recipes and more detailed diet information. For the final
version of the program, we added additional exercise content,
multiple exerciseswith instructions and pictures demonstrating
ways to exercise with an infant, ayoga curriculum, and amore
extensive recipe collection.

Photos/Graphics

Participants from all three rounds requested more diversity in
photosto better reflect their own postpartum experiences. They
expressed that women who look like thin modelsdid not reflect
what it was like to be a postpartum mom struggling to lose
weight. However, some women mentioned that the photoswere
appropriate, so at each round, we worked to diversify some
images but kept others. A few women also commented that the
women in the photos looked too calm and relaxed, and they
wanted to see some images that would reflect the stress of
parenting a newborn. In response, we added additional images
to reflect the broad range of emotional experiences postpartum.

Points and Rewards

Participantsin round 1 felt that the points and badges had little
meaning and it was not clear how points were earned. Before
round 2, we simplified the badges and designed an explanatory
function that would detail what activities earned points and how
many points were earned. However, participants continued to
express confusion about point accumulation and also felt that
the point and reward system was not motivating. When asked,
participants were enthusi astic about theidea of tangible rewards
like gift cards. In our final version, we improved the points and
rewards system by simplifying our point system to a single
health warrior badge with 4 levels (bronze, silver, gold, and
platinum). When apartici pant reaches each health warrior level,
they earn gift cards that we send to their email.

Coaching

In round 1, some of the participants mentioned that although
they knew that they were supposed to check in with their coach,

https://formative.jmir.org/2020/4/€16151

Nicklas et d

it was not clear what they were supposed to talk about. For the
subsequent iterations, we added topic suggestionsto each coach
check-in prompt. Some participants a so felt the coach check-in
should not be the responsibility of the participant but should
rather be initiated by the coach. Others mentioned that the
information in the coaching sessions should be more
individualized. Participants also felt that when the coach was
more aware of exactly what participants were doing with
exercise, diet, and weight, they were more motivating. To help
the coach provide more targeted coaching, we designed acoach
app with a dashboard showing individual activities by
participants who were using the Fit After Baby app, dietary
intake, weight, steps, and points earned. This enabled the coach
to follow each participant’s activities in real time and provide
targeted feedback and coaching.

Website

We designed a companion website to the Fit After Baby
program. The website was designed to contain additional content
that was not included in the app, including recipes. In addition,
the website also provided a portal for participants to view
personal dataand rewardsin greater depth and at alarger visual
size. However, the website was rarely used, and most
participants stated that the website was not useful or that they
did not use the website because it was not easy to use on their
mobile phones. We decided to remove the companion website
for the final iteration of the program.

Additional Suggested Features

Several participants requested that mind-body and meditation
techniques be included in the app. In the final iteration, we
added a substantial amount of content including mind-body
techniques and a yoga curriculum introducing two new poses
per week. Many participants also expressed interest in sharing
their information socially with the cohort. Further discussion
reveal ed that they preferred theideaof sharing within the group
simultaneously participating in the Fit After Baby program and
going through similar chalenges to sharing with friends or
family members. There were mixed reviews on the idea of
competition within the cohort, and on the idea of working
together to earn pointstoward acommon goal. Other participants
requested more stories from women who had succeeded at
achieving their postpartum goals. These featureswere not added
to the final version but may be considered in the future.

Overall Impression of the Program

Overall, most participants responded that they were satisfied
with the Fit After Baby program. Interestingly, we found that
although the participants responded favorably to the content in
general, they consistently requested more at each round. This
feedback substantially modified the content of subsequent
versions and was valuableininforming thefinal iteration of the
program. Our improvementsin the navigation of the app resulted
in fewer complaints about navigational issues in subsegquent
iterations. All participantsfrom thethird iteration who responded
in week 4 about whether they would recommend the Fit After
Baby program to others said that they would. Participantsin the
group interviews responded favorably to the program overall
and affirmed that it was helpful. They felt that the program
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provided motivation and accountability to make changesin the
postpartum period. Both participants in the second group
interview expressed that they would have liked to continue to
use the program. Overall, participants felt that the most useful
components were the reminders and tracking components, and
almost everyone seemed to enjoy using the Fitbit. In addition,
most seemed to appreciate the information on healthy eating,
quick and easy recipes, and exercisesto do with baby.

Discussion

Principal Findings

We successfully employed an interactive, user-centered,
participatory method of rapid, iterative design and evaluation
to optimize the mHealth Fit After Baby program for postpartum
women. Our multidisciplinary team of researchersand designers
substantially improved the content and functionality of the app
at each successive iteration by integrating user feedback.
Qualitative data collected in the Fit After Baby development
process provide vauable insight into the use of mobile
technology—based weight loss apps in the target population of
postpartum women at el evated cardiometabolic risk.

The most common and consistent theme through the iterative
development process was a request for added content, and
particularly added content tailored to postpartum mothers.
Participants requested more postpartum-focused diet, exercise,
and weight loss information, and aso information on
breastfeeding and postpartum mental health, including
mind-body techniquesfor coping with stress. A consistent theme
was the need to improve navigation because of difficulties in
navigeting to the appropriate screen. We responded to
suggestions about navigation by creating a home screen with
checkboxes so that daily and weekly taskswere moreclear. The
feedback from our participants suggested that the navigation
was improved significantly by the final iteration. We were
somewhat surprised to learn that women did not find the
companion website to be useful, and furthermore, they found
it difficult to use on a mobile phone. We eliminated the
companion website for the final iteration. Diet and exercise
tracking turned out to be challenging to most of our participants.
Participants were clearly frustrated with the amount of time it
took to track their diet and al so disliked switching between apps,
so in our final iteration, we limited tracking to particular days
and decreased app switching by using the Fitbit app to track
both diet and exercise. Many women said that they would prefer
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awrist Fitbit, and we moved to this for the final version. We
learned that the gamification component of points and badges
was confusing and not very motivating. Many women said that
they would prefer a tangible reward, so we added in the
opportunity to earn gift cards for the final version. The
participants also expressed a need for content that we did not
originaly include which led to the addition of aweek of content
focusing on mental health, anxiety, and stress in the fina
version.

Limitations

There are several limitations to this study. We developed and
tested the Fit After Baby app on an iPhone Operating System
platform. This affected the demographics and economic status
of the recruited participants, which may thereby affect
generdizability. We are currently devel oping an Android version
of the Fit After Baby app and will be able to use both versions
for future studies. The group sizesfor theiterationswere small,
and therefore may not be adequately representative. Consistent
with the demands of women during this very challenging
postpartum period, al participants did not contribute to the
online focus group every week. Although we attempted to
conduct 2 in-person focus groups, we had several women who
were unable to attend at the last minute and had to convert the
2 focus groups to 2-person group interviews. For this iterative
design process, we did not include acontrol group, and therefore
are unabl e to assess the significance of postpartum weight loss
in this study.

Conclusions

Fit After Baby is atheory-based app using mHealth weight loss
best practices and developed using the principles of rapid
iterative design. To our knowledge, Fit After Baby is one of
only afew weight loss apps designed specifically for postpartum
women and the only one specifically focused on postpartum
women at increased cardiometabolic risk. The design process
involved amultidisciplinary team of researchersin collaboration
with a technology team. We found the process of iterative
development to substantially change the content and function
of the Fit After Baby program which may be helpful for the
development of similar programsin thefuture. Our first iteration
compared with our final version has undergone substantial
modification owing to thisiterative process, and we are currently
testing the final version of the Fit After Baby program in apilot
randomized trial with aprimary goal of postpartum weight loss.

The authors thank the women who participated in the Fit After Baby pilot testing. We thank Dean Hovey, Susan Gilbert, Sue
Arment, Digifit, and Comprendo for their outstanding collaboration and contribution to this work. The authors also thank the
mHealth Impact L ab at the University of Colorado and our research assistant Danielle Cook. This study was supported by National
Ingtitutes of Health (NIH) BIRWCH K12HD057022, National Heart, Lung, and Blood I nstitute 1K23HL 133604, the Center for
Women's Health Research at the University of Colorado, the Nutrition and Obesity Research Center at the University of Colorado
(NIDDK P30DK048520-23), and NIH/National Center for Advancing Trandational Sciences Colorado CTSAUL 1TR001082.

Conflictsof Interest
None declared.

https:/formative.jmir.org/2020/4/€16151 JMIR Form Res 2020 | vol. 4 | iss. 4 |€16151 | p.76

(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH Nicklas et a

Multimedia Appendix 1
Representative quotes and iterative changes made throughout the three rounds of pilot testing and for the final version.
[DOCX File, 1261 KB - formative v4i4e16151 appl.docx |
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Abstract

Background: Germany is a popular destination for immigrants, and migration has increased in recent years. It is therefore
important to collect reliable data on migrants’ health. The Robert Koch Institute, Berlin, Germany, has launched the Improving
Health Monitoring in Migrant Populations (IMIRA) project to sustainably integrate migrant populations into health monitoring
in Germany.

Objective: One of IMIRA's objectives is to implement a feasibility study (the IMIRA survey) that focuses on testing various
interventions to increase the reachability of migrants with health interview surveys. Possible causes of nonresponse should be
identified so asto increase participation in future surveys.

Methods: The survey target populations were Turkish, Polish, Romanian, Syrian, and Croatian migrants, who represent the
biggest migrant groups living in Germany. We used probability sampling, using data from the registration offices in 2 states
(Berlin and Brandenburg); we randomly selected 9068 persons by nationality in 7 sample points. We applied age (3 categories:
18-44, 45-64, and =65 years) and sex strata. Modes and methods used to test their usability were culturally sensitive materials,
online questionnaires, telephoneinterviews, personal contact, and personal interviews, using multilingual materialsand interviewers.
To evaluate the effectiveness of the interventions, we used an intervention group (group A) and a control group (group B). There
were also focus groups with the interviewers to get more information about the participants’ motivation. We used the European
Health Interview Survey, with additional instruments on religious affiliation, experience of discrimination, and subjective social
status. We evaluated results according to their final contact result (disposition code).

Results: We collected datafrom January to May 2018 in Berlin and Brandenburg, Germany. The survey had an overall response
rate of 15.88% (1190/7494). However, fina disposition codes varied greatly with regard to citizenship. In addition to the quantitative
results, interviewers reported in the focus groups a “feeling of connectedness’ to the participants due to the multilingual
interventions. The interviewers were particularly positive about the home visits, because “if you are standing at the front door,
you will belet in for sure”

Conclusions: The IMIRA survey appraised the usability of mixed-mode or mixed-method approaches among migrant groups
with aprobability samplein 2 German states. When conducting the survey, we were confronted with issues regarding the trandation
of the questionnaire, as well as the validity of some instruments in the survey languages. A major result was that personal
face-to-face contact was the most effective intervention to recruit our participants. We will implement the findingsin the upcoming
health monitoring study at the Robert Koch Institute.

(IMIR Form Res 2020;4(4):e14747) doi:10.2196/14747

KEYWORDS
transients and migrants; surveys and questionnaires; cross-sectional studies; feasibility studies; multilingualism and health
monitoring
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Introduction

Background

According to the Microcensus of German households, a person
has a migrant background if he or she, or at least one parent,
hasno German citizenship at birth [1]. In Germany, thisapplied
to 19.3 million people in 2017, corresponding to 23.6% of the
total population. Of these, 9.8 million had German citizenship,
and 9.4 million had another citizenship. Nearly two-thirds of
persons with a migrant background (PMB) had migrated
themselves (first generation), and one-third were born in
Germany (subseguent generations) [1]. Migration hasincreased
since the Second World War, for several reasons. Whereas the
recruitment of migrant “guest workers’ in the 1950s, and the
resulting family reunificationsin the 1970s, and European Union
enlargement in the 2000s were primarily work oriented,
numerous conflictsand wars have led to anincrease of refugees
coming to Germany, especially sincethe 2000s[2-4]. The group
of PMB in Germany can be described as very heterogeneous,
dueto differencesin the phases of influx, migration background,
or specific life circumstances. PMB are underrepresented in
nationwide health surveys, such asthe health monitoring surveys
of the Robert Koch Institute (RKI) in Berlin, Germany [5].
L ower response rates among PMB in popul ation-based surveys
have been described in many Western countries [6,7]. The
reasons for this can be summarized inter aiaas (1) inadequate
sampling approaches and hence failing to include PMB in
surveys; or (2) barriers to the recruitment of PMB due, for
example, to language or cultural issues [8]. It is therefore
necessary to evaluate various sampling strategies to include
PMB adequately in surveys and to design appropriate
recruitment efforts that can minimize nonresponse.

Thereisanincreasing need for reliable dataon migrants’ health
in order to give amore representative picture of the population.
Asthe national public health ingtitute in Germany, the RKI has
the task of extending health monitoring by means of the
preferably representative integration of PMB intoits health and
examination studies. In this context, the Improving Health
Monitoring in Migrant Populations (IMIRA) project was
initiated, of which the IMIRA survey described hereis a part.

Sampling Strategies

Depending on the objectives of a survey and the associated
generalizability of the results to the population, different
sampling strategies can be applied. The health monitoring of
the RKI aimsto cover the German population as awhole; thus,
only probability-based sampling approaches can be applied as
aspecific sampling strategy. | n probability samplesthe selected
population is sampled randomly; that means, from a statistical
standpoint, the probability of inclusion in the probability sample
is predictable and thus results can be generalized. This is not
the case for sampling strategies where no inclusion probability
is known, for example, snowball or convenience samples, in
which participants are recruited by other participants [9,10].
Although nonprobability sampling strategies are considered
effective in recruiting hard-to-reach populations [8], the results
can hardly be generalized. Probability sampling approachesare
frequently based on registers, for example, popul ation registers.
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In the RKI’s monitoring studies, a 2-stage probability sampling
design is applied [11-15]. In the first stage, primary sampling
units are selected that are representative of German
municipalities. In the second stage, target personsare randomly
drawn, according to proportional age and sex strata, through
the residents registries (Einwohnermeldeamter) within these
municipalities. Since Germany has a federal administrative
system, in contrast to other European countries, no central
residentsregistry exists[4]. Every municipality therefore needs
to be contacted separately.

Theresidentsregistry capturesvarious characteristicswith which
to identify PMB, such as citizenship and place of birth [16].
Citizenship is commonly used for the oversampling of persons
with another citizenship to compensate for the assumed lower
responserates of PMB. Thishasbeen applied in the RKI studies
Study of the German Health | nterview and Examination Survey
for Adults[15,17] and Study of the German Health Interview
and Examination Survey for Children and Adolescents (KiGGS)
[12-14]. Use of the citizenship characteristic excludes PMB
who are naturalized or bel ong to subsequent generationswithout
non-German citizenship. Place of birth would also be away to
identify PMB with German citizenship. Since it is provided as
a string variable in the residents registries, it is prone to error
and therefore is not suitable for abig sample [16].

Another important component mentioned in the literature is
onomastic procedures, which try to identify naturalized PMB
or persons of subsequent migrant generations. These procedures
use an algorithm to allocate the origin of a person according to
their name [18]. The success of the method might be biased;
the name algorithm can lead to more wrong allocationsin some
PMB groups than in others [19]. Onomastic procedures were
not used in the process of sampling at RKI, but to alocate
bilingual study information [5,20].

The aforementioned sampling strategies can be considered
migrant-sensitive  sampling approaches for a better
representation of PMB in health surveys. The subsequent steps
include measures to increase the response rate, which we
describe below.

Measuresto I ncrease the Response Rate of Persons
With a Migrant Background

The heterogeneity of PMB requires a highly differentiated
approach for increasing their participation ratesin surveys[21].
According to findingsin contemporary research, and alongside
the challenges and limitations in sampling described above,
PMB aso have a higher participation threshold than persons
with no migrant background, which is among other things
presumably dueto language and cultural barriers[8,21]. In that
respect, lacking the ability to understand the survey language,
but moreover illiteracy, might prevent survey participation. A
lack of interest in survey participation is aso reported as a
reason for lower participation rates [7,22]. Researchers have
found the following possible reasonsfor the lower responserate
of PMB in surveys. alack of trust in research, a fear that the
reported information might be misused, or cultural beliefs
preventing participation in surveys that include intimate or
sensitive topics [8]. Specific measures should be taken to
increase response rates.
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The most obviousway to overcome barriersrelated to language
and literacy skills is to offer multilingual survey materials in
plain but culturally sensitive language [23,24]. It is aso
important to consider the mode of questionnaire administration.
Self-administered interview modes, such as online or
paper-and-pencil questionnaires, can be differentiated from
interviewer-administered modes, such as telephone interviews
or face-to-face interviews. A self-administered mode such as
an online questionnaire can be accessed easily with a mobile
phone and might have a positive impact on the participation of
younger and more Web-savvy persons[25]. A paper-and-pencil
guestionnaire can befilled out without further technical devices
and may be associated with less effort for the participants. In
general, self-administered interview modes are known to be
less subject to effects of social desirability or interviewer
influence [26,27].

Nonethel ess, telephone or face-to-face interviews can facilitate
the participation of persons with literacy problems or other
issues in understanding surveys [8,26,28]. Current research
emphasizesthe importance of personal contact with PM B, such
as home visits, in order to increase response rates [8,21].
Personal contact makes it possible to overcome barriers based
on mistrust or anxiety, and provides more detailed information
about the survey’s objectives[8]. A similar cultural background
between the interviewer and participant can increase the
response rate [21]. Persona contact leads to a more
heterogeneous sample composition according to characteristics
of socia status, health status, and educational level. Especially
vulnerable persons, who would or could not participate in the
survey without help or further interventions, can be reached at
home. In KiGGS, home visits by specifically trained survey
staff proved an effective measure for increasing willingness to
participate in the survey and doubled the response rate [20].

Self-administered interview modes were preferred in the most
recent RKI monitoring surveys because the sampling strategy
involved residents registries, from which only the address of
the person could be drawn. This means that, for example,
telephone numberswere not available for telephoneinterviews.

In addition to interventions that directly target participants,
someindirect measures are a so discussed in the literature. One
possibility isto involve the gatekeepers of migrant communities,
namely persons who can influence survey promotion and
attitudes toward survey participation within the communities,
to enhance the participation rate [8]. Furthermore, the

https://formative.jmir.org/2020/4/e14747

Zeider et d

involvement of gatekeepers should be considered in order to
develop specific public relations when addressing the concerns
of PMB [24,29].

Objectives

Our main objective with the IMIRA project was to identify
methodol ogical proceduresto further identify methodsto better
reach PMB in health surveys, and to thus to increase the
response rate in future health surveys. The IMIRA survey isa
feasibility survey. One focus of the IMIRA survey is to test
various interventions that take into account possible cultural
and language barriers through the use of a mixed-mode design
and multilingual administration. The objectives of thefeasibility
study (the IMIRA survey) can be summarized as follows: (1)
to develop and test the feasibility of an adapted survey design,
which is the basis of a subsequent nationwide survey in
Germany; (2) to improve the response rate of PMB who have
been poorly reached so far and who belong to the biggest groups
in Germany; and (3) to identify the causes of nonparticipation
in order to increase motivation to participate in health surveys
of PMB.

Methods

Selection of the Target Population

We applied 2 main criteria for the selection of the target
population for the IMIRA survey: the size of the PMB group
in the German population, which Table 1 [30] shows; and the
experience in previous RKI surveys with the respective PMB
regarding response and reachability [5,20]. On the basis of these
2 criteria, weincluded personswith Turkish, Syrian, Romanian,
Croatian, and Polish citizenship in the sample for the IMIRA
survey. We selected them according to these criteria regardless
of whether they had additional German or other citizenship. We
thus excluded from the sample naturalized persons, meaning
persons who have acquired German citizenship in replacement
of or in addition to another citizenship and persons of subsequent
migrant generations with only German citizenship.

We received ethics approval for the IMIRA survey on October
30, 2017 from the ethics committee of the Medical University
of Charité, Berlin, Germany (EA1/210/17). The study protocol
was approved by the Federal Commissioner for Data Protection
and Freedom of Information January 3, 2018
(13-401/008#0085).

JMIR Form Res 2020 | vol. 4 | iss. 4 |€14747 | p.83
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

Zeider et d

Table 1. Foreign population in Germany according to citizenship in 2017 [30].

Citizenship Count, n
Afghan 251,640
Bulgarian 310,415
Croatian 367,900
Greek 362,245
Italian 643,065
Polish 866,855
Romanian 622,780
Russian 249,205
Syrian 698,950
Turkish 1,483,515

Selection of Sample Pointsand Sample Size

Congruent with the health monitoring studies at the RKI, we
used aregister-based random samplein the IMIRA survey. The
sampling was a2-staged procedure: in thefirst stage, we applied
a criteria-based selection of sample points in Berlin and
Brandenburg; in the second stage, we randomly selected people
according to their citizenship.

Step 1: Criteria-Based Selection of Sample Points

We decided to focus on 2 German federal statesin the IMIRA
survey, with Berlin representing urban regions and Brandenburg
representing rural regions. We sel ected the sampl e pointstaking
into account the highest proportions of personswithout German
citizenship in the respective federal states, using data from the
Statistical Officein Berlin Brandenburg at the municipal level
from 2015 [31]. Since the proportions of persons without
German citizenship in Berlin and Brandenburg vary greatly (in
2016 Berlinwashometo 16.7% non-Germans, and Brandenburg
was hometo 4.0% [32]), wefocused the selection of our sample
points on Berlin. We selected 5 urban sample points (Mitte,
Neukdlln, Charlottenburg-Wilmersdorf,
Friedrichshain-K reuzberg, and Tempel hof-Schéneberg districts)
in Berlin and 2 relatively rural sample points (Cottbus and
Furstenwalde/Spree) in Brandenburg, which met the above
criteria.

Step: 2 Selection of Personsin the Residents Registry

In the second stage of the sampling, we selected people through
the residents registration offices of the chosen sample points.

https://formative.jmir.org/2020/4/e14747

The sampling procedure differed in Berlin and Brandenburg,
since not all 5 PMB populations were sufficiently represented
in al sample points. In Berlin the target population consisted
of peoplewith Turkish, Syrian, Romanian, Croatian, and Polish
citizenship, whereas only afew peoplewith Turkish, Romanian,
and Croatian citizenship lived in the 2 sample points in
Brandenburg. We discovered this through a statistical enquiry
in the residents registration offices in Cottbus and
Furstenwal de/Spree on May 24, 2017. Accordingly, we sel ected
only people with Polish or Syrian citizenship in the 2 sample
points in Brandenburg. We selected the whole sample with a
proportional distribution strata of sexesand 3 age groups (18-44
years, 45-64 years, and =65 years): we selected exactly the same
number of people in each sex and age category in each
citizenship due to the experimental nature of the feasibility
study. In this sample we tried to include enough participantsin
each sex and age category for a better interpretation of our
results and the comparison of interventions.

The aim of this survey was to evaluate the effectiveness of
specific interventions in increasing response rates. We thus
established 2 groups (A and B) for participants with Turkish
and Syrian citizenship (the process is detailed in the Data
Collection section below). To achieve sufficiently high case
numbers in groups A and B of the survey design, we doubled
the number of Turkish and Syrian people sampled. We thus
selected atotal of 1400 people with Romanian, Croatian, and
Polish citizenship, and a total of 2800 people of Turkish and
Syrian citizenship, resulting in a gross sample of N=9800 for
the IMIRA survey (see Figure 1).
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Figurel. Sample design.

Zeidereta

Questionnaire

The survey instrument was based on the questionnaire of the
European Health Interview Survey, which was used and
validated in 30 countries [33,34]. Additiona instruments
included a scale to measure religious affiliation [35,36], an
instrument to measure experiences of discrimination [37], and
an instrument to measure subjective social status before and
after migration [38]. The additional instruments were partly
validated in other surveys.

Data Collection

Survey Design

To evaluate the effectiveness of theinterventions, we established
2 groupsfor Turkish and Syrian participantsin an experimental
design. Whereas group A (intervention group) received further
options to participate in the survey, such as face- to-face
interviews with bilingual interviewers, group B (reference
group) did not (see Figure 2). All participants received a €10
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(about US $11) shopping voucher as a conditional incentive.
The interventions in group A were presented in a sequential
mixed-mode design and are described below.

Qualitative methods such as focus groups with representatives
of the migrant populations can be used to identify and evaluate
specific measures to attract participants for surveys [24]. The
information gained can, for example, be incorporated into the
survey materials [22] or help to develop a diversity-sensitive
survey design: in addition to the use of multilingual study
materials, questionnaires, and interviewers, all materials should
use a diversity-sensitive tailored language [21]. To ensure the
cultural sensitivity of IMIRA’s cover |etters and study materials,
we conducted afocus group with representatives from the target
populations. The content and design of the cover letter and
facilitating factors for survey participation, such as the amount
and choice of theincentive, were discussed. Based on theresults
of the focus group, the cover letters were designed by a
professional graphic design company, using pictogramsinstead
of photographs.
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Figure2. Survey design.
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After we selected the sample in December 2017, we sent the
survey information materials by mail to participantsin January
2018. These consisted of a cover letter, an information sheet
with detailed information on the survey, and a document
explaining the data protection measuresto the participants. The
survey information materials for both groups were in German
and in the participant’s language based on their citizenship. All
information materials and the questionnaires were translated
by aprofessiona trand ation agency. For thetrandation, certified
translators with native-language level in the required languages
were selected by the company. The trandators also had
experience in trandation in the field of health and scientific
surveys. The translations were subjected to quality control by
the trandation agency and subsequent proofreading by a second
trandator. We collected datafor the IMIRA survey from January
to May 2018.

The cover letter described the option to participate online using
amultilingual computer-assisted Web interview and promoted
atoll-free study hotline for queries regarding the survey. The
online questionnaire was available in Turkish, Arabic,
Romanian, Croatian, Polish, and German in both groups (A and
B) of the survey design. To access the computer-assisted Web
interview, a personal pincode was necessary. Changing
languages during the completion process was possible dueto a
drop-down language sel ection menu. This allowed participants
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guestionnaire was programmed with Voxco Online software
version 5.5.1.205 (Groupe Voxco Inc).

The participants could contact the toll-free study hotline for
further information about the survey, to resolve issues with the
guestionnaire, or to refuse participation. In group A multilingual
staff could be contacted through the study hotline. In group B
the study hotline was available in German only. Reasons for
caling the study hotline were recorded in a process
guestionnaire, which was aso a measure for process
standardization and quality assurance. It was programmed with
the call-assi sted telephoneinterview software Voxco Command
Center version 1.10.5. The process questionnaire recorded
queries regarding contact frequency, contact person, result of
contact, reasons for nonresponse, and information about the
language used during contact. The interviewers also had the
option to add further notes about the contact. If the study hotline
was contacted to refuse participation, the interviewers were
trained to try to convince callers to participate or at least
document the reasons for refusal. The interview training took
place before the actual start of the survey (field start) in a2-day
intensive training session. On the first day interviewers were
informed about the survey objectives and the survey design in
detail. In the training participants could address questions to
the interviewers, and possible issues and their resolutions were
discussed. Interviewers were familiarized with the health
interview questionnaire and the process questionnaire that was
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used to record the hotline calls. On the second day interviewers
had the opportunity to practice the use of the software and to
click through the questionnaires by themselves. Afterward they
practiced possible situations on the study hotline asarole play.
During the wholetraining interviewers could address questions
to the project researchers. To remember thetraining interviewers
received ahandbook with information about the survey, aswell
asthe most frequently asked questions and problemsthat might
occur. For quick help there was also an overview sheet on the
survey with the most important information (Who is conducting
the survey and why? What are the survey objectives? Who was
invited and how? How can | participate?) at each workstation.
Throughout the survey fieldwork the interviewers on the study
hotline were supported by experienced supervisors to ensure
the quality of data and to provide assistance in difficult
situations. The supervisors underwent the same training as the
interviewers. In addition, all supervisors had extensive prior
experience with scientific surveys and the software used, and
were thus able to provide assistance with technical questions.
Supervision was also supplemented by project staff who were
able to answer questions and problems regarding content.

Phase 2

After 2 weeks a reminder was sent to people who had not
participated after the first invitation. The reminder promoted
the multilingual computer-assisted Web interview again.
Participantsin group A were given the option to take part in the
survey through a call-assisted tel ephoneinterview with bilingual
interviewers.

Phase 3

After 3 weeks a second reminder was sent to participants to
promote the survey again, and home visits were offered to group
A. Group B participants received asecond reminder to complete
the online questionnaire. We conducted a focus group with the
telephone hotline interviewers after the end of phase 3 to learn
about their experiences. The interviewers discussed their
personal experience with the IMIRA survey during their work
on the study hotline. The focus group was moderated by 1 of
the IMIRA survey’'s researchers (LB), using an interview
guideline. Theinterview guidelineincluded thefollowing topics:
(1) evaluation of the contact design with afocus on reasons for
calling the study hotline, mentioned issues or problems, reasons
for refusal, and whether these objections could be resolved, and
the response to the offer of bilingual interviews; and (2) the
interviewers opportunity to express their own opinion with a
focus on the bilingual materials, study hotline, and trandlated
guestionnaire. A log was kept during the focus group by 2
researchers (MLZ) to enable later analysis. We evaluated the
log using qualitative content analysis [39]. We formulated
categories to analyze the material deductively taking into
account the interview guidelines.

Phase 4

For the majority of the people sampled (ie, people with Polish
or Croatian citizenship or people living in the 2 sample points
in Brandenburg), the IMIRA survey ended with thelast reminder
letter in phase 3. Home visits took place only in a random
subsample. The inclusion criteria for the random subsample
were as follows: Romanian, Syrian, or Turkish citizenship;
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allocation to group A; and no response to the further invitation
steps. In group B no further interventions were initiated. In this
last survey phase we carried out 2 interventions, aiming at a
comparison of their effectiveness. (1) home visits for
face-to-face interviews using bilingual interviewers, and (2)
home visits to obtain the participant’s telephone number to
conduct a subseguent call-assisted telephone interview with
bilingual interviewers.

Theface-to-face interviews were carried out using atablet with
internet access and the online questionnaire. To evaluate the 2
approaches, participants were randomly allocated to the
face-to-face interview group or the phone number group. Both
interventionswere aimed at increasing the response rate further
and gaining more information about the target population, for
example, reasons for nonresponse, German language skills, or
validation of the addresses. An address was not replaced if it
was wrong or unavailable. These data were documented in a
process questionnaire similar to that used for the study hotline.

Whenever possible the interviewers were accompanied by an
experienced supervisor to ensure data quality and reduce
uncertaintiesin handling the tablet. Based on the experience of
the first interviewers focus group, a second one was carried
out at the end of the home visit phase. The interviewers
experiences enriched the quantitative data gathered with the
process questionnaire. The focus group was moderated by an
IMIRA researcher (LB) using an interview guideline. The
interview guideline was structured in 3 man parts: (1)
experiences with the home visits, including situations at the
door, experiences during face-to-faceinterviews or theretrieval
of telephone numbers, and reactions to bilingual contact; (2)
technical and organizational framework regarding address
quality, tablet handling, or operating times, and (3) the
interviewer’'s personal opinion about the effectiveness of the
home visits. A log was kept by 2 researchers (MLZ) for
subsequent qualitative content analysis. This was done in a
similar way to that in the first interviewers' focus group.

Phase 4 can be considered a benchmark test for a specific
subsampl e of nonresponders. No evaluation in comparison with
group B was possible due to the study design.

Results

Responseto the Survey

Data collection was completed in May 2018. The responserate
was 15.88% (1190/7494) over all target populations, such that
1190 questionnaires were completed by our participants. We
published the first results on response rates, the effectiveness
of the interventions, and sample composition in 2019 [40].

Gross Sample

We sel ected 9800 peopl e, stratified by age and sex, for the gross
sample and requested their data from the residents registriesin
Berlin and Brandenburg. Originally, we aimed at an equa
distribution of age groups and sexes within the citizenships for
sampling. Our final gross sample consisted of only 9068 people
due to the lack of people aged over 65 years in some
citizenships. In particular, there were few Syrian and Romanian
people aged over 65 yearsin the lists provided by the residents
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registries. In Brandenburg this was also problematic for Polish  older age groups.
people (see Table 2). The sample thus systematically lacked
Table 2. Freguency distribution of the gross sample by sample point, citizenship, group, sex, and age.
Characteristic Sample point? Total
(N=9068)
Berlin (n=8255) Brandenburg (n=813)
Citizenship Turkish Syrian Romanian  Croatian  Polish Syrian Polish
Group A gP A B A A A A B A
(n=1411) (p=1408) (n=905) (n=880) (n=1220) (n=1410) (n=1021) (n=251) (n=240) (V32
Agerange (years): 706 703 473 463 606 705 511 131 126 155 4579
male
18-44 255 255 217 212 300 265 185 68 66 68 1891
45-64 242 240 151 148 213 217 183 52 50 68 1564
265 209 208 105 103 93 223 143 11 10 19 1124
Agerange (years): fe- 705 705 432 417 614 705 510 120 114 167 4489
male
18-44 257 259 212 207 301 249 183 68 66 68 1870
45-64 237 236 159 152 207 227 181 46 44 66 1555
=265 211 210 61 58 106 229 146 6 4 33 1064

8 n Berlin it was possible to draw people with all 5 target citizenships from the residents registry. In Brandenburg this was not practicable, and only
people with Syrian and Polish citizenship were selected due to low numbers of people with Turkish, Romanian, and Croatian citizenship.

bReference group B was drawn from Turkish and Syrian citizens only.

Final Disposition Codes

At the end of the survey, we assigned every sampled case afinal
disposition code to enable the later analysis of response rates.
We adapted the disposition codes from the guidelines of the
American Association for Public Opinion Research (AAPOR),
differentiating the sample into 4 categories: (1) interviews (ie,
cases with a completed questionnaire); (2) refusas (R),
noncontacts (NC), or other (O) (ie, cases we had contact with,
not resulting in participation, eg, people who called the study
hotline to refuse participation; (3) cases of unknown eligibility
(UE) (ie, caseswedid not know anything about, eg, peoplewho
did not react to our contact attempts at all; and (4) cases that
were not eligible (NE) for the survey (ie, the selected person
was unknown in the household or the address was not correct,
eg, when mailed cover letters were returned as undeliverable
or we received information that someone had died) [41].

As Figure 3 shows, the distribution of the disposition codes
varied greatly with regard to citizenship. Most completed
interviews were conducted with Syrian (group A: 267/1156,
23.10%; group B: 198/1120, 17.68%), Polish (221/1343,
16.46%), and Croatian (178/1410, 12.62%) participants.
Significantly lower proportions of Turkish (group A: 141/1411,
9.99%; group B: 76/1408, 5.40%) and Romanian (109/122,
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8.93%) participants than participants with other citizenships
completed the interviews. Contact resulting in no participation
(R NC O) were most frequent with the Syrian (327/1156,
28.29%) and Turkish (398/1411, 28.21%) participants of group
A, followed by Romanian (189/1220, 15.49%) and Croatian
(175/1410, 12.41%) participants. All other citizenship groups
had R NC O shares of around 10% (Polish group: 126/1343,
9.38%; Syrian group B: 119/1120, 10.63%; Turkish group B:
125/1408, 8.88%). Differences between the citizenships and
the survey design for groups A and B can beidentified regarding
cases with no further information about digibility (UE). UE
had the greatest share in the Turkish group B (1078/1408,
76.56%), Croatian (888/1410, 62.98%), Syrian group B
(641/1120, 57.23%), and Polish (761/1343, 56.66%)
participants. Among Romanian participants, only 33.44%
(408/1220) were UE, in contrast to 42.13% (514/1220) of the
casesthat were NE. The percentage of Romanian NE caseswas
3timeshigher than for the other citizenships, with only 13.50%
(1060/7848) of NE cases on average, ranging from 9.16%
(129/1408) in the Turkish group B to 17.47% (202/1156) in the
Syrian and 17.50% (235/1343) in the Polish group A. When
comparing the intervention group A with the control group B,
it was striking how the measuresin group A led to an increase
in participation and, furthermore, to more information about
the sample.
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Figure3. Distribution of American Association for Public Opinion Research disposition codes (%) by citizenship and assignment to intervention group

A or control group B.
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Process and Qualitative Data From the Study Hotline

General Results

The study hotline was available during thefirst 3 survey phases
from January to April 2018. Outside the interviewers working
hours an answering machine was set up. We received 409
contacts during this period; 21 of these were repeat contacts.
Most calls came from Syrian (130/405, 32.1%), Turkish
(101/405, 24.9%), and Croatian (83/405, 20.5%) participants.
There were no significant differences between the contact
frequency of group A (multilingual hotline; 296/6540, 4.52%)
and group B (German hotline; 109/2528, 4.31%). The study
hotlinewas evaluated positively intheinterviewers focusgroup.
Participants who had been living in Germany for a long time
associated a“warm and nostalgic feeling” with the multilingual
hotline. The interviewers described the use of the native
language as an opportunity “to get afoot in the door.” Personal
stories, hobbies, or the same origin facilitated the
communication process and built “afeeling of connectedness,”
Polish, Romanian, and Croatian interviewers reported that the
language changed frequently during a single call. The Syrian
interviewers reported the use of the Arabic language in most
cases, but they faced great difficulties due to the variety of
Arabic diaects. Similar experiences were reported by Turkish
interviewers, who claimed that communication wasimpossible
with Kurdish-speaking people. Communication in group B was
not entirely possible due to the lack of bilingual interviewers.

Call times varied between 5 and 41 minutes in both groups,
excluding calls during which telephone interviews took place.
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The hotline was contacted slightly more often by women
(198/384, 51.6%) than by men (186/384, 48.4%), which holds
true for all citizenships except Syrian, where more men called
the study hotline. In general the hotline was most often used by
elderly people. In the Croatian, Polish, and Romanian groups,
the share of elderly people (=65 years) was more than 50%
(96/168, 57.1%). In the Syrian group there was no difference
in contact frequency by age. The interviewers reported that
loneliness and the ability to speak to someone were relevant
factorsin calling the study hotline for older respondents. A total
of 70.7% (289/409) of contacts were established by the target
person (the person invited to participate in the IMIRA survey).
The only exception wasin the Turkish group, where only 58.4%
(59/101) of contact was with the target person. When the call
was made through a contact person, it was mainly aclosefamily
member, such as a child or partner. The reasons for calling the
study hotline were documented in a process questionnaire in 4
categories: (1) queriesregarding the survey, (2) issuesregarding
participation, (3) telephone interview (possible from phase 2),
and (4) refusal.

Queries

Of al contacts through the study hotline, 23.6% (107/453)
involved general queries about the survey. The most queries
reported by the interviewers in the focus group involved
participation (“Do | need to go somewhere?’), content of the
survey (“Why is the survey being conducted?’), and the
contracting authority of the survey (“Who is conducting the
survey?’). There were dightly fewer questions about the
sampling of respondents (“Why was | chosen to participate in
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the survey?’) and dataprotection (“Will my databe shared with
others?’). Datafrom the process questionnaire provided further
information about the citizenship of the callers. Syrian people
mostly had queries regarding participation, the content of the
survey, and data protection. Questions about the contracting
authority or sampling were more often asked by Croatian and
Polish people.

| ssues

Issues with participation were the reason for calling the study
hotlinein 9.7% (44/453) of contacts. The problems documented
in the process questionnaire were largely technical: the online
guestionnaire could not be opened, the code to participate in
the survey was not working, or there was no internet access or
device availablefor online participation. Some callersrequested
a paper questionnaire. These technical issues were more often
reported by Polish, Croatian, and Syrian participants. The Syrian
interviewersreported that literacy problemsand illiteracy made
it impossible for some participants to take part in the survey
without atelephone interview.

Telephone I nterview

A telephone interview was promoted in the first reminder in
group A, resulting in 93 telephoneinterviewslasting an average
of 50.5 minutes. Of all the callers, 9.3% (42/453) asked directly
for the telephone interview as promoted in the cover letters.
Participation via telephone interview varied greatly between
the citizenships. Most telephone interviews took place in the
Croatian (n=29), Polish (n=25), and Syrian (n=22) groups, while
Romanian (n=9) and Turkish (n=8) callers did not use this
option.

Issues with the telephone interview were reported in the
interviewers focus group, which could not be found in the
descriptive data of the process questionnaire. According to the
interviewer, the quality of the translated questionnaires was not
very good. Although the questionnaire was trandated by a
professional trandlation agency, incorrect trandations were
belatedly identified in the process of data collection. The
guestionnaire was also perceived as very long and complex,
and therefore unsuitable for call-assisted administration.
According to the interviewers, participants rated the
guestionnaire as very intimate and “ psychologically stressful,”
especialy if they had serious diseases or traumatic experiences
that affected their health status permanently. Interviewers were
thus forced into the role of a psychological therapist when
participants told them about their traumatic experiences due to
war, torture, or violence. In these cases contact i nformation was
provided for advisory offices specializing in these issues, to
lessen the burden on the interviewers. Specific problems were
also identified, such as questionsregarding religion, which were
considered offensive in the Syrian and Turkish groups, or
sociodemographic questions about heath, which were
considered to beirrelevant in the Romanian group.

Refusals

Half the callers intended to refuse participation (237/453,
52.3%). They were predominantly Turkish, Syrian, or Croatian
citizens. Even though interviewers were trained to promote the
survey, the majority could not be persuaded.
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The most frequent reason for refusal was a lack of interest in
the survey (148/384, 38.5%). Interviewers in the focus group
reported that they tried to convince people who commented on
thetopic of the survey that it was“ none of my business.” Polish
interviewers referred to different living environments and
explained that Polish people were predominantly in Germany
for work, not to live permanently. Thus, questions about health
were not of interest because health-related action, such asvisits
to the doctor, took place in Poland rather than in Germany. The
2 reminder letters, and especially the announcement of ahome
visit as part of the last reminder, were perceived as “ nuisance,’
“invasion of privacy,” and “involuntary.” According to the
interviewers, the objectives of the survey were not well
understood. Participants reported having “no trust that something
will change due to their participation” and criticized the focus
on PMB (“Arethere diseasesthat only affect special population
groups?’). The interviewers reported that some callers
complained about being assigned to the group of migrants and
felt discriminated against in the survey. Croatian, Syrian, and
Turkish participants most commonly refused dueto having “no
interest.”

The second most frequent reason for refusal was alack of time
(57/384, 14.8%), which was particularly common for Croatian,
Syrian, and Turkish participants. Other reasons that prevented
participation were health restrictions or literacy issues,
predominantly given by Syrian and Turkish participants. The
interviewers reported that there were various call sreporting that
participants had moved to another address or were deceased.
Although these interviewers reports could not be confirmed
quantitatively, confrontation with death was considered
challenging by theinterviewers and was highlighted in thefocus

group.
Process and Qualitative Data of the Home visits

General Results

Of the 1822 participants selected for the home visits, only 945
(51.87%) could be visited by the Romanian, Syrian, and Turkish
interviewersin the given time. Overall theinterviewersreported
that contact with target peoplewas“ mostly polite and friendly.”
TheTurkish interviewersin particular evaluated their strategies
of persuasionin direct personal contact with the sample targets
as particularly convincing. Romanian interviewers emphasized
the positive effect of the home visits with the following
statement: “1f you are standing at the front door, you will belet
infor sure,” meaning that the main challenge was not convincing
people to participate, but making first contact. When personal
contact was accomplished, it waswith the target person directly
in 78.5% (551/702) of cases. Of these contacts with the target
persons, 58.9% (334/567) led to survey participation.

Differences could be identified between the groups: Syrians
consented in 74.4% (203/273) of al cases, whereas Turkish
participantsdid soin only 43.7% (101/231). Thisisin linewith
the overdl response rateto the survey. More Turkish participants
than people with other citizenships a so needed to be contacted
more than once. The contact language was mainly not German.
Interviewersreported that it wasimportant for some participants
to be able to use their mother tongue during the interview. This
was especially demonstrated by the fact that no interviews in
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the last survey phase were conducted in German, although
interviewers estimated that German was possible in 9.7%
(45/465) of communication. Interviewers reported different
characteristics of language as related to citizenship. Older
Turkish participants were more frequently not German spesking;
thus, bilingual approaches should be taken into account for this
group. Romanian participants could not be contacted in German
during the homevisitsat al. Similar experiences were reported
by the Syrian interviewers, where communication took place
in Arabic only. They stated that some medical terms were not
understood in Arabic but were understood in English. Language
barriers that could not be attributed to the questionnaire itself
were reported for people of all citizenships, for example,
challenges with Kurdish-speaking people in the Turkish or
Syrian group or Russian-speaking people in the Romanian
group.

Zeider et d

I nterviews

Of al contacts, 11.0% (104/945) |led to aface-to-faceinterview
performed in the participant’s household directly, and 5.5%
(52/945) led to a subsequent telephone interview after the
telephone number was recorded (100/945, 10.6%). The
interviewers focus group noted that obtaining the phone number
for a subsequent telephone interview should be considered an
emergency option if the respondent desired no alternative. Both
parti cipation options during the fourth survey phase were taken
up by Syrian or Turkish participants. Of the partici pantstargeted,
51.2% (334/652) were femae. Slightly more often women
participated in face-to-face interviews (57/100, 57.0%) than in
the telephone interviews (25/46, 56%), which had a more
balanced sex distribution. Participants were generally 18 to 64
years old (114/146, 78.1%). The youngest age group (18-44
years) was mainly represented by Romanian (14/58, 24%) and
Syrian participants (31/58, 53%), and more people from the
older age group (=65) participated from the Turkish group
(18/32, 56%) (see Table 3).

Table 3. Age and citizenship frequenciesin the interviews in the home visit phase.

Citizenship Agerange (years) Total (N=146)
18-44 (n=58) 45-64 (n=56) >65 (n=32)

Romanian 14 (24.1) 8(14.3) 2(6.3) 24 (16.4)

Syrian 31 (53.4) 25 (44.6) 12 (37.5) 68 (46.6)

Turkish 13 (22.4) 23(41.1) 18 (56.3) 54 (37.0)

Theinterviewers described various situationsin which they felt
stressed, for example, when they were confronted with diseases,
misfortunes, or participants “tending to show depressive
symptoms.” In these situations they stated that it was difficult
to keep their distance or interrupt the flow of speech without
being offensive. The traumatic experiences of some participants
(eg, during war) led to a feeling of helplessness for the
interviewers. In this respect the questionnaire was described as
very formal, as opposed to the personal character of the home
visits. Similar to the experiences in the study hotline, the
interviewers reported that questions regarding migration history
or religious affiliation offended some participants so much that
interviewers had difficulties continuing theinterview. Questions
regarding income or the consumption of acohol were aso
viewed criticaly.

Refusals

Of all contacts during phase 4, 33.2% (314/945) resulted in
refusal, especialy in the groups of Syrian (173/314, 54.8%),
Turkish (76/314, 24.2%), and Romanian (42/314, 13.4%)
participants. The main reason for refusing participation was*no
interest” in the survey (138/235, 58.7%). Interviewers stated
that there were some issues involving the RKI that led to a
misunderstanding about the survey’s aims or the importance of
research in general. Interviewers were, for example, forced to
explain the RKI and its function because it was not known by
the respondents. In the Turkish and Romanian groups,
skepticism about and mistrust in research caused refusal. There
was, for example, no understanding of data security and data
sharing. Some participantsfelt asif they were under surveillance
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by the German government and believed that hidden information
was being gathered with the survey. As in the process of
standardization for the study hotline, interviewers were asked
to evaluate the effectiveness of their attempts to convince
participants after refusal. The interviewers were not successful
in handling objectionsin 96.1% (172/179) of al refusals. Syrian
participants were most likely to be convinced, but only half
participated in the end, which was the same finding as in the
study hotline.

Sample Dropouts

A total of 26.8% (253/945) of the participants could not be
reached during the home visit phase. More than half of these
sample dropouts (138/253, 54.2%) were Romanian participants,
confirming the previous results shown for the AAPOR
disposition codes. The reasons for sample dropout were very
different between popul ations. Whereas Romanian participants
were mainly not available due to wrong addresses or the lack
of aname on the front door or mailbox, it was predominantly
relocations that caused nonparticipation in the Syrian group.
Interviewers also reported that they applied different strategies
to overcome these barriers; for example, 1 of the Romanian
interviewers walked up the staircase in the residential houses
to identify the right apartment if no name was on the doorbell
nameplate. Syrian interviewers reported that sometimes there
was no possibility of reaching participants living in shared
accommaodation, since no name was on the doorbell or because
access was blocked by security guards. The interviewers thus
evaluated the reachability of participants and quality of
addresses very differently.

JMIR Form Res 2020 | vol. 4 | iss. 4 |€14747 | p.91
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

Discussion

Principal Findings

The main objective of the IMIRA survey was to identify
recruitment measuresto improve the response of PM B to health
surveys by the RKI. Although the IMIRA survey focused on
people with non-German citizenship only, the findings are of
value for designing subsequent health surveys at the RKI. We
tested multiple interventions in the IMIRA survey, which
focused primarily on overcoming language barriers, enhancing
personal contact with bilingual interviewers, and optimizing
bilingual survey information materials or a multilingua
guestionnaire. The emphasis of the IMIRA survey was on
diversity-sensitive information with aspecial focus on language
and the design of the documents. The materials consisted of a
cover letter and a survey brochure, and were developed with
representatives of the target population in a focus group.
Although thelack of varying materialsfor different citizenships
was criticized in the focus group, thisidea of varying materials
was waived due to limitations to the capacity of survey
management. Our experience with this survey shows that
aterations for people with different citizenships should be
implemented, athough it might lead to additional costs.
Otherwise, there is a risk that participants would feel
discriminated against or misunderstand the survey’s objectives,
as happened in this IMIRA survey. The main reason for this
was that the survey materials were not tailored for each
citizenship group. Germans with additional foreign citizenship
and peoplewith only foreign citizenship were not differentiated
inthe IMIRA survey. Addressing the whole sample asmigrants
resulted in an external attribution that might have been in
contrast to people’'s own personal attribution of origin or
affiliation, and this might lead to a feeling of discrimination.
This aspect has been discussed in recent research and should
be taken seriously when designing survey materials or a
communication strategy in subsequent surveys [42].

Personal contact is very often described in the literature as the
“siver bullet” for achieving better response rates in
hard-to-reach populations [20,21,28,43]. For PMB, who can
also be considered hard to reach, personal contact was an
essential component of the IMIRA survey design. The study
hotline was set up with bilingua interviewers offering the
opportunity to address queries regarding the survey or
participation directly. Home visits with bilingual interviewers
were carried out in the last survey phase, turning the previously
rather indirect contact into a direct contact. The interviewers
were members of the target population themselves and thus
capable of addressing the survey topics not only in the relevant
language, but also on a diversity-sensitive basis. This was
intended to minimize inhibitory factors, such aslack of trustin
research or literacy issues, which were often discussed in the
literature, or a lack of internet access [8,21]. The attempt to
eliminate language barriers worked very well, as the findings
show. Interviewersreported the frequent use of languages other
than German on the study hotline. Interviewers on the
German-only hatline (group B) in particular reported that
sometimes no communication was possible due to language
issues. Communication during the home visitstook place almost
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exclusively inlanguages other than German and would not have
been possiblein German according to interviewer assessments.
Home visitsincreased participation frequency. Personal contact
through the telephone was not as effective as we had assumed
it would be and had no effect on response. The study hotline
was primarily used for refusals and less for queries regarding
the survey, and thus primarily had an informative value.

Another important emphasis of the IMIRA survey was on
offering different participation options and interventions to
lessen the burden of participation. Our respondents had the
option to participate online, by telephone, or (only in a small
subsample) face-to-face, using multilingual questionnairesand
bilingual interviewers to overcome language barriers as
recommended in research [21,22]. The questionnaire was
administered in a mixed-mode design, known to be connected
to higher response rates, sinceit takes avariety of participation
preferences into account [44]. Participants were first invited to
participate online. With each new contact, other modes, such
astelephone or face-to-faceinterviews, were offered sequentially
ingroup A. Thisdid increase the response rate and in previous
research was shown to be more effective than a simultaneous
mixed-mode design [45]. In consideration of the heterogeneity
of the target population, a combination of self- and
interviewer-administered questionnaires seemed to be of value
to facilitate survey participation [46], athough it might have
had implications for data quality in terms of, for example,
interviewer effects or the discrepancy between auditory and
visual comprehension of the questionnaire [47,48]. The online
guestionnaire was accessible viamobil e phone: participants had
the opportunity to answer the questionnaire “on the go.” This
was intended to reduce refusals for time management reasons.
The questionnaire could also be interrupted, further promoting
compatibility with the participant’s leisure behavior. Research
has shown that younger people might be more attracted by the
opportunity to participate online, whereas older people tend to
prefer interviewer-administered modes (telephone or face-to-face
interviews) [49]. Thiswas confirmed inthe IMIRA survey with
regard to the use of the study hotline and home visits, where
the composition of the sociodemographic sample differed
significantly between self- and interviewer-administered modes.

Alongside the survey’s objective to increase responses, another
important aim wasto identify reasonsfor nonresponse of PMB.
Every contact with the participants, through the study hotline
or through the home visits, was therefore documented in a
process questionnaire. The results showed that more than half
of the callers wanted to refuse participation. Interviewers were
required to document the reasons as accurately as possible. We
identified differences between citizenship groups: Croatian,
Syrian, and Turkish participants primarily called the study
hotline to refuse participation. During home visits Turkish and
Syrian participants more frequently refused participation. The
most common reasons in both cases were “no interest in the
survey” or “notime” Interviewersin thefocus groups described
the refusal reasons in more detail than was possible in the
process questionnaire. They stated that participantsfelt disturbed
by the survey, did not understand the survey’s aims, or had no
interest in the research and the possible implications of the
survey results in their everyday life. This is similar to the
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increasing trend of survey fatigue found in other research in
recent decades [50,51]. More frequent headlines in the press
concerning the falsification of survey results could also explain
this negative trend. Other reasons for refusal were given by the
interviewersaswell, involving the subject of the IMIRA survey.
Although this could not be confirmed quantitatively,
interviewers described the survey’s focus on improving health
monitoring in migrant populations as causing conflict, especialy
for those who did not identify with the label “migrant.”
According to the interviewers, there was suspicion that people
who had lived for along time in Germany were being put on a
level with recent refugees or newly migrated people. Complaints
about thiswere predominantly made by Croatian and Romanian
participants, whose migration histories are from a more distant
past. The Turkish interviewers described other issuesregarding
the focus on migrants. Many participants did not react to the
survey invitations. Only during home visits could participants
be questioned about their unwillingness to participate. The
reported indifference to survey participation might be the result
of being ignored by German institutions and politics for along
time and a resulting development of social segregation from
the host population [24,52]. Interviewers stated that the only
way to convince Turkish people to participate was to argue at
the institutional level, for example, emphasizing that the
government was now interested in their health status and that
it was therefore important to provide the information.

In addition to providing detailed reasonsfor refusal, the process
guestionnaire also improved the quality of the sample with
regard to dropouts dueto rel ocation, death, or wrong addresses.
This was striking especially in the Romanian group, who had
the greatest share of noncontactable (NE) people in the whole
sample. A large proportion of these cases were identified by
undeliverable mail; their address was wrong or nonexistent.
Other cases could only be identified by the interviewersin the
home visits phase, especially when no name was on the doorbell
or mailbox, or if the apartment was sublet. The high mobility
of people with Romanian citizenship was in contrast to the
relatively rigid system of population registration, which makes
the sampling of mobile groups more difficult and does not seem
appropriately representative [16,53].

Limitations and Challenges

Wewere bound by the general procedure at RK | when designing
the IMIRA survey, using population registers for sampling.
Two challenges became clear asaresult. First, we had to sample
people according to their citizenship, since there was no other
practicable way to sample PMB for our survey, as described
earlier in thetheoretical considerations. Asaresult we excluded
naturalized PM B and subsequent generations of PMB from our
target population, who had no citizenship other than German.
Second, the sample size decreased more than expected,
beginning with insufficient numbers of people who could have
been selected for the sample. We requested a disproportionate
sample from the residents registration offices, stratified by sex
and age for each citizenship. Each cell should have been filled
equally for a better comparison of the groupsin later analysis.
The sample could not be delivered as requested, especialy for
the Syrian and Romanian groups 65 years of age or older, and
for the 2 sample points in Brandenburg for all citizenshipsin
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the ol dest age category. Of 9800 requested individuals, asample
of only 9068 people was delivered. The sample size was aso
decreased by invalid addresses due to relocation or for other
reasons. In previous RKI studies, the quality-neutral dropout
rate due to invalid postal addresses was about 10% to 15% of
the gross sample [12]. According to research it can be assumed
that the percentage may be even higher in mobile population
groups, such as newly arrived migrants or asylum seekers[16].
The quality-neutral dropout rate in the IMIRA survey was
17.36% (1574/9068), with great differences between the
citizenships, ranging from 10.74% (169/1574) in the Croatian
group to 32.66% (514/1574) in the Romanian group. Therewere
a variety of reasons for the reduced gross sample, and these
should be considered when drawing a sample from population
registers. In future surveys it would be advisable to use a
proportional stratified sample of the target populations. In
addition, the possible dropout rate should be taken into account
and the gross sample should be increased accordingly. For some
target populations this might still be an inadequate sampling
method, and other ways of sampling should be taken into
account.

Although the survey design was sequential, the effectiveness
of the various interventions cannot clearly be separated, since
the prior interventions were still accessible when the new
interventions were initiated. We also used the survey's
experimental approach to evaluating the interventions only for
Syrian and Turkish participants and for only the first 3 survey
phases. The effectiveness of the interventions could not be
evaluated for the other citizenships, and the analysis was
descriptive only. The impact of home visits on response rate
could be evaluated only for Romanian, Syrian, and Turkish
participants.

The questionnaire was available to al participants in Arabic,
Croatian, German, Polish, Romanian, Syrian, and Turkish.
According to the interviewers, who were native speakers, the
trandlation of the questionnaire was not entirely adequate. In
addition, the questionnaire was not culturally adapted for the
target populations. Asdescribed in theresults, someinterviewers
reported that respondents had strong reservations about certain
questions, for example, whether arespondent was a member of
a religious community. The negative experiences with the
quality of the trandation will have consequences for future
surveys. We will conduct a cognitive test of instruments that
are not already validated in the requested languages and that
might beidentified as particul arly sensitive with representatives
of the target populations. We are endeavoring to develop
standard operating procedures for externally commissioned
trangdlations at the RKI to ensure the quality of future studies.
We will use the team approach for trandations, in which 2
independent translators simultaneously produce a trandation.
Differences between the 2 trandations are discussed by the
team, meaning between the 2 translators and a moderator who
acts as amediator [54].

Further studies in this field of research should acknowledge
theselimitations. In particular, the evaluation of various aspects
of the survey recruitment measures should be studied in more
detail. For example, to our knowledge, thereis still no research
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into the effect of multilingual questionnaires on response rate.
Experimental studies are thus needed.

Conclusion
The IMIRA survey met the challenges of low response rates of
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in future surveys. The study hotline also enabled us to draw
lessonsfor thefuturein terms of structuring survey information
materials and providing the required support for participants.
Home visits with bilingual interviewers had the greatest effect
on responses and will be afirm component of our future surveys

PM B with tail ored interventions, which were shown to be more
or less effective. Bilingual information material and
guestionnaires were received very positively by the participants,
although there were some issues regarding trandation that we
hopeto avoid in future surveysthrough the team approach. The
study hotline did not have the expected effect, but it proved to
be of value for participants with queries, with technical or other
survey-related issues, or wanting to refuse participation. It is
therefore advisableto establish acontact channel for respondents

when considering PMB. We gathered qualitative and procedural
data through focus groups with the interviewers and contact
protocols during the fieldwork phases, providing information
about reasons for refusal or issues leading to nonresponse, and
helping to better characterize the sample in general.
Nevertheless, some of the mentioned reasons for nonresponse
were still very unspecific and should be investigated in more
detail in subsequent surveys.
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Abstract

Electronic health records (EHRS) offer opportunities for research and improvements in patient care. However, challenges exist
in using data from EHRs due to the volume of information existing within clinical notes, which can be labor intensive and costly
to transform into usable data with existing strategies. This case report details the collaborative development and implementation
of the postencounter form (PEF) system into the EHR at the Road Home Program at Rush University Medical Center in Chicago,
IL to address these concerns with limited burden to clinical workflows. The PEF system proved to be an effective tool with over
98% of dl clinical encountersincluding acompleted PEF within 5 months of implementation. In addition, the system has generated
over 325,188 unique, readily-accessible data points in under 4 years of use. The PEF system has since been deployed to other
settings demonstrating that the system may have broader clinical utility.

(JMIR Form Res 2020;4(4):e17429) doi:10.2196/17429
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electronic health record; data collection; veterans

Introduction

Background

The increasing use of electronic health records (EHR) across
medical systems offers unique opportunities for research and
quality improvement, and has the potential to significantly
improve patient care [1]. Data captured in the EHR provides
important insights about patients’ characteristics, treatment
needs, visit frequencies, and other types of information. The
voluminous amount of information contained in EHRS also
enables the development of advanced models to predict the

https://formative.jmir.org/2020/4/€17429
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course of diseases, examine treatment effectiveness, and
determine treatment options [2,3]. Despite the wealth of
information contained in EHRs, amajor challenge exists when
it comes to extracting usable data to advance the delivery of
care and clinical operations. This is largely due to extensive
amounts of text-based information existing within clinical
progress notes, which can be labor intensive and costly to
transform into usable data points [4,5].

Manual chart reviews and data coding or more advanced analytic
techniques such as natural language processing (NLP) are
strategies that have been employed to make text-based
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information in EHRs more usable. However, reviewing charts
and extracting data manually or training a machine learning
model using NLP to identify the proper information requires
significant time and are consequently associated with higher
labor costs [6]. Thus, even if organizations desire to use their
data to drive clinical or operational decisions, it is often not
feasible without significant resources devoted to this process.

Even when the availability of resources is not a barrier and
advanced NLPisutilized to extract text-based datafrom clinical
progress notes, there are still challengesto obtaining usable data
and devel oping accurate models[6]. For example, many clinical
progress notes contain text and information that can be
extremely similar or the same as a result of providers
copying-and-pasting to save time [4,7,8]. As a result, data
extracted from these notes can be highly skewed and may result
in overfitted modelswith limited generalizability [6,7]. In other
cases, content in clinical progress notes may significantly vary,
especialy with regard to behavioral health information [9].
Whereas some providers include detailed documentation of
factors that may be likely to impact treatment outcomes, such
as the type and duration of interventions provided, referrals to
other providers, or changesin clients' symptoms over the course
of therapy, other providers may only include the minimal
required documentation into their progress notes. Overall,
clinical progress notes are highly prone to documentation errors
that can lead to missing or incorrect treatment information and
the additional burden of extracting usable data. Consequently,
itiscritical toidentify and use approachesthat improve the data
capture process without adding a significant burden to providers.

One strategy to improve the data capture process is by
developing tailored flow sheets within EHRs that are specific
to the needs of each clinic and type of encounter. These flow
sheets can then be implemented at virtually all levels of patient
interaction to allow for the collection of relevant, usable data
whenever there is contact with the patient. For example,
postencounter forms (PEFs) areflow sheetsthat can be attached
to each clinical encounter and enable clinicians to quickly,
accurately, and completely document relevant treatment
information that can be easily extracted for analytic purposes.
For behavioral health, this may include information about
interventions used during sessions, minutes spent providing the
interventions, clinical severity and progress, referrals provided,
or termination status. The adaptability and convenience of PEFs
allow organizations and providers to easily and accurately
capture information relevant to their specific needs.

In this case report, we documented the development and
implementation of the PEF system in the Road Home Program

https://formative.jmir.org/2020/4/€17429
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at Rush University Medical Center. Specifically, we detailed
the process of developing the PEF content and system,
demonstrated the types and volume of datathat can be captured
and easily extracted using this system, and described the
implementation of the system.

Case Description

The PEF system was first developed and implemented at the
Road Home Program within the Department of Psychiatry at
Rush University Medical Center in Chicago, IL in response to
a need to easily document and evaluate program use and
effectiveness and be able to provide detailed program
information to its funders. Later, this system was disseminated
to other departments within the academic medical center.

Methods

Development of the Postencounter Form

Members from various teams worked together during the PEF
system development processto identify their unique data needs
and note specific limitations. Teamsincluded clinical providers
who deliver services and were responsible for entering session
data, members from the knowledge management team that
combine data from multiple sources including the EHR and
online survey tools, members from the data team who are
responsible for cleaning and auditing the data to ensure its
accuracy, and members from the research team who use data
for descriptive and predictive analytics to generate insights that
can help improve clinical care. The goal was to develop a
comprehensive yet efficient system that enabled the collection
of all relevant data in 90 seconds or less per patient encounter
to prevent an excessive burden on clinicians who have limited
time for documentation. Moreover, the PEF system needed to
be adaptabl e since program needswould change asit expanded.
It was critical for the system to be easy-to-use for al involved
parties so that thetool could be quickly learned and errors could
be minimized or easily detected and corrected. The PEF system
also needed to be accessible and enable theimmediate extraction
of datafor analytic purposes. In addition, as described earlier,
it was important for the system to be cost-effective as the cost
of implementing more advanced approachesinvolving NLP can
be prohibitive. The clinical data that were determined to be
important to capture in the PEF for the Road Home Program
along with a brief description of their purposes are shown in
Table 1.

Figure 1 shows the Road Home Program PEF. The specific
fields of the PEF may differ based on aclinic’s needs.
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Table 1. Road Home Program postencounter form fields with descriptions

Held et a

Postencounter form field Description

Visit type Specify whether encounters took place in person, over the phone, or through video

Serviceline Specify whether service provided was an intake vs regular appointment and whether the service
was part of the outpatient or 3-week intensive treatment program

Service type Specify whether services were provided for individuals, groups, families, or couples

Clinical Global Impression Scale (severity)
Clinical Global Impression Scale (improvement)
Primary intervention

Minutes spent for primary intervention
Secondary intervention

Minutes spent for secondary intervention
Referral given

Referral target

Referral reason

Termination

Termination date

Leave reason

Validated clinician-rated scale to indicate a patient’s symptom severity level

Validated clinician-rated scale to indicate how much a patient has improved

Specify the type of intervention delivered

Specify the number of minutes for which the intervention was delivered

Specify the type of any secondary intervention delivered, when applicable

Specify the number of minutes for which the secondary intervention was delivered

Specify the type of referral that was made during the session

Specify for whom the referral was made

Specify the reason the referral was made

Specify whether termination took place during the session

Specify the date of the termination

Specify the reason for leaving or terminating care

Figure 1. Sample Road Home Program post-encounter form. |OP: intensive out patient; OP: out patient; TBI: traumatic brain injury; VA: Department
of Veterans Affairs, STAIR: Skills Training in Affective and Interpersonal Regulation; DBT: dialectical behavior therapy; EMDR: eye-movement
desensitization and reprocessing; FOCUS: Families OverComing Under Stress, MST: Military Sexual Trauma.

Post Encounter Form - Post Encounter Form - Road Home

~ Post Encounter Form

6=Severely ill

6=Much worse

Intake evaluation
Psychopharm follow-up
Psychoeducation

Cognitive processing therapy
Substance Use Consultation
Dialectical behavior therapy
EMDR

Emotion focused couples th...
FOCUS Family

Parenting guidance, minor child
Yoga

Recreation/Field Trip
Spiritual Counseling
Physicals/Health Assessment
Psych evaluation

Neuropsychological feedba..

Minutes Spent For Primary

Clinical Global Impression Sca
1=Very much improved  2=Much improved

7=Very much worse

Visit Type

Office visit | Video Telephone

ervice Line

IOP Intake 1oR OF Intake orP

Service Type

Individual  Group Couples Family

Clinical Global Impression Scale - Severity (CGI-5)

1=Normal, not at all il 2=Borderling ill 3=Mildly ill

7=Among the most ex..

ale - Improvement (CGI-I)

Pre-I0P engagement call
Treatment planning
Supportive therapy

Unified protocol

Mindfulness Based Sobriety
D2T skills Consultation
Relaticnship-focused individ..
Other couples therapy (com...
FOCUS Group

Parenting guidance, adult child
Massage

Mutrition

Mindfulness/Stress Reduction
Screening consultation

TBI evaluation

Other {comment)

ntervention

3=Minimally improved

4=No change

99=Not applicable, in

Post-IOP engagement call
Case management
Cognitive behavioral therapy
Acceptance and commitmen.
Relapse prevention
Narrative Therapy

Gottman method couples th...
FOCUS Individual

MST FOCUS

Group therapy

Acupuncture

Fitness

Art Therapy

General medical evaluation

TEI follow-up

4=Moderately il

5=Markedly ill

S=Minimally worse

Psychopharm evaluation

V& Coordination

Prolonged exposure
Motivational interviewing
STAIR

Psychodynamic psychotherapy
Cognitive-behavioral conjoi...
FOCUS Couple

Family therapy

Support group

Equine Therapy

Finance

Wellness Assessment

Crisis management

Neuropsychological evaluation
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Implementation into the Road Home Program

Following the devel opment of the PEF system, which involved
evaluating various prototypes, the team implemented it into the
Road Home Program clinical flow. All Road Home Program
staff were required to attend a 1-hour training session where
the purpose of the PEF was discussed. A demonstration was
given on how to compl ete the form and questions about its use
were answered. The difficulty of extracting data from clinical
progress notes was specifically highlighted to help staff
understand theimportance of collecting datain easily extractable
ways, evenif this process added up to 90 seconds per encounter.
Following the initia training, the team periodically met with
select providersto ensure that everyone was aligned with regard
to how the PEFs were completed, for example to ensure that
providerswould all code a cognitive behaviora interventionin
the same way rather than using another, noncognitive behavioral
intervention code. Several weeks following the training, the
team met with the staff again to demonstrate the usefulness of
PEFs by providing basic descriptive information about
encounters that were aready completed using PEFs. The
descriptiveinformation focused on the number of minutes spent
delivering interventions such as cognitive behavioral therapy,
and the types of referralsthat had been made and tracked since

Held et al

theimplementation of the PEF. Theintention behind this process
was to reinforce providers' use of the PEF. Clinicians quickly
began to use the PEF following its implementation (Figure 2).
In only 5 months, 98.2% (109/111) of all Road Home Program
clinical encountersincluded a PEF. Therate of use hasremained
extremely high since the PEF system was implemented; on
average, only 0.08% (260/323,026) of all encounters had a
missing PEF since May 2015. Between December 2015, and
August 2019, atotal of 40,889 PEFs have been completed by
Road Home Program providers, capturing more than 325,188
unique data points.

To facilitate the implementation, the team met with providers
who tended to underutilize the PEF system to identify and
resolve potential barriers. The biggest barrier to using the PEF
was providersnot being ableto locateit in the EHR, which lead
to the creation of a specific instructional guide on where to
locate it. The team continued to meet with providers as needed
when they encountered issues with locating or completing the
form following the initial implementation and will continue to
do so as needed. Theteam also continued to present descriptive
and advanced analytical insights about the program to providers
to further reinforce the utility and importance of the PEF system.

Figure 2. Percentage of Road Home Program encounters with post-encounter forms from November 2014 through September 2019.

100.0 100.0 1000 100.0 999 10001000 1000
.2

998 996993 938 995 10001000 1000 100.01000 1000

1000 995 100.0 99.993.9 1000 939 595

o
1000 1000 ggg 994995 993 1000 958 936 598

unter Forms

Percentage of Encounters with Post Enco

Discussion

In this case study we described the development and
implementation of the PEF system, which can be used to quickly
and accurately capture clinicaly relevant data in a
comprehensiveyet efficient, adaptable, easy-to-use, accessible,
and cost-effective way. Given the challenges associated with
manual extraction of clinical progress note content or the use
of more advanced and costly processes such as NLP, it was
important to identify ways that clinical data could be easily
captured and made immediately usable for anaytic purposes.
This study demonstrated the PEF system built in Epic; however,
it can be built in to most modern EHR systems with minimal
effort, asit is based on simple flow sheets that are attached to
each encounter. Moreover, the PEF system is highly adaptable

https://formative.jmir.org/2020/4/€17429
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0
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to the unique needs of any department or clinic. Itisalso flexible
enough that its content can be changed as priorities or needs
shift.

The implementation of the PEF system at the Road Home
Program demonstrated the importance of collaboration between
members and different teams. A common challenge to
implementing new systems is that direction is given top-down
withlittleinput from individual swho are expected to use newly
developed tools. In this case, members from a wide range of
teams worked together to develop an end product that met the
needs of everyone involved. Moreover, the development team
worked closely with providers during theimplementation phase
and ensured that providers understood why the system was
developed and the benefits of the system compared to existing
practices (ie, clinical progress notes alone). The development
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team then reinforced the use of the newly developed PEF system
by repeatedly demonstrating to providers what data was being
generated and how it can be used to inform clinical or
operational decisions.

It isimportant to note that the use of flow sheetsis not limited
to PEFs, as flow sheets can be used to capture all types of data.
Since the successful implementation of the PEF system, the
Road Home Program has implemented this system for most
other formsof data collection such asdemographicinformation
during an intake evaluation, medical information, or
clinician-administered assessment data. Anecdotally, providers
continue to remark about the ease of data collection. The data
captured using the PEF system have been critical in providing
data for the development of predictive models that have led to
the improvement of clinical operations[10].

This case study has several limitations that should be noted.

Held et al

academic medical center. Additional research needs to be
conducted to determine whether the PEF is a viable option for
other departments and medica systems. Second, the
implementation of the PEF system was not randomized. Thus,
it is impossible to determine in what ways the close
collaboration between the devel opment team and providers as
well asthe stepwise approach affected the ultimate uptake. Last,
the PEF system was not directly compared to approaches using
NLP. Thus, it cannot be determined whether the PEF system is
more or less accurate, labor-intensive, or costly than NL P-based
approaches.

Despite the aforementioned challenges, this case study
highlighted how useful the PEF system can be for quickly and
accurately capturing data without increasing provider burden
or requiring significant time or funding to extract clinical data.
Future research should closely examine the implementation

process to determine the most effective way of rolling out new

First, this case study focused on a single program within one tools such as the PEF in avariety of health settings
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