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Abstract

Background: Therenal diet iscomplex and requires alterations of the diet and careful monitoring of various nutrients. Elevated
serum phosphorusis common among patients undergoing hemodialysis, and it is associated with many complications. Smartphone
technology could be used to support both dietitians and patients by providing a source of accessible and reliable information.

Objective: Theaim of this pilot isto assess the potential efficacy of an intervention using the educational and self-monitoring
mobile app KELA.AE on the phosphorous management in hemodialysis patients. Results will be used to improve both the app
and aplanned, rigorous large-scale trial intended to assess app efficacy.

Methods: This is a prospective pilot study performed at the hemodialysis unit of Al Qassimi Hospital (Emirate of Sharjah,
United Arab Emirates). All patients were assessed for eligibility and, based on inclusion criteria, considered for enrollment.
Participants met with a dietitian once aweek and used the mobile app regularly for 2 weeks. Outcomes (knowledge, self-reported
nonadherence, dietary intake, anthropometry, and biochemical data) were measured. This pilot is reported as per guidelines for
nonrandomized pilot and feasibility studies and in line with the CONSORT (Consolidated Standards of Reporting Trials) 2010
checklist for reporting pilot or feasibility trials.

Results: Of 26 subjects, 23 successfully completed the pilot. Patient dietary knowledge about phosphorous management improved
from 51.4% (SD 13.9) to 68.1% (SD 13.3) after intervention with alarge effect size (d=1.22, 95% Cl 0.59t0 1.85). Dietary protein
intake increased from amean of 0.9 g/kg (SD 0.3) per day to amean of 1.3 g/kg (SD 0.5) per day with alarge effect size (d=1.07,
95% CI 0.45 to 1.69). Phosphorus to protein ratio dropped from a mean of 18.4 mg/g protein to 13.5 mg/g protein with a large
effect size (d=0.83, 95% CI 0.22 to 1.43). There was no evidence of change in phosphorous intake, self-reported nonadherence,
and serum phosphorus.

Conclusions: The findings of this prospective pilot reveal the potential efficacy of a smartphone app as a supportive nutrition
education tool for phosphorus management in patients undergoing hemodialysis. This pilot study showed that the KELA.AE app
has the potential to improve knowledge and dietary choices. A rigorous randomized controlled trial should be performed to
evaluate the efficacy, assessing app use of along-term intervention.

(IMIR Form Res 2021;5(6):€17858) doi:10.2196/17858

https:/formative.,jmir.org/2021/6/€17858 JMIR Form Res 2021 | vol. 5| iss. 6 | €17858 | p.2
(page number not for citation purposes)


mailto:kmirey@gmail.com
http://dx.doi.org/10.2196/17858
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR FORMATIVE RESEARCH

KEYWORDS
renal diet; mhealth; dietary app

Introduction

Dietary management plays an essential role in slowing down
disease progression and improving the quality of life of people
with chronic kidney disease (CKD) [1,2]. However, the rend
diet is complex and requires targeted attention of the intake of
various nutrients [3], and patients often express frustration and
confusion about this [4]. Dietary adjustments are made
continuously in responseto alterationsin blood parameters, and
patients must be constantly monitored and followed up
accordingly [5].

Elevation in blood phosphorus is specifically common among
this patient group, and it is associated with many comorbidities
such as cardiovascul ar disease, metabolic bone mineral disease,
and mortality [5]. Even amild hyperphosphatemia (greater than
5.0 mg/dL) is independently associated with an increase in
mortality among hemodialysis patients [6]. Therefore,
management of hyperphosphatemia is essential during
hemodialysis; however, this seemsto be particularly challenging.
Patients are recommended to consume 1.2 g/kg body weight of
protein to achieve protein needs during hemodialysis [3].
Moreover, phosphorusistypically found in protein-rich foods;
thus, restricting dietary phosphorus to the recommended 800
to 1000 mg/d while maintaining adequate protein intake is the
cornerstone of thisdiet [3]. Such recommendations are not easily
compatible [7] and lead to conflicting and ambiguous
information that requires simplification and clarification from
the dietitian’s side [8].

Adherencetotherenal diet is, therefore, an essential component
for the management of hemodialysis patients [9]. Patient
knowledge can play a role in compliance with the diet [10].
Therefore, nutrition education and counseling might have a
positive effect on blood phosphorous [11]. However, eating
habits are complicated and not merely influenced by knowledge,
but also by a patient’s readiness to change and their health
beliefs[12]. The association between knowledge and adherence
is not always clear, and an increase in knowledge does not
necessarily lead to improved adherence [13]. Nutrition education
can, neverthel ess, improve nutrition knowledge, which, inturn,
can support increased dietary adherence[14,15]. Thisknowledge
is especially valuable when patients are willing to change their
dietary behaviors[13].

From the patient’s perspective, receiving easy to understand
individualized nutrition education at the early stagesis desired
[4]. Educational materials should be theory-based and adapted
tothe patient [2] to be effective. A thorough education has been
listed among the facilitators for improvements of serum
phosphorus. Such interventions consist of multiple long
encounters with patients and thus may not always be feasible
[16]. Time limitation during encounters with dietitians and
physicians often act as a barrier to effective nutrition education

[17].

A recent study qualitatively explored the experience of rena
dietitians. Dietitians expressed frustration, limited resources,
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and emotional and professional challengesin providing dietary
education to CKD patients [8]. Hemodialysis patients show
similar frustration and a need for continuous accessto reliable
nutrition information. Therefore, alternative approaches should
be explored that may support both dietitians and patients in
overcoming these difficulties. Smartphone technology can
provide persons with chronic diseases with accessible and
reliable information [18]. Additionally, in-app educational
meaterialsallow patients access to nutrition education in different
modalities [19]. Accordingly, dietary apps may be effective at
improving nutritional outcomes in chronic diseases [20].

Freely accessed educational websites are available to CKD
patients, but they target persons with high computer literacy
[21]. Commercially, somerena nutrition appsare also available,
but they are mostly available in the English language only and
may include a subscription fee [22,23]. Research in thisareais
still scarce as only a few publications have addressed the
effectiveness of mHealth in the context of CKD [23].
Additionally, only a few registered clinical trias are active in
the area of mHealth in CKD [24].

The IDEAS (integrate, design, assess, and share) framework
for the development of effective digital interventions defines
the process of assessing the efficacy of a developed product as
starting with apilot study aiming at estimating potential efficacy.
Information gathered from the pilot study would then be used
to improve the product itself and the study design of arigorous
randomized controlled trial (RCT) [25].

Thisisapilot study that aims to explore the potential efficacy
of an intervention using a smartphone app in the phosphorus
management of patients undergoing hemodialysis. The results
of this pilot study will be used to improve the app itself along
with the study design of a rigorous RCT. The app used is
research-based and includes self-monitoring features,
educational features, and CKD-friendly recipesin English and
Arabic. Thedescription of the person-centered and theory-based
app development is detailed in a separate publication [19].

Methods

Study Design

Thisisaprospective pilot study conducted using atheory-based
educational dietary app Kidney Education Lifestyle Application
(KELA.AE). This pilot followed the guidelines for reporting
nonrandomized pilot and feasibility studies[26]. This study is
also reported in line with the CONSORT (Consolidated
Standards of Reporting Trials) 2010 checklist of information
to include when reporting a pilot or feasibility trial excluding
items pertinent to randomization (Multimedia Appendix 3)
[26,27]. Outcome measures include knowledge, self-reported
nonadherence, dietary intake, anthropometry, and biochemical
data
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Participants, Eligibility, and Recruitment

A list of al patients undergoing hemodialysis was obtained
from the hemodialysis unit of Al Qassimi Hospital (Emirate of
Sharjah, United Arab Emirates), and all subjects were
approached during their scheduled dialysis session to identify
those who met the inclusion criteria. The study was explained
to eligible participants, and signed consent formswere collected
from those who agreed to participate. A total of 26 participants
were recruited. Patients undergoing hemodialysisfor at least 3
months; free of life-threatening conditions; able to read, write,
listen, and communicate in Arabic; owning an Android
smartphone; and not having been hospitalized in the past 6
months were dligible to participate in the study. Recruitment
and data collection began in February 2019 and ended in April
2019. Post hoc calculations of sample size in pilot studies,
assuming detection of unanticipated problemswith aprobability
of at least 15% (1=0.15) and a 95% confidence level, resulted
in arequired sample of 19 subjects [28].

Ethical Approvals

The study received Ingtitutional Review Board approval
(ZU17_066_F) from Zayed University, Dubai.

Procedure

Participantswere provided with ausernametoinitiatethe sign-in
procedure. Upon registration, participants were provided with
a brief orientation to the app features, and free access to
KELA.AE was provided for 2 weeks. During this period,
participants met face-to-face with a research dietitian once a
week. The dietitian provided participants with reinforcements
of the critical messages relayed by the educational materials
and answered questions about the app use and content. The
dietitians also collected data from patients before and after app
use. Baseline and postintervention outcomes were assessed
before app registration (T0) and after the completion of 2 weeks
of app use (T1). The trial was stopped when all participants
completed 2 weeks of app use. Participants could keep using
the app if they wished; however, al data collection was
completed 2 weeks after app use.

KELA.AE App

The app consists of an Arabic, theory-based, and culture-specific
Android app (KELA.AE). A formative study of the app has
been published elsewhere[19]. The app was designed to provide
dietary education and traditional renal diet—friendly recipesto
hemodialysis patients. The transtheoretical model [29] and
constructs from the reasoned action approach [30] were
incorporated in the development of the educational materials.
Three different stages of change have been included along with
the concepts of self-efficacy, norms, and attitudes. Behavior
change techniques used included self-monitoring of behavior,
problem solving and coping planning, goal setting, social
comparison of behavior, and verbal persuasion to boost
self-efficacy. The stagesand constructs were incorporated based
on previously published, validated stage-based materials [31],
qualitative data, and brainstorming sessions performed during
app development by the research team [19]. Different
educational modalitieswere used to deliver the behavior change
techniques: notifications, podcasts, and videos. Each modality
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ismatched to abehavior stage and aconstruct from the reasoned
action approach; an example would be a notification that is
delivered to the user stating “Many dialysis patients have
benefited from the advantages of exercising and were able to
improvetheir quality of life. You candoit too!” (thisisprovided
to a patient categorized in the action stage and linked to
capacity/self-efficacy). Additional examples of educational
materials are reported in a separate publication [19].
Self-monitoring features to track food intake and blood tests
are also available.

The app was devel oped as a collaboration between the research
team and the design team of an app development company. The
technical development of the app software was outsourced by
the research team to the development company. Educational
materials were prepared by the research team in collaboration
with the departments of Arabic and communications of Zayed
University. The app is hosted on the servers of the development
company.

Sdlf-Reported Nonadherence

The Dialysis Diet and Fluid nonadherence Questionnaire was
used to assess self-reported dietary nonadherence [32]
(Multimedia Appendix 1). The questionnaireincludes 2 simple
guestions on the frequency and degree of nonadherence. The
same questions are asked for overall dietary nonadherence and
again for dietary phosphorus nonadherence (total of 4 questions).
It requires the patient to report nonadherence as the number of
nonadherent days in the last 14 days. The degree of
nonadherence is reported on a Likert scale (0 to 4, where 0
means compliant and 4 means severe nonadherence). The
guestions were trandated to Arabic but given their
straightforward simplicity further validation was deemed
unnecessary. Construct validity of the original tool was reported
using a Kendall tau correlation for frequency and degrees of
nonadherence (t=0.495; P<.001) [32]. Adherence viathe app
was not collected due to the lack of in-app analytics in the
current version of the app.

Knowledge

The Knowledge Questionnaire consists of 18 questions ng
knowledge about the renal diet (Multimedia Appendix 2). A
total of 18 points can be achieved if al answers are correct;
scores were then converted into a percentage. This tool was
used in Arabic before [33] based on an adaptation of the original
questionnaire [34] and now includes Arabic foods. A score of
60% in overall knowledge (all 18 questions) was considered as
sufficient knowledge as recommended by the questionnaire
[33]. Questions were clustered by topic, and a subanalysis was
performed to understand knowledge in specific areas pertinent
to phosphorous management (phosphorus content in food,
consequences of hyperphosphatemia, and use of phosphate
binders).

Dietary Intake

Dietary intake was assessed by 2 trained research dietitians
using face-to-face 24-hour recalls[35]. Participants were asked
if the day before was deemed representative of the previous
week, and if not, they were asked to report a typical day for
better representation of the past week’s intake. The 24-hour
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recalls were analyzed using the FoodData Central of US
Department of Agriculture databases [36]. Phosphorus needs
were considered as 1000 mg/d for participants with serum
phosphorus below 5.5 mg/dL and 12 mg/g of protein intake for
participants with serum phosphorus below 5.5 mg/dL [37].

Biochemical Parameters

Blood parameters were retrieved from patient medical records
as part of the routine protocols of the hemodialysis unit
(measurements are taken post hemodialysis session). Target
values for serum phosphorus in hemodialysis were considered
between 3.5 and 5.5 mg/dL based on the National Kidney
Foundation Kidney Disease Outcomes Quality Initiative (NKF
KDOQI) recommendations [3].

Anthropometric M easurements

Body weight and height were retrieved from patient medical
records, as measured postdialysisroutinely. BMI was cal cul ated
accordingly using measured body weight and height.
Comparative standardsfor body weight were used as suggested
by the Nutrition Care Manual [37] based on the NKF KDOQI
guidelines [3]. Accordingly, standard body weight from the
National Health and Nutrition Examination Study was used for
the calculation of nutrient needs. Adjusted edema-free body
weight was used for the calculation of nutrient needs for
participantswith <95% or >115% of standard body weight [37]
as recommended by the guidelines.

Fakih EI Khoury et a

Statistical Analysis

SPPS (version 21, IBM Corp) was used to perform al statistical
analyses. Categorical variableswere described using frequencies
and percentages, while means and standard deviations were
used to represent continuous variables. A Shapiro-Wilk
normality test was performed to ensure that data are normally
distributed. Paired t tests were used to compare the mean scores
before and after the intervention. Two-tailed P values are
reported. Effect sizes were calculated as Cohen d (with 95%
Cl) using mean difference and pooled standard deviations. The
effect szewasconsidered small at 0.2, medium at 0.5, and large
at 0.8 and above [38].

Results

A total of 23 participants completed the app pilot testing. Two
subjects were excluded dueto issues related to low smartphone
storage capacity, and one subject was not interested in
downloading the app. The mean age of the participantswas 48.5

(SD 13.7) years, mean BMI was 31.9 (SD 7.9) kg/m?, and mean
time on dialysis was over 1 year, with 29.7 (SD 37.3) months
of dialysis. More men were enrolled in the study (14/23, 61%),
and most participants suffered from hypertension (16/23, 70%)
or diabetes (11/23, 48%). Demographics measured at baseline
are shown in Table 1. Figure 1 depicts the CONSORT flow
diagram.

Table 1. Demographics and baseline characteristics of the study population (n=23).

Characteristic Value
Age (years), mean (SD) 485 (13.7)
BMI (kg/m?), mean (SD) 31.9(7.9)
Months on dialysis, mean (SD) 29.7 (37.3)
Gender, n (%)

Male 14 (61)

Female 9(39
Smoker, n (%) 6 (26)
Comorbidities, n (%)

Hypertension 16 (70)

Diabetes 11 (48)

Dysdlipidemia 209

Cancer 1(4)

Liver disease 149
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Figure 1. CONSORT study flow diagram.
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Knowledge and Nonadherence

Overdll, the mean self-reported nonadherence days dropped
from 3.2 (SD 4.5) over the past 14 days to 2.0 (SD 3.0) days
after exposure to in-app education with a small effect size
(d=0.33, 95% CI —0.25 to 0.91). The severity of nonadherence
was mostly mild and moderate preintervention and
postintervention.

The mean perceived days of nonadherence to the phosphorus
content of the diet increased from 1.1 (SD 3.2) daysto 1.9 (SD
3.0) dayswith asmall effect size (d=0.25, 95% CI 0.33t0 0.83).
The severity of nonadherence changed from 19 participants
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reporting no deviation from the diet to only 10 reporting no
deviation.

Knowledge was below the 60% cutoff point of adequate
knowledge at baseline and improved to reach a mean of 68.1%
(13.3) after intervention, with alarge effect size (d=1.22, 95%
Cl 0.591t0 1.85). Specific knowledge pertinent to consequences
of hyperphosphatemia and phosphate binders also improved
(large effect sizes d=1.15, 95% CI 0.53 to 1.77, and d=1.00,
95% Cl 0.39 to 1.61, respectively). Knowledge about the
phosphorus content of food improved, with a medium effect
size (d=0.54, 95% CI -0.05 to 1.12). Results pertinent to
adherence and knowledge are detailed in Table 2.
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Table 2. Baseline and postintervention self-reported dietary nonadherence and dietary knowledge (n=23).

Questionnaire Baseline Postintervention Cohen d (95% ClI) P value
DDFQ? overall
Nonadherence (days), mean (SD) 3.2(45) 20(3.0 0.33(-0.25t0 0.91) 32
Nonadherence (degree), n (%)
No deviation (0) 11 (48) 11(11) _b —
Mild (1) 5(22) 4(8) — —
Moderate (2) 4(17) 7(7) — —
Severe (3) 2(9) 1(1) — —
Very severe (4) 1(4) 0(0) — —
DDFQ, phosphorus
Nonadherence (days), mean (SD) 1.1(3.2) 1.9(3.0) 0.25 (0.33t0 0.83) 45
Nonadherence (degree), n (%)
No deviation (0) 19 (83) 10 (44) — —
Mild (1) 1(4) 5(22) — —
Moderate (2) 2(9) 7 (30) — —
Severe (3) 0(0) 1(4) — -
Very severe (4) 1(4) 0(0) — —
KnQC mean (SD)
% Overall knowledge (>18 questions) 51.4 (13.9) 68.1 (13.3) 1.22 (0.59t0 1.85) <.001
Knowledge of phosphorus content of food (>7 questions) 47.8 (21.4) 57.1(12.2) 0.54 (-0.05t0 1.12) .06
Knowledge of consequences of high levels of phospho- 43.5 (18.8) 66.3 (20.8) 1.15(0.53t0 1.77) <.001
rus (>4 questionnaire)
Knowledge of phosphate binders (>4 questions) 48.9 (29.6) 76.1(24.4) 1.00 (0.39t0 1.61) <.001

3DDFQ: Dialysis Diet and Fluid Questionnaire.
BNot applicable.
®KnQ: Knowledge Questionnaire.

Serum Phosphorus and Dietary Intake

Dietary protein intake increased from amean intake of 0.9 (SD
0.3) g/kg per day to amean intake of 1.3 (SD 0.5) g/kg per day
with a large effect size (d=1.07, 95% CI 0.45 to 1.69).
Phosphorus intake as compared to phosphorus needs did not
change. However, the phosphorusto protein ratio dropped from
amean of 18.4 mg/g of protein to 13.5 mg/g of protein with a
large effect size (d=0.83, 95% CI 0.22 to 1.43). Thisresult is
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desirable given that it is closer to the recommended 12 mg/g of
protein.

No changes wereidentified in serum phosphorus; however, the
number of participants with serum phosphorus above 6 mg/dL
increased to become 10 subjects as compared to 6 at baseline.
This may be in line with the increase in protein intake and a
dlight increase in total phosphorus intake. Table 3 illustrates
data on serum phosphorus and dietary intake.
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Table 3. Baseline and postintervention dietary intake and serum phosphorus level (n=23).

Parameter Baseline Postintervention Cohen d (95% Cl) P vaue
Phosphorusintake, mean (SD)
Dietary phosphorus (mg/d) 1152.5 (489.8) 1343.1(83.0) 0.42 (-0.15t0 1.01) .88
% compliance to phosphorus needs 108.3 (44.5) 109.4 (45.5) 0.02 (-0.55t0 0.60) 72
Dietary protein (g/d) 71.1 (26.4) 103.8 (37.8) 1.00 (0.38to 1.61) <.001
Dietary protein (g/kg/d) 0.9(0.3) 1.3(0.5) 1.07 (0.45t0 1.69) <.001
Phosphorus to protein ratio (mg/g) 18.4(7.9) 13.5(2.9) 0.83(0.22t0 1.43) .01
Serum phosphorus (mg/dL), mean (SD) 5.3(1.5) 5.5(2.0) 0.15(-0.43t0 0.73) .60
Nonadherence to serum phosphorus, n (%)
<5 mgldL 11 (48) 11 (48) _a —
5-6 mg/dL 6 (26) 2(9) — —
> 6 mg/dL 6 (26) 10 (43) — —
@ot applicable.
Discussion education material may be needed to understand if increased

Principal Findings

The main findings of this prospective pilot study show that
in-app nutrition education, asasupportivetool to dietitians, can
improve knowledge of therenal diet among patients undergoing
hemodialysis. Thus, the in-app educational features
(notifications, podcasts, videos, and recipes) of the KELA.AE
app might have potential as a useful source of nutrition
education for patients undergoing hemodialysis. The use of
smartphones as supportive tools to deliver education may help
overcome the time limitation barrier that is reported during
face-to-face encounters with dietitians and physicians [17].
Accordingly, app availability may be beneficial to both patients
and health care practitioners as supportive toolsfor regular care.

However, self-reported adherence to the renal diet was not
changed after the use of the KELA.AE smartphone app.
Self-reported dietary questionnaires may be a source of bias
related to social desirability. Nevertheless, adherence to
phosphorus intake (24-hour recalls) and serum phosphorus did
not improve either. Knowledge scores were not satisfactory at
baseline (bel ow the 60% cutoff used) and increased significantly
to reach a mean score of 68.1%. It seems that the association
between knowledge and dietary nonadherence in diaysis
patientsisnot alwaysclear [39]. In the results of this prospective
pilot, nonadherence to the phosphorus content of the diet
increased after theintervention. Theincreasein knowledge may
explain this. Patients might have become more aware of the
phosphorus content of food and therefore, their self-perception
of nonadherence changed accordingly. A study performed in
patients with heart failure reported that despite knowledge on
the sodium restriction diet being high, only 40% of participants
were adherent to the restrictions based on urine sodium
excretion. However, perception of the benefits of the diet was
correlated with dietary adherence [40]. Nevertheless, other
studies have found that intense nutrition education [41,42] and
dietary knowledge[15] improve adherence. Accordingly, longer
exposure to continuous education both by dietitians and in-app
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knowledge may improve adherence and possibly serum
phosphorus.

Anincreasein dietary protein was nevertheless observed as an
outcome of the intervention. Protein intake in hemodiaysisis
essential for the prevention of malnutrition. There is also an
association between reduced protein intake and increased
mortality [43]. The participants in this pilot study started with
low protein intake as compared to the needs of >1.2 g/kg/d
recommended by NKF KDOQI guidelines[3] and achieved an
average intake in line with recommendati ons postintervention.
The contradiction between the protein and phosphorous
recommendations of the dialysis diet may lead to protein
restriction asaresult of decreased phosphorousintake. Baseline
and postintervention phosphorusintake were within phosphorus
recommendations. Therefore, the increasein protein intake did
not negatively impact phosphorus intake. Additionally, the
phosphorus to protein ratio postintervention was closer to the
recommended ratio of 10 to 12 mg/g of protein [3], meaning
that patientsincreased their protein intake while choosing foods
that were lower in phosphorus. These dietary changes may be
aresult of increased patient knowledge. However, the duration
of the intervention may have been too short to detect changes
in serum phosphorus, which is a limitation of the pilot. This
will be better explored in the futuretrial.

Adherence to phosphate bindersis also an essential component
in the phosphorous management of dialysis patients. In this
pilot, knowledge pertinent to phosphate binders improved
postintervention; however, adherence to binders was not
measured directly. Additionally, types of binders and their
prescriptions were not investigated and benchmarked with
recommendations.

Limitations

Another limitation of the pilot study isthe lack of app use data,
which was not retrievable due to the lack of in-app analytics.
Thefirst and last accessfor each user arethe only dataavailable,
and all users had accessed the app at least once during each
week. The next version of the app will include in-app analytics
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to alow the future trial to track if app use influences
improvement in outcomes.

Additionally, user acceptability should also befurther assessed.
A questionnaire was used during this pilot study to explore
acceptability; however, al participants provided answers
indicating that they strongly agree with all the questions. The
team considered the data coll ected unsuitable for the assessment
of acceptability. Acceptability will be assessed in the future
trial using the validated Arabic version of the Mobile
Application Rating Scale [44]. Qualitative data will also be
added to the assessment during the futuretrial.

Validinterpretation, translation, and generalizability of mHealth
interventions al so depend on the assessment of treatment fidelity
[45]. Thefuturetrial will also assesstreatment fidelity in-depth
to ensure integrity, reliability, and validity of this mHealth
intervention before the interpretation and generalizability of the
results. During this pilot, we were unabl e to ensure compliance
with all the goals of treatment fidelity proposed by the Treatment
Fidelity Workgroup of the National Institutes of Health Behavior
Change Consortium [46]. Among the goals that we were able
to meet during the pilot are the standardization of treatment and
prevention of contamination, participants’ ability to usethe app,
and provider training. The stepsincluded automated notifications
delivered equally to all participants, an orientation session for
participants, pilot testing of educational materials, and the
training provided to the dietitians meeting patients weekly.
However, due to the lack of in-app analytics, we were unable
to track the enactment of the self-monitoring tools adequately.

The intervention included encounters with dietitians that may
have influenced the outcomes. This methodol ogy was opted as
thisishow the app useis envisioned in the practice setting. The
app would be a tool that dietitians use to support patient
education and self-monitoring. The reinforcement of the

Fakih EI Khoury et a

dietitians, however, may have influenced the results.
Accordingly, the future trial will include a control group
whereby dietitians see patients with the same frequency but
without app use.

This pilot aimed to assess and refine the methodology and
procedures of afuturetrial aiming to detect the efficacy of app
use in the adequate management of phosphorous in patients
undergoing hemodialysis. Similar to the few available studies
evaluating dietary apps for CKD on a smartphone [23], our
results show potential benefits on dietary intake. However, this
study is unique for evaluating the potential of apps as
educational tools to support dietitians. Additionaly, it is the
first intervention reporting the role of dietary appsfor CKD in
Arabic. Based on the findings, the planned trial should be
designed to compare regular dietary interventions with dietary
interventions supported by the app to avoid the possible
confounding effects of the dietitian. During this study,
participants often consulted with the research team throughout
theregular weekly visits; thus, it would be important to explore
further if the app enhances the phosphorous management or if
it is instead the frequent dietary follow-up that leads to
improvements. In conclusion, the future trial should also
evaluate the use of phosphate binders, app use data,
acceptability, and fidelity, and it should be designed in a way
to detect if the app provides any advantages in the clinical
outcomes of phosphorous management as compared to intensive
dietary follow up by adietitian.

Conclusions

The findings of this pilot study indicate that there is potential
in the use of a smartphone app as a supportive nutrition
educationtool. A rigorous RCT should be performed to evaluate
the efficacy, in which app use and long-term impact should be
assessed.
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Abstract

Background: Women diagnosed with breast cancer are often bombarded with information. Such information overload can lead
to misunderstandings and hamper women'’s capacity for making informed decisions about their care. For women with breast
cancer, this uncertainty is particularly severe in the period before surgery. Personalized narratives about others' experiences can
help patients better understand the disease course, the quality and type of care to be expected, the clinical decision-making
processes, and the strategies for coping. Existing resources and eHealth apps rarely include experiential information, and no tools
exist that tailor information for individual preferences and needs—offering the right information at the right time and in the right
format. Combining high-quality experiential evidence with novel technical approaches may contributeto patient-centered solutions
inthis area.

Objective: Thisstudy aimsto design and seek preliminary feedback on a mobile app that will improve information access about
surgery for patients with breast cancer, by drawing on a qualitative collection of personal narratives from a diverse sample of
Canadian women and using video and audio recordings or audio recordings from the Canadian Health Experiences Research
Network.

Methods: In aprevious study, we conducted in-depth interviews with 35 Canadian women and used video and audio recordings
or audio recordings to collect stories about the lived experiences of breast cancer. The participants highlighted the need for more
specific information between diagnosis and surgery that was relevant to their personal situations and preferences. They also
wanted to learn from other women’s experiences. We worked with patients, clinicians, and informatics experts to develop a
mobile app that provides accessto tailored experiential information relevant to women'’s personal situations and preferences. We
completed focus groups and qualitative interviews, conducted a further analysis of the original qualitative data, designed novel
software using artificial intelligence, and sought preliminary feedback from users on a new app via focus groups and a survey.

Results. The secondary analysis of the breast cancer narratives revealed key themes and their interconnections relevant to the
experience of surgery, including preparation, treatment decisions, aftercare, reconstruction, prostheses, lumpectomy and mastectomy,
and complications. These themesinformed the devel opment of the structure and content of the app. We devel oped arecommender
system within the app by using content matching (user and speaker profilesand user interests and video content) and collaborative
filtering to identify clips marked as relevant by the user and by similar users. A 2-minute animated introductory video for users
was devel oped. Pilot testing revealed generally positive responses regarding the content and value of this type of e-toal.
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Conclusions: Developing reliable, evidence-based tools and apps that are based on diverse collections of people's experiences
of illness offers anovel approach to help manage the plethora of information that women face after a diagnosis of breast cancer.

(IMIR Form Res 2021;5(6):€22970) doi:10.2196/22970

KEYWORDS

qualitative research; illness narratives, experiential information; breast cancer; surgery; tailored information; recommender system;
patient information and communi cation; mobile app; mobile phone

Introduction

Background

Thelast few decades have been marked by the rapid expansion
of web-based health information [1], and breast cancer has been
noted as the most searched for health topic on theweb [2]. This
has not only helped to promote the availability of relevant breast
cancer information but also exacerbated challenges related to
information overload [3]. Therefore, women with breast cancer
are particularly vulnerable to experience information overload,
which isassociated with anegative impact on patients’ treatment
or behavioral decisions [3-6] and associated with anxiety and
distress[6]. In biomedical research, the information bottleneck
has shifted from data collection to data management and analysis
[7], and it appears that there is a parallel shift regarding
information for patients. Tailoring information to individual
needs can better support patients in their search and retrieval
efforts for securing appropriate information [8]. This will not
only reduce information overload but also ensure that patients
do not miss important treatment information, which is another
factor that negatively impacts the health and well-being of
women with breast cancer [9,10].

Mobile apps offer innovative solutions for improving health
care for various health conditions [11]. Severa of these apps
include the provision of tailored information [12-15]. This
innovation has evolved rapidly in the last decade, and it is
estimated that by 2018, nearly 2 billion smartphone and tabl et
users accessed health care—related apps [16].

Experiential Information in Apps

A recent systematic review of empirical studies on mobile apps
(n=29) for breast cancer care [17] and another review on the
evidence for mobile app use (n=9) during the treatment of breast
cancer [11] identified only one study that included access to
experiential information in the form of a personal story forum
containing five recorded stories [18]. This is despite evidence
that patientsturn to theinternet and other sourcesto purposefully
search for experiential information [19]. However, the quality
and access to this type of information is highly variable, and
there is a need to provide rigorously developed, reliable, and
tailored information regarding the experiences of others with
similar conditions. Experiences of other patientsare animportant
part of the evidence base that is available to patients; experiential
evidence increases awareness of various treatment options,
normalizes aspects of illness and treatment, and supports and
informs decision making. Dismissing persona stories as
anecdotes is a serious misunderstanding [20]. To date, research
findings underscore the value and impact of patients exposure
to experiential information, which includes providing comfort

https://formative.jmir.org/2021/6/e22970

and ensuring a more realistic outlook about the future [21].
Similarly, Ziebland and Wyke [19] reported that experiential
information can support people in making better health care
choices, raising awareness of certain health issues, improving
health literacy, comparing each other’s situation, and accessing
more appropriate services. From our study on women's
experiences of breast cancer, we found that experiential
information can complement women'’s information needs about
subjects that are not always communicated through factual and
biomedical types of information [22]. It is argued that the
inclusion of experiential health information will remain a key
feature of eHealth strategies because of the appeal and
memorability of stories and the need to make contact with peers
[19]. However, there are concerns regarding people’s reliance
on the internet for experiential information and the quality and
reliability of this information [19]. A review of existing apps
demonstrated that such resources are scarce. Few of them are
evidence-based and many are misleading [23], asappsare often
introduced into clinical care before benefitsand risksfor patients
and health care professionals are evaluated [11]. Both the
systematic reviews mentioned earlier found that rigorous trials
in this area are lacking.

Women not only need to receive the right information at the
right time and in the right format but also need to receive
information from trustworthy sources, such as health care
professionals, patient support organizations, and other patients,
especially when information is offered on the web or through
amobile app. The challenge liesin developing evidence-based
information tool sthat respond to women'’s personal information
needs. Such tools are relatively rare to date, and to our
knowledge, no tools exist that provide information that is
tailored to individual preferences and needs. Greater insights
regarding women’s needs at particular times in their cancer
journeys and regarding the technical requirements for such a
tool would contribute to novel solutions. To our knowledge,
there are no tools yet that help patients understand how to
prepare for breast cancer surgery based on lived experiences
and, in particular, that draw from experiential evidence gathered
through rigorous qualitative methods. This paper reports on the
development of a new tailored information app called Health
Experiences and Real Stories (HERS) that allows women with
newly diagnosed breast cancer to retrieve information (in
English or French) from an existing database of women's
experiences with breast cancer. One of the key findings from
previous studies was that women missed important information
during the diagnostic phase, especially while preparing for
surgery. However, women also reported that they struggled to
handle information at the start of their breast cancer journey
[22]. Women with suspicious lumps or other symptoms of
potential breast cancer may often be seen and treated by a
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surgeon before they come under the care of a specialized breast
cancer team (providing multidisciplinary care and support
throughout the journey [8]). This diagnostic stage is typically
described as one of the most bewildering periods [8,24] when
women are usually coming to terms with this new disease and
may be seeking information about breast cancer, treatments,
and options [25].

Objective

This study aims to contribute to the development of tools that
provide patients with tailored experiential information based
on rigorous qualitative research. In the following sections, we
describe the work undertaken in four phases to conceptualize,
develop, and obtain preliminary feedback from users for the
HERS app.

Ormel et a

Methods

Overview

Our multidisciplinary research team (clinicians, computer
engineers, and researchers) worked in close collaboration with
an expert advisory panel (patients, representatives of breast
cancer organizations, and clinicians) to develop and test the
HERS app over the study period from July 2016 to June 2018.
The four phases of work consisted of understanding women's
preferences and needs related to the app (phase 1), content
development (phase 2), technical development (phase 3), and
pilot testing (phase 4), as presented in Figure 1. The research
ethics committee of Saint Mary’s Hospital Center (SMHC) in
Montreal, Quebec, Canada, approved the study in June 2016
(reference number 11-22 B, amendment 3). Participantsfor the
interviews and focus groups were recruited through breast cancer
patient and community organizations and support groups,
personal networks, our expert advisory committee, and social
media. Informed consent was obtained from all participants.

Figure 1. Process of the Health Experiences and Real Stories app development. DCIS: ductal carcinomain situ; HERS: Health Experiences and Real

Stories.

Phase 1: Understanding women’s preferences and needs relating to the HERS app

: Participants: Women diagnosed with breast cancer (n=36)
Secqnd_ary_analy_sm o >| Objective: To better understand women's experiences and
qualitative interviews ; ,

information needs before and after breast surgery.
: : Participants: Women with breast cancer (n=11)
rzc;cus group discussions >| Focus: Women's information needs, kind of information used,
preferences for HERS app, feedback on app’s design features
Phase 2: Content development
Interviews with women with >| Participants: Women diagnosed with DCIS (n=4)
DCIs Focus: Collect surgery experiences of women with DCIS
. 5| Selection of 175+ appropriate video, audio and text clips from
Database creation the interviews, uploaded to a protected YouTube channel.

Phase 3: Technical development of the mobile app

Development of system
structure of app

—>

Four different structures were created as illustrated in Figure 2

Phase 4: Pilot testing with potential users

Test session of app and
other information material

Participants: Women who had breast cancer (n=3)
Focus: Pilot test the application
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Phase 1: Under standing Women’s Preferences and
Needs Relating to the HERS App

A secondary analysis of the transcripts from 35 interviews
previously conducted with women with breast cancer was
undertaken to identify women’s information needs before and
after surgery. This analysis informed the questions devel oped
for the focus group discussions in this study. Details regarding
the methods for the original qualitative research have been
published elsewhere [22].

Two focus groups involving women with experiences of breast
cancer were convened in July 2016 (n=6) and September 2016
(n=5) to (1) consider information needs (helpful information,
information needs, and lack of information) related to surgery,
(2) review sample videosto understand the val ue of experiential
information, and (3) better understand their preferences
regarding design features of atailored information app. Infocus
group 2 (different participants), we presented asummary of the
results of focus group 1 and discussed the findings further. The
women were aged between 43 and 65 years. The participants
had been diagnosed with breast cancer and had undergone
various surgeries (lumpectomy, single or double mastectomy,
and reconstruction). Both focus groups were facilitated by the
principal investigator, senior qualitative researcher, and
computer scientists.

Phase 2: Content Development

The content for this app was drawn primarily from the data
collected in previous qualitative research completed by our team
regarding the experiences of 35 Canadian women with breast
cancer (Canadian Women's Experiences with Breast Cancer
study). Theseresultsare presented on the web (Canadian Health
Experiences Research Network, 2021 [26]) where we created
topic summaries, including illustrative video and audio clips,
from our analysis of issues important to the women that we
interviewed. Given that we had previoudly excluded women
diagnosed with the earliest form of breast cancer—ductal
carcinoma in situ (DCIS), [22]—because of the particular
definition of breast cancer adopted for the original collection
and the fact that this group also underwent breast surgery
(patients with DCIS would therefore be inclusive of potential
users of the app), we conducted four additional interviewswith
women diagnosed with DCIS between October 2016 and
September 2017 using the same methodsfor collecting narrative
interviews as per the original study. WWomen were asked to share
their experiences with breast cancer beginning with an open
narrative question (“Can you tell me about your experiences
with breast cancer from the beginning up until now?”) followed
by asemistructured set of questions. Participantsin the narrative
interviews had aready consented to the future use of their
interview materials (transcript, audio, and video recordings),
which included apps such as web-based resources and for
research and teaching; all participants were provided with a
transcript of their interview for review.

Qualitative analysis of the four DCISinterviewswas conducted,
along with a secondary analysis of the original 35 interviews
(36 interviews were conducted but one participant withdrew
from the study) of women with breast cancer, focusing on
women'’s experiences of breast surgery. Using the framework
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method [27], we selected text from the 39 interviews that were
specifically related to breast surgery, such as experiences with
surgical procedures, but al so topics such as body image, talking
to children, sexuality, and information needs. Two senior
qualitative researchers analyzed the data, using the analytic
software NVivo 10 (QSR International), and then developed a
list of relevant topics relating to content (in collaboration with
the principal investigator and computer engineers) for the HERS
app based on the themes and categories that emerged from the
coding framework.

Phase 3: Technical Development of the M obile App

Working closely with an expert advisory panel and women
diagnosed with breast cancer, we built the HERS app based on
the needs and preferences of women with breast cancer for
tailored information from phase 1 with content from phase 2.
We developed the HERS app as a mobile app for Android
smartphones or tablets in the Java programming language. The
content (video clips) is housed on a YouTube platform on the
web. To provide tailored information to users, we developed a
recommendation engine as a web service (based on the
representational state transfer protocol) powered by aMicrosoft
structured query language database that stores user information
and metadata of available videos. The mobile app accesses the
web service and retrieves appropriate content from YouTube
to display to users (Multimedia Appendix 1).

After completion of the prototype app, we made further
improvements and iterations based on the feedback from atest
session (testing the app, focus group, and surveys), as described
in phase 4.

Phase 4: Obtaining Preliminary Feedback From
Potential Users

The test session took place in June 2018 with 5 women (aged
51-66 years with a minimum of high school education), who
had been diagnosed with breast cancer between 2005 and 2016.
Two of the women had a recurrence of cancer since their
diagnosis and 2 women previously participated in the focus
group of phase 1. The goals of the session were as follows:

- To consider women’s responses to existing web-based
resources for breast surgery that contain more factual
information and to the pilot version of the HERS app
presenting experiential information

«  To gather perspectives on the HERS mobile app regarding
what was useful and to gather any recommendations for
improvement

Thewomen first explored the information resources offered by
the app. These included resources offered by reliable breast
cancer organizations such as the Canadian Breast Cancer
Foundation, Canadian Breast Cancer Network, and Canadian
Cancer Society. These resources mostly offer what we have
termed more biomedical or facts and figures-type information
related to breast cancer (eg, illness stages and surgery
procedures) and may occasionally include some experiences of
women astestimonials. After reading these resources (20 min),
the participants completed a questionnaire (15 min). We
considered adopting the questions from the eHealth Impact
Questionnaire evaluation tool [28] for this study; however, to
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align the tool with the content and process used in this study,
we substantially adapted the questions but retained the 5-point
Likert scale. Thisprocesswasthen repeated for theinformation
on the experiential information in the HERS app. The focus
group ended with a discussion of the value of
biomedi cal-oriented information resources and experiential app
resources.

Ormel et a

Phase 1: Under standing Women’s Preferences and
Needs Relating to the HERS App

Information Needs Related to Surgery

A synthesis of the analysis of the information needs of women
during the surgery phase (secondary analysis and focus groups)
is shown in Textbox 1.

Results

In this section, we present a summary of the results for each
phase of the project. See Multimedia Appendix 4 for a
Powerpoint presentation of the research study.

Textbox 1. Women's experiences with information related to breast cancer surgery.

Infor mation received

«  Women's contrasting experiences with regard to the information that they received was striking; some felt that they had received excellent
information and others felt they were hardly informed.

«  For the mgjority, it seemed as though there was both too much and too little information.

Infor mation needs

«  Women described that they were unaware of their information needs (“I think | didn’t know what | needed to know”) after finding the lump and
while preparing for surgery.

«  Women were understanding of the limited availability of health care professionals.
«  Women described aneed for experiential information on issues, such asimpact on life, intimacy issues, and how to tell children.
«  Women found that biomedical information about breast cancer was covered the best (in comparison with experiential or pragmatic information).

«  Theflow of information typically improved once patients saw their oncologist.

Lack of information
« Informationin relation to care practices and surgery: wound care, preparation for surgery, how it will look, pain, and check-up frequency

«  Experiential information: return to work, telling children, and effects on relationships. Women felt that this kind of information should be
considered essential for patients.

«  Women experienced alack of information about and support for decisions related to surgery and reconstruction. They did not receive sufficient
information about the importance of exercise after surgery.

«  Women described feeling misinformed.

Helpful information

« Information from health care professionals. information session on breast cancer in hospital, visua explanations (eg, drawings showing the
drains), link to a web-based decision-making tool, referrals to a sexologist and physiotherapist

«  Personal resources women used to find information: websites, research articles, support groups, experiences of others, a specialized boutique
that provides postmastectomy clothing, and being accompanied by afriend of afamily member who can help remember the information shared
during appointments with health care providers.

«  Support groups: support groupswere found to provide helpful resources. However, most women were only informed of the existence of a support
group after surgery.

It'snice to see um | would have liked that, you know.
To see some real-life women, you know, like really
talking about it and saying something about it. It
would have been comforting, you know, because
sometimes you, you just don’'t know. And by the time
you get into these support groups you’ ve already gone
through a lot of the uh stuff, the surgery.... [Quote 1]

So alot of my friends weretelling me“ Don’t worry,
radiation it's not bad you're going to be fine” But |
would have liked to have maybe a buddy or a nurse

Value of Experiential Information

In the focus groups, women were shown some relevant
experiential  videos that were published on our website
(Canadian Health Experiences Research Network, 2021 [26])
to discuss the value of experiential information; women
described experiencing a certain comfort from watching these
videos (quote 1), an ability to learn from other experiences
(quote 2), and how it may have influenced their decision making
(quote 3):
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or somebody who I'm looking for people who have
had the same thing that | have. Because | wanted to
know what was your experience? Did you have the
same symptoms that | had? [Quote 2]

But | think before | had my surgery when | was
making decisions surgery or chemo and | saw, if |
saw her video it might have really influenced that
decision. [Quote 3]

They further said that the videos might help women who are
going through a similar experience so that they feel less alone.
They also highlighted the fact that women in the videos
described real issues (eg, sexuality or talking to children about
their diagnosis) that were not always easily discussed.

Ormel et a

The videos also raised concerns. One participant felt that video
clips may aso negatively influence decision making. Another
concern wasrel ated to how userswereto filter and validate this
type of anecdotal information. Despite the two challengesraised
within the group, participants agreed that there should be aplace
for these kinds of videos; the participants suggested that the
project team should balance more provocative videos with other
videos that present solutions or different experiences of similar
situations.

Key Design Preferences

Focus group participants were asked to describe their
preferences for a mobile app and were aso asked to give their
opinion to certain proposed features for the app (such as the
possibility to take notes); a summary of this discussion can be
found in Textbox 2.

Textbox 2. Key design features for the Health Experiences and Real Stories app as discussed in focus groups to inform the development of the app.

General feedback
« Availability of information that relates to user’s own situation

.  Offer arange of experiences and information

« Important to include different age groups, stages and severities of breast cancer, marital status, and whether they have children

. Include how to videos

« Information should help women to normalize their experiences and include the message that each experience is unique

Videos

«  Personal features of speakers (eg, age, ethnic background, and educational level) not defining of the information

«  Provide culturally sensitive information

« Don't overemphasize or profile certain personal attributes as videos with speakers with different characteristics may still be relevant for users

with other characteristics

«  Topicsshould be grouped according to stage and by topic including social impact

« Include information on choices for surgery and posttreatment experiences

« Include awide variety of experiences

Language use

«  Uselanguage that can be understood

Resources

«  Providelinksto other resources

«  Resources should be up to date and cover awide range of information needs

« Ability to save thelink.

«  Toincrease awareness, multiple women suggested using social media outlets such as Facebook

Note-taking
«  Could relieve some stress accompanied with getting information

o  Helpful to prepare questions

Phase 2: Content Development

Morethan 175 illustrative clips, with original video, audio, and
text clipsfrom theinterviewswith alength of about 1-2 minutes,
were extracted from the recordings of the 39 interviews with
women with breast cancer (n=35) and DCIS (n=4). They were

https://formative.jmir.org/2021/6/e22970

related to various topics of breast cancer surgery, including
preparation for surgery, types of reconstruction, and body image.
These serve as the content of the HERS app.
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Topic List: Core Content

The thematic analysis of the interview data defined the core
content for the app to be organized within 11 major topics and
23 subtopics (Multimedia Appendix 2). The creation of this
framework was an iterative process and was discussed with an
interdisciplinary team and advisors. An additional search filter
was added for the treatment phase (before surgery, surgery,
after surgery, reconstruction, and impact on life). The themes
and filter enable the recommender system to provide tailored
information. All clips were tagged with keywords from the
subthemes and treatment phase in a database server. Clipswith
medical information were reviewed by our heath care
professional advisors, such as surgeons, oncologists, and
radiotherapists. Clips with potentially distressing information
or unusua experiential information were reviewed by a
psychologist, a representative of a breast cancer organization,
or women diagnosed with breast cancer. After review, a small

Figure 2. Sample screenshot of app interface.

mergency calls only ¥ ¥ #

Practical preparations for surgery

Relevant? Q ®

Ormel et a

number of clips were removed from the database to mitigate
any potential misinterpretation and an explanatory text was
added other clips. The clips were then prepared and uploaded
for video storage on YouTube.

Preparation of an Introductory Instructional Video

Members of the project team used the app Powtoon to develop
ashort plain language introduction video, which was included
in the app for users to review as a guide to the HERS app.

Phase 3: Technical Development of Mobile App,
Recommender System, and Back End

The requirements and suggestions as described in the former
two sections, together with the team’s interpretation of the
requirements of the app, supported the development of the
HERS app (see Figure 2 for a sample screenshot of the app
interface).

Expectations and realities of surgery scars

Taking time off before surgery

- Tumour size can determine surgery options

Feeling uninformed before surgery

Multimedia Appendix 3 details the functionality of the app. As
previously described, the ability of the app to provide tailored
information was akey design consideration. Thiswas achieved
through the devel opment of arecommendation engine.

The recommendation engine performs content-based matching
by recommending videos of speakerswith similar characteristics
as the user (based on user profiles such as age, marital status,
and profession) on topics selected by the user and through

https://formative.jmir.org/2021/6/e22970
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RenderX

collaborativefiltering (videosrelated to videosliked by the user
and by similar users).

The following three key principles informed our approach to
recommendations:

1. Make the most informed recommendationsinitially

2. Increasingly reduce designer bias and let users drive
recommendations

3. Account for diversity in recommendations
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Asexpected, in auser’svery first session, little is known about
what kinds of content the user is actualy interested in.
Nevertheless, we make informed guesses based on the user’s
demographic information as registered in the user’s profile and
match that against the speaker profile in the metadata of the
videos. After at least one session, the app analyses the user’'s
indication of topics of interest (either done explicitly in the
preferences view or implicitly by marking one or more videos
asrelevant). In addition to making recommendations based on
similarity matching between users and videos, the app aso
makes recommendations based on diversity. Theideaisto help
users discover interesting content even if their preference

Ormel et a

settings and usage history do not indicate that the content is
relevant to them. Heuristics are used to select videos on the
diversity criteria, for example, videos that are most marked as
relevant by the community.

Phase 4: Exploring Preliminary Feedback From
Potential Users

Feedback

The pilot app, containing a total of 175 clips extracted from
interviews with 39 women, was tested by potential users (see
Textbox 3 for more detailed feedback).

Textbox 3. Feedback on general aspects, videos, and resources of the Health Experiences and Real Stories app after testing the app.

General feedback

would freeze

«  Thetool could help women be better prepared for the next stage

Videos
o Liked speakers’ personalities

«  Appreciation of range of topics and realistic videos
«  Liked the ability to choose own videos or skip videos

«  Length was good (not too long)

o Organization by topic was helpful
o One participant liked the snippets of information; it worked for her
« Information well balanced: not too happy nor too sad

Resources
«  Resources were appreciated and perceived as trustworthy
«  Good step-by-step process

« Professiona outlook and quality of resources

« Add contact information and feature for asking questions

«  Theapp could help process information received from doctor (not all information was retained from doctor’s visits)
«  Theapp could be so interesting that the user would stay too long—aqguide users to access videos step by step
«  Theapp looked professional, was well organized, and was easy to navigate. Some technical problems with the app—in some instances, the app

«  Presentation and tone were described as intelligent and nonpatronizing

« If videosfelt short, participant liked that other videos were available or that they could replay videos

«  One participant described how she recognized the experiences of one speaker

« Information would have arelaxing and calming effect on women during diagnoses phase

«  Appreciation of combination of biomedical and experiential information

Survey Results

In total, 5 female participants were asked to complete the
guestionnaire twice: first after reading selected biomedical
information resources that can be found on reliable websites
and then after visiting the experiential section of the HERS

https://formative.jmir.org/2021/6/e22970

information app (see Table 1 for the results). The results
revealed that participants positively perceived the biomedical
information, and the results were dlightly better after viewing
the app information, for example, they seemed to feel less
overwhelmed with information. However, this is a very small
sample, and further testing is required.
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Table 1. Resultsfrom survey questions (N=5)2,

Ormel et a

Question

After reading biomedical informa-  After readi ng app information®,
tionb, median (range) median (range)

1. | feel better informed after viewing the resources.
2.1 had alot of my questions answered by the resources or this app.

3.1 better understand the information | need to prepare for the next steps
in treatment or stages of the illness.

4.] was able to easily find the information | was looking for.
5.The resources made me feel less lonely or isolated.

6.1f afriend or family member werein asimilar position, would you rec-
ommend the resources or this app to her?

7. | have abetter understanding of whereto seek information about breast
cancer and surgery.

8. Looking at the resources or site raised more questions for me than it
answered.

9. There was so much information here, | felt overwhelmed.

10. It was difficult for me to relate to the information or the storiesin this
resource.

11. The information on this app will not help me feel more confident dis-
cussing my questions and concerns with my doctor(s).

4(3-5) 4(4-5)
4(3-5) 4(4-4)
4(3-4) 4(4-4)
4(3-5) 4(4-5)
4(3-5) 4(4-5)
5(3-5) 5 (4-5)
4 (4-5) 4(3-5)
3(2-4) 2(2-3)
3(1-4) 2(1-4)
1(1-3) 2(1-2
1(1-2) 1(1-2

#The questionnaire used a Likert scale of 1 to 5 for all questions except question 8 (1=strongly disagree; 2=disagree; 3=neither agree nor disagree;
4=agree; 5=strongly agree). For question 8, the responses represented the following: 1=definitely would not; 2=would not; 3=neither would nor would

not; 4=would; and 5=definitely would.

bTotal criteria satisfied (rated 4 or 5 for question 1 or 7 and rated 1 or 2 for question 8 or 11) was 9.
“Total criteria satisfied (rated 4 or 5 for question 1 or 7 and rated 1 or 2 for question 8 or 11) was 11.

Discussion

Principal Findings

This paper describes the development and piloting of amobile
app that provides tailored information for women, based on
their preferences and needs, about others’ experiences of breast
surgery. This system draws upon an existing evidence-based
data set of video narratives featuring Canadian women's
experiences of breast surgery and uses advanced computing
engineering and machine learning in the design of a
recommendation algorithm to provide tailored information
(similar to the popular Netflix platform). Our aim was to
contribute to efforts that provide the right information at the
right time and in the right format to help women manage
information at a critical time in their care journey for breast
cancer. In apreliminary pilot test, we found generally positive
responses to questions regarding the content and value of this
type of e-toal.

Our findings regarding women'’s information needs and their
experiences related to missing relevant treatment information
and information overload are consistent with the existing
literature [29-31]. There is a need for the development and
assessment of more interventions that help information seekers
manage health information overload [3] and a need to develop
information filtersto help information seekersidentify relevant
web-based hedth information [5]. None of theidentified articles
in arecent systematic review on mobile apps for breast cancer
care used a recommender system to generate tailored
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information and only three mentioned a feature with regard to
tailoring information [12,13]. Although the use of recommender
systems is still sparse in the health sector, it has the potential
to contribute to tailored health interventions [32], and mobile
appsfor breast cancer could contribute to reducing information
overload by offering tailored information and machinelearning.
This study contributes to the scarce existing knowledge related
to evidence-based eHealth apps that are designed to provide
information and support for women with breast cancer in
addition to the novel application of a recommender system to
do so. Scientific literature presenting narrative-based apps
designed on the basis of rigorous research is virtualy
nonexistent, as per our preliminary review of the literature.

Considerations for Future Research

Research in the last decade has demonstrated the challenges of
measuring the health effects associated with health information
usage of information offered on the web or through web-based
tools. These mechanisms are complex and interrelated with
many factors. Tools, such as the one described in this paper,
offer the potential to contribute to new knowledge and to abetter
understanding of information-seeking practices because of the
ability to relate the user feedback on the videos (relevant or not)
to the app usage as well asto the personal characteristics of the
user, the speaker, and the content of the video. For example,
the app makes it possible to better understand whether certain
personal user characteristics, such as age, ethnic background,
having children, marital status, and literacy level, influence
one'spreferencefor certain speakerswith similar characteristics.
In the future, it may also be possible to add other important
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characteristics that influence information needs [29], such as
preexisting knowledge of the illness and preference for more
basic or advanced illness information. A recently developed
narrative taxonomy defines three different kinds of narratives:
process, experience, and outcome narratives [33]. The authors
argue that, for each type of app (information tool, decision aid,
and behavior change information), different narrative types
should be used. For example, for an information tool, creators
should include narratives about a process or experience but
exclude narratives focused on the outcome. Future research
should aim to better understand the impact of different types of
narratives on the effectiveness and uptake of particular mobile
appsfor health. Finally, it isimportant to further test the impact
of the app on the users, for example, through a randomized
controlled trial.

Our research group is part of a global network of researchers
who conduct similar research in their respective countries. This
app offers the possibility of expansion by including clips from
international collections of breast cancer narratives or by
creating similar tools that use scientifically gathered, personal
experiences of avariety of health conditions. An international
working group is currently formed with member countries of
an international network for patients’ experiences [34] for the
application of the HERS app elsewhere.

In addition, it is important that the app also offers information
that the user does not yet know that she needs to know (eg,
information on lymphedema exercises and the need to consider
fertility treatment). Research on how women can best be
introduced to these subj ects through the app would beimportant.
For instance, should the recommender system continuously
offer clips on these specific subjects or should women be made
aware of them through other pathways? It would also be
important to consider how other unexpected events or
complications during treatment (such as drain tube removal or
unclear margins) should be introduced without engendering
unnecessary fear or anxiety.

Limitations

The limitations of this study are primarily related to the scale
and the limited nature of the pilot study. We convened a small
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sample of breast cancer survivorsto conduct a preliminary test
of thefunctionality and user experience of the app. Admittedly,
our targeted app users are women who are yet to undergo
surgery. In this study, we chose to involve women who had
already undergone surgery to provide retrospective insightsinto
how this app would have helped them during their journey. The
participants first accessed biomedical information and then
experiential information; the order of thisinformation may have
influenced their responsesto the survey. Thiswould need to be
explored in future trials of this product. Although the results
were not intended to provide any statistical significance, we
were encouraged by the favorable trendsin their responses. We
will now seek additional opportunitiesto expand the evaluation
of the app to involve more women with breast cancer who are
yet to undergo surgery, develop an iOS version of the app for
Apple mobile devices, invite other health experience research
groups using similar methods to test the addition of an expanded
data set (video narratives gathered in other jurisdictions and on
different health conditions), optimize the saturation of
information within topics identified for this app, and consider
a cloud-based deployment to eliminate the need to be bound to
a specific server. The aim of our next phase of development
will be to formally evaluate the utilization and impact of this
eHealth tool on women's shared decision making and the
perceived needs for information and support around the time
of surgery in their breast cancer journey.

Conclusions

In this paper, we provide preliminary evidence for the feasibility
and acceptability of aninnovative eHealth app designed to tailor
experiential information for women preparing for breast cancer
surgery. The HERS app, based on a recommender system, isa
unique attempt to ensure that women receive the right
information at theright timein theright format; however, further
testing is still required to measure the impact of the app.

We believe that these kinds of tools offer great potential to
improve health informati on competence and reduce information
overload, while ensuring that women receive timely, relevant
information that meets their needs, and they complement more
factual, biomedical information about their illness that they
receive from their care team and other sources.
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Multimedia Appendix 1
System structure of breast cancer video service.
[DOCX File, 135 KB - formative v5i6e22970 appl.docx ]

Multimedia Appendix 2
Framework for coding and Health Experiences and Real Stories app.
[DOCX File, 14 KB - formative v5i6e22970 app2.docx ]

Multimedia Appendix 3
Description of app functions.
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Multimedia Appendix 4
Bringing Netflix technol ogy to video narratives of experiences of breast surgery: hel ping women navigate the information tsunami.
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Abstract

Background: Taking evidence-based interventionsto scaleisachallengefor prevention science. Mighty Girlsisan evidence-based
sexual health intervention program that combines classroom sessions with novel, cutting-edge technology (digital puppetry). The
program was devel oped for 7th grade Latinas, but US school and community demographics rarely allow interventions targeting
a single ethnic group. Additionally, digital puppetry is costly to scale up, and parent disapproval often prevents successful
dissemination of adolescent sexual health programs. Intervening steps along the scaling-up pathway are needed to adapt the
program prior to scaling up for dissemination.

Objective: The aims of this study were to create a multicultural adaptation of the Mighty Girls program using a mobile app that
isless costly to disseminate and is acceptable to parents of 7th grade girls.

Methods: This study used a three-phase process to adapt Mighty Girls into Mighty Teens. All phases used purposive
(nonprobability) sampling of low-income, multicultural, urban metropolitan groups (7th grade girls and their parents) within
central Florida. Phase 1 involved two videotaped implementations of a multicultural adaptation of the classroom sessions, one
involving focus groups (N=14) and the other serving as a single-group pretest-posttest pilot study (N=23). Phase 2 involved
development of anarrative cell phone app prototype, which was subjected to usability testing (N=25). App usability and engagement
were assessed qualitatively (observation, focus group, open-ended questions) and quantitatively. Phase 3 used focus groups to
assess parent support for the program (N=6). Qualitative datawere analyzed using descriptive content analysis. Quantitative data
were analyzed using descriptive statistics and paired t tests.

Results: Qualitative findings supported classroom sessions being multicultural, and identified simple changes to improve
engagement and learning. Quantitative findings from the second classroom session implementation pilot study indicated a
significant pre-post difference in intention to delay sexual intercourse (P=.04). App usability and appeal were supported by a
System Usability Scale score of 76 (exceeding 68 per the industry standard) and 83% (20/24) of participants agreeing they would
recommend the app to friends. Parents (mothers) expressed only positive regard for program goals, and classroom session and
app activities.

Conclusions: This study adapted Mighty Girlsinto an engaging, easier-to-disseminate, multicultural program, termed Mighty
Teens, that uses a narrative-generating app to support behavior change, and is likely to be accepted by parents of 7th grade girls.
This study also provides evidence of the preliminary effectiveness of Mighty Teens classroom sessions. The sampling method
and sample size were appropriate for adaptation, but research involving a more representative US sample is needed to confirm
multicultural fit, parent receptivity, and program effectiveness. Study implications include integrating app use throughout the
classroom sessions to build narrative-generating skills across the program and increasing the number of narratives produced,
which should in turn increase the program’s behavior change potency.
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Introduction

Taking evidence-based interventions to scaleis a challenge for
prevention science [1,2] because scaling up interventions for
widespread dissemination is not aways straightforward [3].
Scaling up is particularly challenging in sexua health
interventionswith traditional support from the literature focused
on monocultural tailoring [4,5] and the focus of the US National
Institutes of Health on innovation. Although these are certainly
worthy goals, they are often at odds with achieving scale,
particularly for school-based programs. Additionally, political
and ideological issues, especialy parent disapproval [6], can
create barriers to dissemination [7,8]. Failure to consider these
issues prior to scaling up for widespread dissemination can
threaten the successful dissemination of evidence-based
programs [9].

The purpose of this paper istoillustrate the steps taken to adapt
Mighty Girls, an evidence-based sexua health intervention

https://formative.jmir.org/2021/6/€24937

RenderX

program [10], prior to scaling it up for widespread dissemination
within US public school systems. Mighty Girl’s program design
isguided by atheoretica framework that integrates adol escent
development theory [11], social cognitive theory [12], and
narrative engagement theory [13]. Thefirst two theories define
program goals: delaying initiation of intercourse by building
efficacy and skills in decision-making, goal-setting, risk
evaluation, and resistance to peer pressure and mediamessages
implying teen sex as a common behavior. By contrast, the
narrative engagement theory defines the overarching program
strategy: using narrative-generating activities to (a) build
program skills, and (b) combine and imbed skill knowledge and
program messages in memory. The resulting Mighty Girls
program includes 6 classroom sessions and a computer game,
DRAMA-RAMA, that generates afirst-person narrative about
responding to peer pressure in a simulated early adolescent
world (Textbox 1).
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Textbox 1. Mighty Girls program components and corresponding components in the Mighty Teens adaptation.

minor modifications.

o ldentify personal goals (modified as“Goas’ in Mighty Teens)

What’s Risky? (maintained as “ What's Risky?” in Mighty Teens)

«  Explain why some behaviors could be considered risky

« ldentify potential results of choosing to engage in risky behaviors
«  Discusswhat increases or decreases the risk of a specific behavior

« ldentify what behaviors are risky for oneself

The Avoid Skill (modified as“Avoid & Leave’ in Mighty Teens)
«  Define Avoid Skill

o  List 3methods for avoiding an uncomfortable or risky situation

The Refuse Skill (modified as“ Refuse & Explain” in Mighty Teens)

«  Demonstrate matching voice and body language using Refuse Skill

.  Explain purpose of media

«  Think critically about advertisements and TV show messages

Wrap-up & Review
«  Model results-based choices

. Digita puppetry computer game, DRAMA-RAMA

authors.

Sessions began with “Mighty Moments,” a kinesthetic learning experience of relationally competent resistance communication skills devel oped by
the second author. Session objectives are listed with the original (Mighty Girls) program session title. Objectives were retained in the adaptation with

Choices & Results (split into two sessionsin Mighty Teens: Goals and Choices & Results)

«  Understand the results of everyday choices (modified as “Choices & Results’ in Mighty Teens)
« Relate choices and results to goals (modified as “ Choices & Results’ in Mighty Teens)

« Avoid the Mighty Girls way: being considerate, confident, and convincing

.  Explain differences between aggressive, passive, and assertive communication

. Refusethe Mighty Girl way: being considerate, confident, and convincing

Media I nfluences (modified as*“ Challenging M edia M essages’ in Mighty Teens)

. ldentify positive and negative messages about girls and women in the media

o ldentify waysin which teens on popular TV shows are different from and similar to teensin red life

. Demonstrate Mighty communication: using considerate, confident, and convincing words and body language.

Tech Component to Support and Sustain Behavior Change (modified as a cell phone app in Mighty Teens)

The Avoid Skill and The Refuse Skill sessions were adapted from “keepin’ it REAL” [14]. Other sessions were cocreated by the first and second

Mighty Girls has three features, which the nonadoption,
abandonment, scale-up, spread, and sustainability (NASSS)
framework identifiesaslikely toresultin failureto scale up and
disseminate [9]. First, the program was devel oped for Latinas.
Thismonocultural focusisat oddswith successful dissemination
within US public school systems given US school and
community demographics[15]. Additionally, research findings
argue for greater effectiveness of multicultural, relative to
monocultural, program interventionsin general [16] and within
US school settings in particular  [17,18]. Second,
DRAMA-RAMA relies on human-in-the-loop technology
(digital puppetry) [10]. Advances in artificial intelligence are

https://formative.jmir.org/2021/6/€24937

not yet sufficient to reduce this cost (current personnel and
equipment costs estimated at US $20,000 per school), making
theintervention not sustainablewithin US public school systems.
An dternative, less costly narrative-generating technological
component such as a smartphone app would address this
sustainability barrier. Third, it iswiseto gauge potential parent
support for any school-based sexual health program [6],
particularly one that uses a smartphone app [19], early in the
scaling-up process when changes are easier to accommodate.
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Methods

Overview

All three phases of program adaptation (Figure 1) used purposive
[20] (nonprobability) sampling of groupsliving in alow-income,

Norris et al

multicultural, urban metropolitan area within central Florida
Recruitment and study procedures were approved by the
Prevention Strategies LLC Institutional Review Board and
participating school district. Below, we present information
specific to each phase, one phase at atime.

Figure 1. Adapting Mighty Girlsinto Mighty Teens, a more scalable and easier to disseminate program.

Mighty Girls Phase 1
Multicultural Adaptation
* 6 Classroom Sessions of Classroom Sessions
* DRAMA-RAMA & Pilot Study
Digitally Puppeted Phase 2
ase .
e Develop Narrative Cell D
Ph%n;i;ﬁr:y%r :;f;:;uct e 7 Multicultural
Classroom Sessions
Phase 3 * Mighty Teen Cell
Focus Groups to Gauge Phone App
Parent Support ® Has Parent support

Phase 1: Multicultural Adaptation of Classroom
Sessions and Pilot Study

Design

Phase 1 used an iterative process involving consultation and
two implementations of the classroom sessions, with the second

implementation serving as a pilot study. After each iteration,
the classroom sessions were revised.

Three changes to program materials were made in preparation
for phase 1. First, session dlide sets were revised to ensure
representation of a variety of cultural/ethnic groups. Second,
content on narrative writing was added to the final “Wrap-up
& Review” session. Third, ordering of the Avoid Skill and
Refuse Skill sessions was reversed relative to their positioning
intheoriginal program. Thislast change wasdriven by insights
from implementing the original program [10]. Both sessions
were adapted from an efficacious, early-adolescent substance
use prevention program, “keepin’ it REAL” [14], which stands
for the relationally competent resistance communication skills
Refuse, Explain, Avoid, and Leave. Only Refuse and Avoid
were taught in Mighty Girls because formative work indicated
that Explain could elicit more peer pressure by inviting peers
toargue[21], and Leave could not beusedin DRAMA-RAMA.

Consultation

Consultantsincluded afemale middle school staff member and
three adult women in their early 20s (two African American
women and one biracial African American/Native American
woman). Thelatter were recruited asresearch assistants through
Indeed, aworldwide employment websitefor job listings. These
young women all lived in the same low-income, multicultural,
urban metropolitan areain which the study was being performed.
We specifically empowered them by emphasizing during
recruitment and task directions that they brought a unique and

https://formative.jmir.org/2021/6/e24937

RenderX

valuable expertise critical to the success of the research effort
(this message was repeated throughout phase 1 and phase 2 for
al tasks involving these women). They were tasked with
reviewing the Mighty Girls classroom session program manual
and slide setsfor language, terminology, and image inclusivity
(ie, not heterosexist or specific to aparticular ethnic group) and
making recommendations.

Participants, Procedures, and Measures

Participants in both implementations were girls enrolled in the
7th grade (aged 11-14 years) at two multiethnic middle schools
in an urban metropolitan area within central Florida. No
participant had difficulty spesking, reading, or writing in
English, and on average used only English, or English more
than other languages, for these activities (ie, high level of
acculturation). Participants of implementation 1 were recruited
a alow-income (67% reduced/free lunch, in accordance with
criteria to be designated as a “Title 1” school: 65% of
students/families qualify directly for supplemental nutrition
assi stance program, homeless, migrant, Medicaid, or foster care
as verified by the state) middle school with 80% minority
enrollment. Two girlsdropped out after session 4 dueto repeated
disruptive behavioral issues. Participants of implementation 2
wererecruited at asecond low-income (52% reduced/free lunch)
school with 69% minority enrollment (top 5% of state schools
for enrollment diversity). Participants at both schools were
recruited with: (1) flyers posted at the school; (2) a message
sent out viaphone by the principal to parents of 7th grade girls;
and (3) the three research assistants discussing the study and
handing out study packets during 7th grade lunch (packets
contained the principa’s letter of support, parental consent
forms, and screening form assessing parents’ culture/ethnicity
and child’s English language fluency).
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Each implementation involved a two-person multicultural
teaching team consisting of either thefirst or third author in the
teaching role and one of the three research assistants in the
teaching assistant role (ie, Hispanic or non-Hispanic White
teacher paired with African American or multiethnic [African
American/Native American] teaching assistant). Thisteam also
acted as participant observerswho made postsession notes about
the session they had taught, identifying what worked and did
not work, and providing feedback on the cultural relevance of
the wording and examples used to explain concepts.

Teaching assistant role training involved completing session
activitiesin therole of aparticipant, and provided an opportunity
to try out a training approach that combined two 2-hour
face-to-face sessionswith a“ homework” assignment similar to
what might be used for training when the program is taken to
scale. All three research assistants spontaneously reported how
much they liked their training, particularly the “homework”
(using communi cation techniques with friends and family).

Bothimplementations were videotaped. Thefirst implementation
involved postsession focus groups, and the second was a
one-group, pretest-posttest pilot study (not powered for
significance).

First Implementation

Participants at the first school completed a brief demographic
guestionnaireimmediately prior to the first session that assessed
age; birth country; race and ethnicity; acculturation (use of first
language relative to English for those who spoke more than one
language) [22,23]; and whether lunch wasfree, reduced in price,
or full price.

Each Mighty Teens classroom session was delivered and then
followed by ashort focus group led by theteaching team. Focus
group questions were displayed on dlides. Participants wrote
responses on large pieces of paper posted on walls or on
anonymous index cards, depending on the question. They then
voted (ie, agreed/disagreed) on themesidentified in comments
written publicly and anonymously, and responded to probesfor
more details or new thoughts emerging in response to other
teens’ comments.

Second | mplementation/Pilot Study

In lieu of focus groups, participants at the second school
completed a paper-and-pencil pretest immediately prior to the
first session (al so containing the same demographic items used
in the first implementation) and completed a posttest
immediately after the last session. All measures had been
pretested or used with this age group previously [10,24].

The pretest and posttest contained a short self-efficacy scale,
along with items assessing resistance and sexual intentions, and
intention to postpone sexual intercourse. The 9-item self-
efficacy scale comprised 5 items from the 12-item measure
reported by Dilorio et a [25] (eg, say “no” to sex even if the
other person saysthey will break up with you if you don’t have
sex) and 4 items created by thefirst author to assess self-efficacy
regarding specific program resistance behaviors [10]. These 4
itemswere: (1) stop someonewho is pressuring you to do sexual
things without making them angry, (2) leave a party or dance
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club where sexual things are going on without being made fun
of, (3) avoid situations where you know other people will be
making out, and (4) say no in aseriousway and stick to it when
someone you like is pressuring you to do sexua things.
Response options range from 1 to 4 with labels for endpoints
and midpoints (1=not at all sure; 3=moderately sure;
5=completely sure). Higher scores indicate greater resistance
self-efficacy. Cronbach a was .84.

All intention items used the same response options: definitely
not (1), probably not (2), probably yes (3), and definitely yes
(4). Higher scores indicate greater intention. Psychometric
analysis argued for treating intention types as measures of
separate constructs, not part of a single multi-item intentions
scale. Resistance intentions were assessed by aquestion related
to a particular response strategy when asked “to do something
you do not want to do.” Response strategies included: not
resisting (go along with what they want me to do), resisting by
using relationally competent communication strategies (4 items,
including suggest doing something else; a=.62), or resisting by
using a nonrelationally competent strategy (tell them | don’t
want to because it’s stupid). Kirby et al’s [26] 3-item sexua
intention measure was used to assess willingness to engage in
sexual intercourse (eg, | would have sex now to keep someone
| cared about romantically asaboyfriend/girlfriend); Cronbach
o was.79. Intention to postpone sexual intercourse was assessed
with asingleitem: | want to wait to have sex until | am older.

Data Analysis

Demographic responses were summarized with descriptive
statistics. A paired t test was used to assess pretest-posttest
differences in self-efficacy, resistance and sexual intentions,
and intention to postpone sexual intercourse (second
implementation only).

Thefirst and second authors reviewed classroom session videos
(both implementations) for signs of engagement, restlessness,
and confusion. Engagement was defined as girls raising their
hands to participate, smiling, looking at the teaching team or
slide presentation when not engaged in atask, working on tasks,
or easily redirected from chatting with peer(s) back to the main
discussion and remaining attentive. Restlessness was defined
as fidgeting, repeatedly talking with peer(s) and not easily
redirected back to the task, complaining about the activity, being
bored, or not having fun. Confusion was defined as a facial
expression in which the nose and forehead were scrunched up
in atype of frown, or complaints about being confused or not
understanding task directions.

The first author also reviewed and performed a descriptive
content analysis [27] of the teaching team postsession notes
(both implementations) and postsession focus group videos
(implementation 1 only). Content (eg, sentence or section of
notes; participant response or portion of responseif expressing
multipleideas) was sorted into one of three categories: (1) liking
or positive, (2) disliking or negative, and (3) confusing or not
clear. Improvement suggestions noticed in this process were
aso marked. Next, information within categories and
improvement suggestions were each reviewed for themes and
multiple instances, summarized, and then discussed with the
study team.
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Phase 2: Development of a Narrative Cell Phone App
and Usability Testing

Design

Phase 2 began with app devel opment that culminated in usability
testing. The app prototype was initially developed for Android
phones given Pew Foundation reports [28] indicating greater
Android use by low-income families living in the urban
metropolitan area within central Floridain which thisresearch

was being performed. However, the next iteration of the app
will be built for both Android and iPhone cell phones.

Two theories guided app development. First, the theory of fun
[29] stressesthe importance of engagement for app uptake, and
defines engagement as the result of positive affect, fun, low
predictability, novelty, and the right amount of challenge (not
too little or too much) experienced while interacting with the
app. Second, narrative engagement theory [13] stresses the
centrality of engagement to behavior change. According to this
theory, engagement mediates overall effectiveness of narrative

Textbox 2. Required prototype features and functionalities.

Norris et al

creation, a phenomenon that builds self-efficacy through
cognitive rehearsal [12] while simultaneously imbedding
intervention messages (eg, concepts) in a narrative [13]. App
use was planned for nonschool settings (eg, home, public
library), necessitating a simple and intuitive interface.
Additionally, the interface needed to guide users in creating
their own “Mighty Teens’ electronic story of resistance (similar
to the eventsthat occurred with DRAMA-RAMA inthe Mighty
Girls program). Stories were to be recorded, mirroring natural
storytelling.

Both the app and a secure, password-protected dashboard
(backend accessible to administration staff) were developed
using a collaborative approach, involving the authors and
Margaret Broucek, Principal of Tapp.technology who was a
phase 2 technology partner (Textbox 2). Tapp.technology
iteratively created screen designs in response to feedback from
the authors and the three research assistants, arriving at the
designsused to create the prototype for usability testing (Figure
2).

Mighty Teens app
. Intuitive interface with minimal text or direction

«  Record oral story. Text input only required for naming story

o Allow usersto listen to their story, and submit, rerecord, or delete it

Mighty Teens Dashboard
o Secure, password-protected

« Assign various levels of accessto all stored information

«  Present users with icons representing places, characters and their emotions, and Mighty Teens skills from which to select
«  Provide users with button to click to access definitions of individual Mighty Teens skills

«  Provide users with a button to click to record story while viewing selected icon places, people and their emotions, and Mighty Teens skills

«  Send user stories using secure encrypted transmission to Mighty Teens dashboard

« Allow direct entry and edit of information into sortable fields with controlled access to such privileges
«  Usernames grouped by implementer and implementation school/clinic site
«  Implementation school/clinic site with street, address, state, and zip code information, and grouped by organization

«  Storeusernames, app access codes, addresses, and story submissions

https://formative.jmir.org/2021/6/€24937
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Figure 2. Mighty Teens app prototype story-creating screen with pop-ups alowing selection of places, characters with as many emotions (represented

as emoticons) as needed, and Mighty Teens skills.
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Participants and Procedures

Phase 1 participants were invited to participate in usability
testing as part of their study participation. However, some were
unableto attend due to transportation issues or schedule conflicts
(eg, needed for sport team practice), resulting in asample of 25
participants. Almost al participants (92%, 23/25) created and
recorded at least one story. Two participantsinteracted with the
app but did not record (or deleted recordings of) their stories.
One of these participants did not want anyone to listen to her
story. It isunclear if the other had difficulty with the recording
feature or felt similarly. Although 25 girls participated in app
testing, only 24 completed written assessments of usability and
engagement.

Usability testing was performed at each school involved in phase
1 with hot spots, approximately 1 month apart. Participants

https:/formative.jmir.org/2021/6/e24937
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accessed the app using either their own Android cell phone or
a“testing” cell phone provided by the research team.

When participants arrived at their respective school, they were
split into two groups with each group assigned to a different
classroom. Oncein their classroom, participants were split into
dyads and a research team member was assigned to observe
each dyad. Those that finished early were free to record
additional stories. Research team members took ethnographic
field notes describing participants verbal and nonverbal
behaviors during app use, but were unable to see the
participants’ screens unless shown to them. Research team
members debriefed immediately after testing. Notes from this
meeting became part of the ethnographic field notes.

After using the app, the girls completed written assessments of
usability and engagement. Following this, a brief focus group

IMIR Form Res 2021 | vol. 5 | iss. 6 | €24937 | p.32
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

discussion was held with the first or second author in the role
of facilitator and a member of the research team in the role of
cofacilitator/notetaker.

Measures

Quantitative M easures

Self-reported usability was assessed with an adaptation of the
System Usability Scale [30] in which the word “system” was
replaced with “app,” and wordiness and reading level were
reduced to make items more accessible to teens. For example,
the original item “| think that | would like to use this system
frequently” wasrevised to | would usethisapp alot.” Response
options (strongly disagree, disagree, neutral, agree, strongly
agree) were unchanged.

Consistent with the original scoring process [30], responses
were assigned a value of 0 (strongly disagree) to 4 (strongly
agree) with even-numbered items reverse-scored, and scores
were summed with the result multiplied by 2.5 to create a
usability score ranging from O to 100. Cronbach a for the
adapted measure was .80. Validity was supported by correlations
with the app being interesting (r=0.60, P=.002), task difficulty
(r=—0.44, P=.048), and flow (r=0.45, P=.03).

Usability was al so assessed with an open-ended question asking
what could be done to improve the app, and task difficulty was
assessed with a closed-ended question: “It was hard to think of
an idea to use for the Mighty Teens app.” Response options
were strongly disagree (1), disagree (2), agree (3), and strongly
agree (4).

Self-reported engagement was measured with 6 items adapted
fromthose used in DRAMA-RAMA development by replacing
the word “game” with “app” and referring to writing stories
instead of interacting with game characters[10]. A singleitem
assessed whether the app was fun to use. A 5-item Likert scale
consisted of the following items: three items describing the app
experience (fun way to create a story, interesting, boring
[recoded]), one item asking about using the app for a school
assignment, and one item asking about recommending the app
to friends. Response options ranged from strongly disagree (0)
to strongly agree (3), without a neutral midpoint.

Qualitative M easures

Ethnographic field notes were used to assess usability and
engagement presence and i ssues. Research team memberswere
trained to collect these notes and used a checklist as a guide to
verify that they had commented on all assessment domains. The
checklist prompted assessment of (a) verbal and nonverbal signs
of positive and negative affect, and (b) problems with usability
indicated by participants having completed the storytelling task
(eg, long delays, facial expressions of frustration, asking
questions).

Focus group interviews consisted of open-ended questions that
asked for general impressions, likes and didlikes, and
recommendations for improvement. These questions were
followed by requests for feedback on specific screens or parts
of screens.

https://formative.jmir.org/2021/6/e24937
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Data Analysis

Ethnographic field notes, focus group notes, and participant
responses to the open-ended usability question were analyzed
using descriptive content analysis [27], similar to phase 1.
However, the first author sorted units into categories, and then
identified and presented a summary of themes represented by
these categoriesto the usability testing team, along with copies
of the raw qualitative data. The summary was finalized in the
resulting discussion.

Participant stories were coded for narrative structure and
reference to Mighty Teens program skills using two
dichotomous (0, 1) variables. Narrative structure was defined
as three complete components (1). A reference to a Mighty
Teens program skill (1) required the participant to describe a
character correctly using (or teaching another character to use)
at least one skill. It was not necessary to use the exact program
name for the skill. However, not referencing a skill or naming
one without any application were both coded as no reference
(0). Interrater agreement was 100%.

Phase 3: Focus Groupsto Gauge Parent Support

Participants, Procedures, and Measures

Mothers and fathers of 7th grade girls involved in the second
implementation were invited to participate in afocus group (a)
by flyers included in the study packets given out to their
daughters, and (b) during the parental consent process for their
daughters’ participation. No fathers expressed interest in
participating or were involved in the consenting process.

Scheduling of focus group participation coincided with thefirst
national lockdown in response to the COVID-19 pandemic.
Parents were distracted, under distress, with other activities
competing for their attention, complicating consenting and
scheduling (eg, parents who had previously expressed interest
did not return phone calls). Scheduling and COVID-19
accommodations resulted in two focus groups involving 6
mothers as participants.

Focus groups were conducted using Zoom conference
technology, which was challenging because the participants
seemed unfamiliar with Zoom and video conferencesin general.
However, the facilitator (second author) was able to assist by
phone, and familiarize participants with the process and
importance of confidentiality and privacy once they opened
Zoom.

Focus group interviews consisted of open-ended questions about
(1) what the parents had heard about Mighty Teen classroom
sessions or the app from their daughters, and (2) the parents
feelings about and challenges related to their daughters’ use of
apps and cell phones. Information about classroom session
topics and activities, and about the app was provided once
parents shared what they had heard. Feedback wasthen solicited,
followed by specific probing related to their daughters’ use of
the app, her doing so privately, and supervision preferences and
concerns.
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Data Analysis

Descriptive statistics are used to summarize the mothers
ethnicities. Focus group recordings were transcribed verbatim
and analyzed using descriptive content analysis[27], similar to
phases 1 and 2. However, the first and second authors
independently sorted unitsinto positive/negative categories and

Table 1. Demographic characteristics of participants by study phase.

Norris et al

summarized themes within the categories. No differences in
categorization or meaning of theme labels were noted.

Results

Participant Characteristics

Participant demographic characteristicsfor al three study phases
are provided in Table 1.

Characteristic Phase 1: Implementation Phase 2: Usahility testing Phase 3: Parent focusgroups
(N=25) (N=6)
1(n=14) 2 (n=23)
Age (years), median (range) 13(12-14) 13(11-14) 13(11-14) _a
Quialifies for reduced/free lunch, n (%) 11 (85) 16 (70) 19 (76) N/AP
Cultural/ethnic group, n (%)
African American 5(36) 5(22) 8(32) 2(33)C
Arab American 0(0) 1(4) 1(4) 0(0)
Bahamian/Black Caribbean 2(19) 2(9 2(8) 117¢
Haitian 0(0) 4(17) 3(12) 1a7)C
Hispanic/Latino 4(29) 5(22) 5 (20) 1a7d
Indo-American 1(7) 1(4) 1(4) 0(0)
Non-Hispanic White 1(7) 2(9) 2(8) 11nd
Multicultural (African American and Haitian; African 1 (7) 3(13) 3(12) 0(0)
American and Hispanic/L atino; Navajo and Non-His-
panic White; Bahamian and Haitian)
US (mainland)-born, n (%) 11 (79) 20 (87) 21 (85%) —
High level of acculturation, n (%) 12 (86) 20 (87) 22 (88%) —

3Data not collected.

BNI/A: not applicable.
CPart of same focus group.
dPart of same focus group.

Phase 1. Multicultural Adaptation of Classroom
Sessions

Consultation

The consultants recommended taking moretimein session 1 to
explain the program, and making two changes to increase
program language inclusivity: (1) replace “girls’ with “teens’
(including in the program title); and (2) use nongender-specific
names and pronouns to avoid gender identity and sexual
orientation biases. These changes were recommended to make
teens feel included regardiess of gender identity or sexua
orientation. The only exception was in the Media Influences
session, where the focus on how girls and women are depicted
in advertisements was viewed as valuable. The three young
adult consultants a so reported (without prompting) how much
they liked the program and wished it had been offered to them
when they were in middle school, lending support for its
multicultural potential.

https://formative.jmir.org/2021/6/€24937

I mplementations

Overview

Review of classroom session videos and teaching impression
notes from both implementations failed to identify instances
indicating a lack of multiculturalism in terminology or
directions, including those related to resisting peer pressure.
For example, expressions of confusion tended to be made by
multiple teens who were not more likely to be of a particular
cultural/ethnic group than other participants. Moreover, the
teaching teams of implementations 1 and 2 failed to report any
instances of program content, directions, or examples feeling
“off,” “needing to betrandated,” and similar. Below, we discuss
the implementation-specific findings.

First Implementation

Analyses of focus group and classroom session videos, and
teaching impression notes identified two pedagogical issues
and one opportunity to fine-tune the content. First, participants
appeared to be confused when identifying goals in session 1,

JMIR Form Res 2021 | vol. 5 | iss. 6 | €24937 | p.34
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

indicating that more time was needed for teaching this content,
resulting in the decision to split this session in two, with the
first objective retained in the new Goals session and the
remaining two objectives addressed in the new Choices &
Results session (Textbox 1). Second, fidgeting and restlessness
were noted during the session 3 content when the resistant
communication skill Refuse was presented, indicating a need
for physically active learning (eg, having the class stand and
share in acting out the Refuse skill). Aside from these issues,
al other disengagements could be linked to one or two
participants with a preexisting peer conflict documented in
teaching impression notes. Third, review of Refuse and Avoid
session videos led to a discussion with the teaching team that
resulted in (a) adding aclear definition of Explain, but restricting
it to a type of vague explanation that is difficult for peers to
argue with (eg, “I’m not into that”); and (b) defining Leave as
aresponse that can be combined with Refuse, Explain, or Avoid.
In the original program, this content has been presented more
as atype of Refuse or Avoid skill but with little emphasis. As
aresult of this change, session objectiveswere sightly modified
to include defining and applying Explain and Leave,
respectively, and session titles were modified to “Refuse &
Explain” and “Avoid & Leave”

Second I mplementation and Pilot Study

The teaching team reported that splitting session 1 into two
different sessions increased class discussion time and allowed
for the goal content to be covered more slowly, improving
participants’ grasp of this content. Review of videos indicated
that any confusion initially present declined over the period in
which the goal content was presented. Similarly, fidgeting and
restlessness during the Refuse skill content presentation
appeared to be eliminated by increasing the physical learning
of this skill. Nevertheless, the teaching team reported that,
overall, it was difficult to deliver al content within 45 minutes
and dtill have sufficient time for discussion. This was
particularly true for sessions 4 and 5, which had been revised
to include content on Explain and Leave, respectively, and also
for session 7 to which content on narrative writing had been
added. In other words, all three sessions need to be revisited to
streamline/reduce their content.

Engagement was evident acrossall sessions. Any disengagement
could again be linked to a preexisting peer conflict noted in the
teaching impression notes.

Quantitative analyses identified a significant pre-post increase
inintention to delay sexual intercourse (t,,=—2.26, P=.04). No
significant pre-post increasesin resistance self-efficacy (P=.71)
or resistanceintentions (P=.30), or decreasesin sexual intentions
(P=.17) were observed.

Phase 2: Narrative Cell Phone App Usability Testing

Qualitative and Quantitative Measures

We could not detect any substantive differences between the
results obtained for the two usability testing sessions. Hence,
results presented herein are combined across sessions. The
observed timeto complete atask ranged from 6.30 to 13 minutes
(median 6.67). The prototype did not track the time spent
between opening the app and submitting astory, and teenswere
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offered the opportunity to record their stories outside if they
did not want to be overheard. Hence, the observed time to
complete atask may be confounded with the time spent visiting
with friends, abehavior observed at the sametimethe recording
was presumed to be occurring, arguing for it being a“high-end”
estimate of the actual time required.

Only 24% (6/25) of the participants created a story with a
beginning, middle, and end, and lessthan half of the participants
(44%, 11/25) created a story inwhich Mighty Teens skillswere
used. The stories reflected both same and opposite sex
orientations, consistent with the tailoring expected in
self-generated narratives.

Usability

The System Usability Scale score was 76 despite 55% (12/22)
of the participants agreeing that it was hard to think of an idea
to usefor the Mighty Teensapp. Content analysis of open-ended
guestion responses and focus group notes indicated that about
half of the participants wanted the app to have atutorial, more

directions, or prompts, whereas about half felt that it was
“simple” “easy,” or “very straightforward.”

Analysisof ethnographic field notes described some partici pants
asfrowning and stopping, asif concentrating, and othersclearly
stuck at theinitial step of identifying atitle until told they could
use“My Story” asthetitleif they wanted to. Regardless, these
participants quickly transitioned to arush of tapping and swiping
with brighter affect, and focus group notesindicated that all but
one participant (disgruntled by apreexisting peer conflict) were
pleased with their experience. Nevertheless, many did not like
how their recorded voice sounded.

Slightly more than athird (9/24, 38%) of the participants stated
in their written responses to the usability open-ended question
that there was nothing needed to improve the app (eg, “no,”
“nope,” “nothing”). Less than half (11/24, 46%) made one or
more comments concerning actual or desired app features, and
17% (4/24) made no comments.

Descriptive content analysis of responses to the usability
open-ended question ethnographic field notes or focus group
notes identified ways to improve usability (Textbox 3).
Triangulation of these data sources indicated that amajority of
participants (80%, 20/25) were frustrated or disappointed that
they could not typetheir story. In contrast, 20% (5/25) expressed
joy and astonishment that they could record (they had expected
text entry) and had quickly begun using the app with gusto.
However, this latter group agreed in the focus groups that text
entry would be useful if a teen was concerned about being
overheard, or was mute or stuttered.

Four unsubmitted stories were found in the testing phones after
the session supported participants suggestion to add
confirmation of a successful story submission. Additionally,
the focus group discussion helped clarify other usability
improvements. For example, al participants wanted the
character set to be more representative but some also felt that
the numbers of icons in the current character set was
overwhelming, arguing for customizing over expanding the
existing set.
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Similarly, the importance of adding an “other” category for
character emotions was emphasized by comments indicating
that participants considered qualities such as courageous, shy,
and determined to be emotions. In contrast, commentsregarding

Norris et al

places suggested adding both icons (eg, corner store, fast food
place, “jumping place” [a place for teen parties with
trampolines]) and an “ other” option to accommodate placesthat
might be more regional or seasonal (eg, pool, beach).

Textbox 3. App improvement categories and themes identified in descriptive content analysis.

Usability improvement categories and themes
« Allow both recording and text entry of stories.
«  Label emoticons (cannot tell what some of the faces mean).

«  Improve ability to select story elements:

« Improve ability to delete characters.
o Make“controls’ (pause, record, submit) on recording screen clear.
«  Confirm story submission, so you know it worked.

B Increase choices and/or allow more customization:

« Add more places.

Engagement improvement categories and themes

responded) to a particular situation.
o Increase the fun:

«  Add emoticons floating across login page.

« Animate stories (have characters act out story).

« Allow multiple selections without exiting and reentering screen.

« Increase differentiation between skill versus skill definition selection (add a question mark for definition).

«  Current character set not sufficiently representative (nobody looked like me).

« Add selection of various different intensities of particular emotions (eg, alittle angry, extremely angry).

« Add “other” option for emotions and places similar to what is available for characters.

«  Changeto blue and red colorsif app to be used by both boys and girls at some point; current colors are “girly.”

«  Make possibleto anonymously share and chat about stories to help other teens or obtain feedback on how story creator responded (or could have

« Haveapp “read back” in amale or female voice, according to user’s choice.

Engagement

Descriptive content analysis indicated smiling, intense focus,
and constant interaction with the app for 23 out of 25 (92%)
participants with these same participants asking if they could
use the app to make multiple stories. At least 4 out of 23 (17%)
participants who reguested this option did so in the time
available with one participant creating 4 stories.

The word “fun” was used multiple timesin all focus groups to
describe the app; 83% (20/24) of participants reported they
would recommend the app to their friends. Mean Fun and Like
scores were 3.0 (SD 0.75) and 3.2 (SD 0.60), respectively,
indicating that the participants agreed that the was app fun and
liked using it. Additionally, both ethnographic and focus group
notes indicated that participants found selecting icons for
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characters, character emotions, and places very appealing.
Selecting emotions was stated as a “favorite part.”

Analysisof open-ended question and focus group dataidentified
changes that could increase engagement (Textbox 3). One such
change (sharing and chatting about stories with other teens)
appeared part of alarger theme of wanting the app to have a
purpose; otherwise, “why should we use it?’

Phase 3: Focus Groups Gauging Parent Support

Descriptive content analysis of focus group transcriptsindicated
no obvious group differences, and no ethnic or racial differences.
Hence, results for each group are combined with participants
referred to as mothers because no fathers participated (Table
2). There were no negative comments about any aspect of the
program.
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Table 2. Themesidentified in parent focus groups.

Norris et al

Theme

Exemplar quote®

Mothers liked program goals and content

Mothers liked the Mighty Teens app

Mothers want Mighty Teens app use monitored

Sharing is a benefit to daughter and other teens

“...she[referring to daughter] was just saying, ‘ You got to be careful when you're on social
media, because you don’t know who you're talk to who they are.’ ...l was Okay, she must have
mentioned it because of the session...now they’re having a session and &l of a sudden, they
know what to do so, that | did appreciate.”

“What | find different about yours versus the othersis that she can either make up astory or use
her own story... The other thing that | find that your app is interesting about is the fact that it
bringsin emotions, which | don’t think the others do that. | like the emotional aspect of your

app.”

“ Sometimes they're not willing to talk about it themselves,...if they shared something like that
in astory, then it may put up ared flag: ‘Hey, this person needs help.’”

“1 think if it'sin acontrolled environment, asfar as your company or whomever, | think that will
be something that is great for the kids to share whether it's afictitious or whether it's a true sto-

ry...to kind of make awareness to other children...”

8 ach exemplar quote is from a different focus group participant. Participant race or ethnicity is not reported to protect confidentiality.

Discussion

Scaling up culturally tailored sexual health interventions can
be challenging and not always straightforward [3]. This study
addressed three barriers that the NASSS framework [9] argued
would impede successfully scaling up and disseminating the
Mighty Girls program: lack of multiculturalism, cost, and parent
receptivity. Phase 1 used an iterative process involving
consultation, focus groups, and pretest-posttest evaluation to
produce a multicultural adaptation of the classroom sessions
and a new program name, Mighty Teens. The iterative process
increased program language inclusivity with respect to gender
identity, sexual orientation, and culture/ethnicity, consistent
with best practices for creating multicultural programs [16].
Phase 1 also provided preliminary support for efficacy of the
multicultural Mighty Teens classroom sessions.

Phase 2 used a combination of qualitative and quantitative
methods to evaluate app usability and engagement potential.
The usahility score (76) exceeded the minimum industry
standard (68) for minimum or average usability [31].
Additionally, the app enabled usersto self-tailor their narratives
to the level of sexual orientation, which was not possible using
the original program’s technical component. The app is less
costly to disseminate than the Mighty Girls DRAMA-RAMA
game, and potentially more powerful, becauseit affordsagreater
level of tailoring [13].

Finally, phase 3 parent focus groups demonstrated not only
parent receptivity but also positive regard for the Mighty Teens
program. This argues for the program’s ability to surmount the
political and ideological issues surrounding sex education that
typicaly impede sexual health program dissemination and
uptake [6-8].

Looking across the findings from all three phases of this study,
two themes stand out. First, the study findings suggest that
Mighty Teens has high engagement potential. This argues for
program success and impact because engagement predicts
program participation [32], learning [33], and behavior change
[13]. Second, both mothers and daughters liked and valued a
narrative-generating app that allowsteensto (a) select emotions
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for charactersin astory and (b) sharetheir stories with peersin
amonitored environment. Althoughitisunclear if fatherswould
feel similarly, mother-daughter agreement suggests parents
would support their daughters' app usein the home environment.
This conclusion is also consistent with the technology
acceptance model’s premise that user value for particular app
functionalitiesis critical to app acceptance and uptake [34].

This study did have limitations. Participants were purposively
selected to represent various cultural and ethnic groups living
within a low-income, urban metropolitan area within central
Florida, and sample sizes were small, preventing us from
statistical evaluation of possible cultural or ethnic differences.
All parent focus group participants had previously consented
to their daughters’ participation in asexual health program, and
may have been more likely to approve of sex education in
general, as well as this program. Further, only mothers
participated in the parent focus groups. However, research shows
that fathers often defer to mothers when it comes to their
daughters’ sexual health [35], and our sampling methods were
suitable for adaptation purposes. Nevertheless, more
cultural/ethnic differences might emerge in larger samples.
Hence, we will evaluate both multicultural fit and parent
receptivity in a future efficacy trial involving a more
representative US sample.

Degspite these limitations, this study illustrates how program
developers can adapt a program prior to scaling up for
dissemination so that clear barriers to implementation by
targeted user organizations (ie, public schools) are addressed.
Our three-phase approach models the use of specific guidelines
and best practices for creating cultural [36] and multicultural
adaptations [16] of evidence-based preventive interventions.
For example, we involved a multicultural team of consultants
(school counselor and three young adult women) familiar with
and representative of a multicultural community. Our three
young adult women were all intimately involved with the
process of adapting the intervention in phases 1 and 2 in their
roles as research assistants, and were empowered to shape this
process. Our pilot study, usability testing, and parent focus
groups provided data regarding intervention acceptability and
efficacy as well as feasibility. Moreover, the empowered role

JMIR Form Res 2021 | vol. 5 | iss. 6 | €24937 | p.37
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

of our research assistantsillustrates how to extend the principle
of coproduction of public health interventionsfrom intervention
development to adaptation of an existing evidence-based
intervention [37].

Additionally, the study findings provide clear directions for
three app-related program improvements. First, there are clearly
two different teen subgroups that need to be accommodated:
those that prefer to record a story and those that prefer to use
text. Second, story creation can be a difficult task for this age
group. More support for structuring stories, including a prompt
to use a Mighty Teens skill, needs to be designed into the app.
Our findings suggest that either narrative writing is not
consistently taught in 7th grade, despite being part of the US
7th grade common core standards [38], or, if it is taught, the
content and related skills can be challenging for early
adolescents to master. The ability of a sexual health program
to support learning of an academic skill should increase the
program’s appeal to parents and public schools, thereby
facilitating dissemination [6]. Third, the app should be
introduced earlier and used to build narrative-generating skills
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(c) obtained preliminary parent support for the adaptation,
including their child's use of the program’s app component
(phase 3). Findings generated by this process provide
preliminary support for Mighty Teens program efficacy, and
insights for increasing program engagement, potency, and
perceived value.
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Abstract

Background: Patients with heart failure (HF) can be affected by disabling symptoms and low quality of life. Furthermore, they
may frequently need to visit the emergency department or be hospitalized dueto their condition deteriorating. Home telemonitoring
can play arolein tracking symptoms, reducing hospital visits, and improving quality of life.

Objective: Our objective was to conduct afeasibility study of a home health monitoring (HHM) solution for patients with HF
in British Columbia, Canada, to prepare for conducting a randomized controlled trial.

Methods: Patientswith HF were recruited from 3 urban hospitals and provided with HHM technology for 60 days of monitoring
postdischarge. Participants were asked to monitor their weight, blood pressure, and heart rate and to answer symptomology
guestions via Bluetooth sensors and atablet computer each day. A monitoring nurse received this data and monitored the patient’s
condition. In our eval uation, the primary outcome was the combination of unscheduled emergency department revisits of discharged
participants or death within 90 days. Secondary outcomes included 90-day hospital readmissions, patient quality of life (as
measured by Veterans Rand 12-Item Health Survey and Kansas City Cardiomyopathy Scale), self-efficacy (as measured by
European Heart Failure Self-Care Behaviour Scale 9), end-user experience, and health system cost-effectiveness including cost
reduction and hospital bed capacity. In thisfeasibility study, we also tested the recruitment strategy, clinical protocols, evaluation
framework, and data collection methods.

Results: Seventy participants were enrolled into thistrial. Participant engagement to monitoring was measured at 94% (N=70;
ie, data submitted 56/60 days on average). Our evauation framework allowed us to collect sound data, which also showed
encouraging trends. a 79% reduction of emergency department revisits post monitoring, an 87% reduction in hospital readmissions,
and a 60% reduction in the median hospital length of stay (n=36). Cost of hospitalization for participants decreased by 71%, and
emergency department visit costs decreased by 58% (n=30). Overall health system costs for our participants showed a 56%
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reduction post monitoring (n=30). HF-specific quality of life (Kansas City Cardiomyopathy Scale) scores showed a significant
increase of 101% (n=35) post monitoring (P<.001). General quality of life (Veterans Rand 12-1tem Health Survey) improved by
19% (n=35) on the mental component score (P<.001) and 19% (n=35) on the physical component score (P=.02). Self-efficacy
improved by 6% (n=35). Interviews with participants revealed that they were satisfied overall with the monitoring program and
its usability, and participants reported being more engaged, educated, and involved in their self-management.

Conclusions: Resultsfrom thissmall-samplefeasibility study suggested that our HHM intervention can be beneficial in supporting
patients post discharge. Additionally, key insightsfrom thetrial alowed usto refine our methods and procedures, such as shifting
our recruitment methods to in-patient wards and increasing our scope of data collection. Although these findings are promising,
amorerigoroustrial designisrequired to test thetrue efficacy of theintervention. Theresultsfrom thisfeasibility trial will inform

our next step as we proceed with arandomized controlled trial across British Columbia.

Trial Registration:

(IMIR Form Res 2021;5(6):€24509) doi:10.2196/24509

Clinical Trials.gov NCT03439384; https://clinicaltrials.gov/ct2/show/NCT03439384

KEYWORDS

telemonitoring; heart failure; home health monitoring; technology; telehealth; emergency care; community care; emergency

department; quality of life; self-efficacy

Introduction

Heart failure (HF) is common, life-limiting, and the leading
cause of hospitalization in North America and Europe [1].
Patients with HF are affected by debilitating symptoms and
impaired quality of life. The median survival after
hospitalization is 2.5 years, while rehospitalization rates exceed
20% at 30 days [1]. Telemonitoring has been proposed to
support patients with HF in the community. Clinical studiesto
date have demonstrated promising but inconsistent evidence
for this strategy. A recent meta-analysis of 17 studies of
telemonitoring found mixed results with benefits reported in
some areas and no significant change in others [2]. Two large
randomized controlled trials (RCTs) failed to find a reduction
in death or hospitalization [3,4]. These studies did not examine
issues such aspatients' level of familiarity and adoption of these
technologies [3], or integration of technology-enabled
monitoring in the context of convalescent care [4]. The
Telemedical Interventional Management in Heart Failure 11
(TIM-HF2) trial demonstrated significant reductionsin all-cause
mortality and days lost due to unplanned cardiovascular
hospitalization 1 year after monitoring [4]. Further, a
meta-analysis concluded that a subpopulation of patients with
HF recently discharged from hospital within 28 days of
admission benefited preferentially from home telemonitoring
and showed reduced mortality and all-cause hospitalizations
[5]. Further trials of home telemonitoring for patients with HF
arerequired to clarify thesefindings and their underlying factors.

Telehealth for Emergency-Community Continuity of Care
Connectivity viaHome Telemonitoring (TEC4Home) isa4-year
research initiative to evaluate the efficacy of home health
monitoring (HHM) as an integrated component of health care
delivery to support the transition of patients with HF from
hospital to home. The initiative consists of a feasibility study
followed by a pragmatic, multicenter, RCT [6]. The purpose of
this paper is to report the results of the feasibility study
conducted in preparation for the RCT, to test the clinical and
technical monitoring protocols in hospital and community
settings, and to refine the evaluation framework. We
hypothesized that the study procedures would be acceptable to
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both patients and providers; that the evaluation framework
would capture useful metrics for outcome evaluation; and that
the results would suggest a trend toward decreasing 90-day
emergency department (ED) revisits and hospital admission
rates, enhancing quality of life, improving self-efficacy, and
reducing health care costs for patients and the health care
system.

Methods

Recruitment Procedures

The feasibility study was an unblinded trial. Participants were
prospectively recruited from EDs and inpatient units at 3 large
urban hospital sitesin British Columbia from November 2016
to July 2017. Asthis study was designed to assessthe feasibility
of the study protocol and refine procedures with a purposive
sample gleaned from the feasibility study sites, no power
calculation was conducted. Rather, the sample size was
estimated from the recruitable number of patients with HF
presenting at the ED sites based on administrative datawith HF
diagnosis and factoring in estimation of eligibility and attrition
rates.

The inclusion criteria were as follows. one or more typical
clinical HF symptoms; one or more typical clinical HF signs;
one or more objective measures of HF, such as brain natriuretic
peptide elevation or chest x-ray findings; currently receiving
diuretic therapy; and age of 19 years or above. The exclusion
criteriawere asfollows: inability to complete study procedures;
no access to areliable phone for communicating with a nurse;
coronary or structural heart intervention during admission that
would ater the course of HF convalescence with medical
therapiesa one; patients not expecting to present back to hospital
for further deterioration, such as those wanting to die at home
(see Multimedia Appendix 1 for the patient participant eligibility
criteria of the feasibility).

Potential participants were first identified via referrals from
hospital ED staff and screening hospital ED lists. Throughout
recruitment, the study team expanded referral streamsto include
hospital in-patient wards to increase recruitment numbers.
Eligible patients were contacted in the hospital when possible
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or immediately after discharge. Participants completed the
consent process and were enrolled within 7 days from hospital
discharge.

This study obtained ethics and associated approvals (no.
H16-01076) from the regions where the 3 hospitals operate:
University of British Columbia (UBC), Vancouver Coastal
Health, and Interior Health Authorities.

HHM Intervention

The HHM device kits were provided by TELUS Headlth
(technology partner). The kit included a touch screen tablet
computer and Bluetooth-connected sensorsthat included ablood
pressure cuff, a pulse oximeter, and a weighing scale. Upon
enrollment and after patients returned home, monitoring nurses
aimed to contact all participants within 1-3 days by telephone.
Nurses trained to provide monitoring during the study period
were seconded from cardiac clinics and had extensive experience
managing patients with HF. During the first call, the nurse
confirmed dligibility and scheduled the delivery of the HHM
device kit. Kits were provided free of charge for 60 days and
weredelivered and set up in participants’ homes by atechnician.
The protocol sought to have kits delivered within 7 days of
discharge from the hospital; however, this varied depending on
theindividual patient’s scheduling preference.

Participants were taught how to use the device kit by the
technicians at thetime of delivery and were observed submitting
their first set of biometric measurements (ie, blood pressure,
oxygen saturation, pulse, and weight) and answering 10-12
yes-or-no questions regarding symptoms (eg, “ | feel more short
of breath today”) in the technician’s presence. Participantswere
then asked to continue daily submissions of 1 set of this data
per day for the next 60 days. The monitoring nurse sent an
enrollment letter to the participant’s primary care provider (PCP)
and other hedlth care team members (eg, specidists), if
appropriate, to notify them of their patients’ participation inthe
monitoring program and research study. PCPs or specialists
were also asked to review and change the default monitoring
limits of the patients (eg, blood pressure, heart rate limits, or
oxygen saturation levels) to customize to patients' needs if
required. Dry target weight was also requested if known.

Monitoring data were reviewed by a single monitoring nurse
Monday through Friday between 800 AM and 4.00 PM
(excluding statutory holidays) viaaweb-based dashboard. The
primary monitoring nurse performing the monitoring was a
cardiac specialty nursewith over 20 years of experience working
in cardiac care settings, such as a heart function clinic.

The platform listed and flagged patient measurements falling
outside of predefined default (or customized) values (eg, weight
gain of more than 5 Ibs in 2 days), changes in symptoms, or
missed datasubmissions. Alertswere flagged asred/severe (eg,
systolic blood pressure < 85 mm Hg or >160 mm Hg) or
yellow/caution (eg, systolic blood pressure 85-89 mm Hg or
141-160 mm Hg). The monitoring nurse followed up by
telephonewith the participantson al concerning flagsand alerts.
The monitoring nurse was authorized to advise the patient on
better managing their condition and to provide education on
management of the patient’s condition. For medication changes,
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the monitoring nurse would connect with the most responsible
physician (eg, PCP) of the patient to facilitate these changes.
In addition, the monitoring nurse would connect with other
specialists with whom the patient was attached, if needed. For
urgent situations, such as severe shortness of breath, the
monitoring nurse was advised to direct the patient to their closest
urgent care center or to call 911. Interventionsthat resulted from
consultations between patients and monitoring nurses were
documented in monitoring nurses’ notes, and summaries were
shared via fax with the participants’ PCP every 2 weeks or as
needed. The nurse also provided HF self-management education
including advance care planning discussionsto participants over
the telephone, referring to a binder of HF self-management
materials provided to participants upon enrollment into the
study. Participants were discharged from the monitoring
program after 60 days with a final report summarizing the
monitoring data sent to the PCP. Participants were contacted
again 30 days after discharge from the HHM program by
telephone to complete a follow-up survey and to obtain their
feedback on the HHM monitoring program.

Primary and Secondary Outcomes

Key metrics were drawn from the Triple Aim Plus framework
[7], and both quantitative and qualitative data were collected
from patient participants, participants PCPs, and the monitoring
nurses. The primary outcome was the combination of
unscheduled ED revisits in discharged participants within 90
days of discharge or al-cause death. Secondary outcomes
included hospital readmission, patient participant health status
(eg, quality of life, self-efficacy), end-user experience, and
health system cost-effectiveness (including cost reduction and
hospital bed capacity).

Data Collection

Patient Participant Experience and Outcomes

Administrative data and data regarding patient participant
experience and 90-day outcomes were collected via presurveys
(at the time of consent) and postsurveys (30 days after
monitoring discharge), with participants serving as their own
controls.

Participants compl eted presurveys at enrollment and postsurveys
from home via mail or over the telephone. The surveys, as
outlined below, comprised multiple validated scales to assess
pre-to-post changes in quality of life, self-efficacy, and health
care utilization.

The Veterans Rand 12-Item Health Survey (VR-12) was
included to measure health-related quality of life (general) [8,9].
The scale assesses 8 domains of health to produce a physical
component and a mental component score.

The Kansas City Cardiomyopathy Scale (KCCQ-12) measures
HF-specific quality of life [10]. The shortened 12-item scale
assesses “ patient-reported symptoms, function and quality of
life for patients with heart failure” Agreement between the
KCCQ-12 and the full KCCQ 23-item scale, whichitisderived
from, has previously been tested and results in a construct
validity of 0.93-0.96 in quality of life scores, 0.97 in physical
limitation scores, 0.98 in social limitation scores, and 0.98-0.99
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in summary scores. Test—retest reliability calculations of
KCCQ-12 have resulted in scores ranging from a 0.76 to 0.91
correlation across all domains. Scoring is calculated on a
100-point scale, with a higher score indicating a better overall
health status.

The European Heart Failure Self-Care Behaviour Scale 9
(EHFScBs-9) was employed to assess self-care self-efficacy
[11]. Internal reliability of this scale has been previoudly tested
with a test score of 0.80 [11]. This scale consists of a 9 to
45-point scale, with lower scoresindicating better self-care. For
thistrial, the method of standardizing the scoreto a0-100 scale
was used to make interpretation easier [12].

The My Healthcare Utilization Survey was included, as it
assesses health care resource utilization and can collect
information about the type and frequency of health-related
services used within a specified time period. This scale was
developed for this trial in collaboration with the UBC School
of Population and Public Health

The System Usability Scale (postsurvey only) was also used,
asit can evaluate the usability of atechnology-based application
[13]. The scaleis scored on a0 to 100-point scale, with higher
scores representing better usability.

Basic demographic data (presurvey only) were also collected
from participants and included age, sex, education level, and
ethnicity.

Optional interviewswere offered to all patient participantswho
completed the 90-day follow-up survey to gather additional
feedback about their overall experience.

Health Care Provider Experience

After study completion, the monitoring nurseswereinterviewed
to explore their overall experience with the monitoring model,
the benefits and challenges, and suggestions for improvement
(see Multimedia A ppendix 2 for the monitoring nurseinterview
protocol).

Participants’ PCPs were invited to provide feedback regarding
the HHM intervention’s impact on care delivery and workload
through surveys, which were faxed to them (see Multimedia
Appendix 3 for the primary care physician survey protocol).

Statistical Analysis

Patient Participant Experience and Outcomes

Survey data were entered into a Research Electronic Data
Capture (REDCap) database [14,15] hosted at the Centre for
Health Evaluation & Outcome Sciences (CHEOS) and were
analyzed using R statistical package version 3.5.3 (R Foundation
for Statistical Computing). The pre-to-postsurveys were coded
and scored according to the validated scales’ instructions, and
paired t tests were used to assess pre-to-post difference across
the outcome measures. Theresults are described as meanswith
SD for parametric data and medians with IQRs for
nonparametric data.

Pre—post analysis of administrative data was performed using
Microsoft Excel (Microsoft Corporation). To determine pre—post
change, we calculated the absolute risk reduction. Pre- and
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posthealth care costs and impacts were calculated using the
self-reported health care utilization surveys. To calculate
out-of -pocket costs, we used participants’ self-reported dataon
expenses related to their health condition, which included
information on drugs, aidsto daily living, housekeeping or home
care, and transportation to and from medical appointments.

Interviewswith patient participants about the overall experience
wererecorded and transcribed verbatim. Transcripts were coded,
and content analysiswas performed to summarize theinterviews
into themes (see Multimedia Appendix 4 for the patient
participant interview analysis codebook).

Health Care Provider Experience

Survey and interview data collected from the monitoring nurses
and the PCPs were summarized using content analysis to draw
out themes and recommendations to guide future HHM
implementations. I nterview datawere recorded and transcribed
verbatim. Transcripts were coded and summarized by 2
researchers (AB and an undergraduate student) into main
themes, including level of satisfaction for providing care,
communication with participants, impact, and areas for
improvement (see Multimedia Appendix 5 for the monitoring
nurse interview analysis codebook).

Results

Recruitment

From October 2016 to June 2017, 519 patients who met the
criterion of presenting to the hospital with shortness of breath
werereferred and screened for further HF eligibility screening:
219 met the study dligibility criteria for HF, and 70 were
enrolled. Out of these 70, 47 (67%) participants completed the
enrollment survey and thus provided demographic information.
The median age of these participantswas 75 years (range: 44-93
years), 24/47 (51%) participantsidentified asmale, 36/47 (76%)
identified as White (of European descent), and 45/47 (96%)
identified English astheir language of preferencefor health care
matters.

The top 3 reasons for nonparticipation included patients
declining, patients not meeting clinical eligibility criteria, and
inability to provideinformed consent (see Multimedia A ppendix
6 for a summary of the most common reasons for patients not
participating). Of the 121 patients who declined to participate,
most did not provide areason (see Multimedia Appendix 7 for
asummary of reasons provided by eligible patientswho declined
to participate).

Of the 70 participants, 47 completed and returned the enrolIment
survey, 49 completed and returned the 90-day survey, and 35
completed and returned both the enrollment and 90-day survey.
The subsamples providing data for each area of analysis are
specified in the following section.

HHM Adherence

Participants were expected to be in the monitoring system for
60 days, submitting data once per day. Actual monitoring
adherence (ie, the actual days data were entered) averaged 56
days across our sample, which is a 94% adherence rate based
on the 60 days of baseline expectation.
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Satisfaction with the monitoring platform as measured by the participants.  Furthermore, the overal duration of
System Usabhility Scale [13] resulted in a mean score of 80.0 rehospitalization decreased (see Table 1).

and amedian of 81.4 on a100-point scale (n=49). There was a 71% reduction in hospitalization costs (P<.001),

Patient Participant Experience and Outcomes along with a58% reduction in ED visit costs, although thelatter
R did not reach statistical significance. PCP and specialist costs
Health Care Utilization

were similar in the pre—post analysis.
Administrative data were available for 2 of the 3 participating
sites that included 36 of the 70 participants (51%). ED visits,
rehospitalizations, and length of stay all decreased for these

For the 30 participants (43%) who completed survey items
included in the cost analysis, we estimated a 49% reduction in
out-of-pocket costs (Table 2).

Table 1. Administrative data of change in ED visits, hospital admissions, and length of stay (n=36).

Datatype 90 days pre-TEC4Home? 90 days post-TEC4Home Pre—post change (%)
EDP visits 66 14 -1

Hospital admissions 54 7 87

Length of stay (days), total (median) 440 (5.0) 71 (8.0) -84 (60)

3TEC4Home: Telehealth for Emergency-Community Continuity of Care Connectivity via Home Telemonitoring.
beD: emergency department.

Table 2. Per-patient aggregate health care utilization cost.

Mean pre-TEC4home® cost  Mean post-TEC4home cost  Cost reduction (US$), n

Cost type (US$) (US$) (95% Cl) Pre—post change (%)
EDP visits cost® 618 262 —376 (-87 to 799) 58

PCP visits cost® 126 129 3(-52t0 47) 2

LoS' cost (ie, overall hospi- 10:792 3091 —7701(-3772t011,631) 71

tal cost)?

Specidist visits” 160 132 —28 (—72t0 128) 18

Petient-reported out-of - 357 185 —175 (49 to -395) —49

pocket cost

3TEC4Home: Telehealth for Emergency-Community Continuity of Care Connectivity via Home Telemonitoring.
beD: emergency department.

CCosts cal culated based on standard outpatient cost from the Canadian Institute for Health Information: US $314.15.
dpcp: primary care provider.

Standard PCP visits cost obtained from the Ministry of Health Medical Services Commission payment schedule.
fLos: length of stay.

9Per diem ward (1 night in hospital) from the Canadian Institute for Health Information: US $1520.20.

hSpecial visits cost obtained from the Ministry of Health Medical Services Commission payment schedule.

- . greatest improvement, and mental and physical general quality
Participant Experience and Outcomes of life also significantly improved (Table 3). No significant
For the 35 participants who reported a complete set of pre- and  change occurred in HF self-care behavior.

postoutcomes, disease-specific quality of life demonstrated the
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Table 3. Patient-reported outcomes pre- and post-TEC4Home.

Pre TEC4Home®(score  Post-TEC4Home (score  Pre—post change, mean  Pre—post change

Patient-reported outcome out of 100) out of 100) (95% ClI) (%) P vaue
Heart failure—specific quality 33.4 67.1 33.7 (40.05-23.84) 100.8 <.001
of life (KCCQ-12°)

Health-related qudlity of life 43.1 51.4 8.3(12.48-4.08) 19.2 <.001
(VR-12° mental component)

Health-related qudity of life  26.7 31.7 5.0 (0.83-8.12) 18.7 .02
(VR-12 physical component)

Heart failure self-care behav-  70.2 74.3 4.1 (14.59-3.48) 5.84 22

ior (EHFScBs-9%

8TEC4Home: Telehealth for Emergency-Community Continuity of Care Connectivity via Home Telemonitoring.
bKCCQ- 12: Kansas City Cardiomyopathy Scale.

SVR-12: Veterans Rand 12-Item Health Survey.

YEHFSCBS9: European Heart Failure Self-Care Behaviour Scale 9.

Participant E . | wasn't afraid to come home [from the hospital]...it
articipant Experience actually brought mealot of comfort and security once
Participants who completed the postsurvey were invited to take | came home.

partin atelephonet ntervi_e/_v to discusstheir experiencesfurther. Participants al so expressed that they felt more involved in their
11 out of thg .49 pa_rt|C|pants (2.2%) _who complete_d the own care as a result of participating in the home monitoring
postsurvey participated in telephoneinterviewsto further discuss

intervention:
their experiences in the study. The findings are summarized in
Textbox 1. Most notably, they described TEC4Home as The TEC4AHome program taught me how valuable it
contributing to asense of safety and security after thetransition is [to monitor my condition]

from the hospital:

Textbox 1. Summarized findings from patient interview feedback by themes.

Project satisfaction
o Overdl, al (11/11) participants described being pleased with their participation in the project.

Experience

«  Most (9/11) reported ease of use with the technology and training provided.

«  Most (8/11) expressed they were content with the support and education provided by the monitoring nurse.
o All (1/11) expressed feeling moreinvolved in their own care.

Perceived impact

o A few (3/11) participants expressed that they perceived that their primary care provider appreciated the regular patient reports (most participants
felt that the program did not impact the relationship, positively or negatively, with their primary care provider in any significant way).

Challenges

«  Afew (3/11) participants expressed some technical difficulties with the equipment (eg, blood pressure cuff ripped, blood pressure cuff not fitting
properly, oximeter not working, weight scale not accurate).

o Some (4/11) participants wished the monitoring was a 7-day support service.

they perceived positive impacts on participants quality of life

Health Care Provider Experience and confidence:

Interviews were also conducted with the 2 monitoring nurses
and covered satisfaction, patient—care provider interactions,
procedures and usability, and perceived impact. Findings are
summarized in Textbox 2. Monitoring nurses emphasized that

Patients were definitely more engaged with their
self-management. They're able to report changes in
their symptoms and their weightsand thingslike that.

PCPs were invited to participate in surveys, but we did not
receive any responses from them.
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Textbox 2. Summarized findings from monitoring nurse feedback by theme. Monitoring nurse feedback (n=2).

Satisfaction

«  Both (2/2) monitoring nurses expressed satisfaction with the project and their experiences working with patient participants.

Patient—care provider interactions

«  Monitoring nurses expressed satisfaction with the level of care they were able to provide through the program.

o The nurses described how some primary care providers were more responsive than others but that the overall coordination of care improved
because of her communications with nurse practitioners at the HF clinics, home care clinicians, and specialist physicians.

Procedures and usability

«  Theremote patient monitoring clinician station interface could have been more streamlined.
«  Graphical visualizations of patients’ biometric data were mentioned as an area of improvement.
«  Consenting of patients too early led to dropout or ineligibility issues later on.

«  For the HF protocol, questions could be modified to understand the patient’s condition relative to the previous day (eg, “Is your shortness of

breath the same, better or worse today?”).

I mpact

. Theclinicians expressed a perceived impact on their patientsin quality of life and self-management and confidence.

Discussion

This TEC4Home feasibility study, a precursor to the full
TEC4Home RCT to follow, focused on exploring 3 key issues:
(1) Would the study procedures be acceptable to both patients
and providers? (2) Would the evaluation framework capture
useful metrics for outcome evaluation? (3) Did the results
suggest a trend toward HHM improving the care of patients
with HF?

Insights From the Results of the Feasibility Study

The purpose and scope of this feasibility study were not
designed to determine the efficacy of HHM. Nevertheless, we
observed important trending of the data showing benefits across
al 3 domains of the Triple Aim Plus framework. Most
importantly, fewer patients had unscheduled ED revisits, fewer
were readmitted to hospital, and the overal length of
hospitalization decreased. Intermsof quality of life, participants
reported improved scores for both HF and general
guestionnaires. Furthermore, in economic terms, a cost
consequence analysis showed that in al health care utilization
factors measured, TEC4Home participants demonstrated
decreased cost to the health system and decreased out-of -pocket
costs. Finally, both participants and providers felt an improved
experience in managing the patient’s HF.

The observation that our participants felt better while being
monitored was similar to clinical case series and studies
demonstrating high participant satisfaction when patients with
HF were monitored at home[16]. Critically, our positiveresults
differ from those of previous studies that suggested no benefit
[3,4]. We hypothesize that TEC4Home was designed to support
apatient in the postdischarge period for 60 days, which may be
a reason for our promising results. Our study also measured
participants’ quality of life and end-user experience, and both
werefound to increase. These findings have not been frequently
reported in the literature.

https://formative.jmir.org/2021/6/e24509

Acceptability of the Conduct of Research

This study, conducted in 3 urban sites in British Columbia,
enrolled motivated patients. Of the 219 patients fulfilling
eigibility criteria, only 70 patients enrolled, resulting in a
recruitment rate of 32.0%. It would, therefore, be important to
increase identification, recruitment, and enroliment of eligible
patients. One challenge experienced was attempting to recruit
patients at the height of their exacerbation in the ED. Indeed,
other studies have encountered similar challengesin recruiting
from the ED with common difficulties, such astime-consuming
health record searches, limited research nurse support, and lack
of face-to-face communication between patient and researcher
[17]. Theresultswe providein Table 1 helped us to understand
some of the factors that led to eligible patients declining
participation, such as not feeling well enough to participate and
not feeling comfortable using HHM or having someoneto help
them useit.

We presented these findings to our research study patient
advisory committee and collectively developed the following
ways to improve recruitment of eligible patients: increase
engagement with the hospital staff membersto raise awareness
of TEC4Home to improve referral rates of potential patients,
and identify optimal timesto approach patients during patients’
hospital stays (eg, when they begin to feel better) or being
careful to avoid recruiting while in the ED, especialy when
patients are being admitted to hospital.

The feasibility study also helped us to devise the following
refinements to recruitment procedures. refining recruiter
materials, including brochures, videos on how to use the HHM
tool kit, and other materialsto demystify study procedures and
pique the participants interest; reviewing and clarifying the
eigibility criteria with recruiters so they can conduct the
screening and enrolment of patients more effectively; and
establishing an ongoing support-and-feedback loop for site
recruiters to promote consistent understanding and support for
patient engagement.
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Although a before—after analysis using administrative data is
appropriate for afeasibility study, amore definitivetrial design
with atrue control comparison isrequired. One sitewas unable
to provide administrative data. Further, the discrepancy in
responses and return rates between administrative data and
survey datawill be addressed in the RCT with an emphasis on
provincial databases being the definitive source for our primary
outcome.

Our results suggests that participants are generally able to
perform self-monitoring routinely over 2 months postdischarge
from the hospital. Our participants submitted data on nearly
95% of days, which compares favorably to similar studies. A
recent telemonitoring feasibility study with patients with type
2 diabetes mellitus found lower adherence rates compared to
our trial [18]. We further found the success rate of presurvey
completion to be 67% (47/70), postsurvey completion to be
70% (49/70), and pre- and postsurvey completion by the same
participants to be 50% (35/70). We identified ways, such as
using scheduled reminders, to increase survey returns in our
RCT.

Comments from patients in the survey revealed that those who
persisted in using the HHM found the experience very helpful
to support their self-management. Technology usability was
another area that needed improvement—how to make the
equipment more user friendly. Survey comments from
monitoring clinicians were a so highly useful to improving the
types of data we needed to include in the dashboard, the
workflow of monitoring nurses when contacting participants
and their PCP, and how often the monitoring report summary
should be sent to PCPs. We were unable to obtain feedback
from participants’ PCPs in this feasibility study and needed to
understand the reasonsfor it. We conducted afocus group with
the PCPsto explore thisissue prior to conducting the full RCT.

Evaluation Framework

Thisstudy allowed usto examine our data collection procedures
and scope. Overall, our evaluation framework was ableto guide
the collection of metrics to assess the outcomes that we would
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like to measure: patient outcome, end-user experiences, and
health system cost-effectiveness. The data we collected hel ped
us determine the primary outcome differences before and after
monitoring, abasisfor hospital utilization and cost comparisons,
and end-user experiences based on the validated scales that we
selected. This study also guided us in improving the scope of
data we would be collecting, such as additional provincial
databases covering clinical baseline measures to learn more
about our participants at enrollment (eg, severity of illness,
comorbidities), more health care utilization indicators (eg,
specialized medical services), health care system and patient
costs (eg, prescription drugs dispensed), and vital statisticsthat
include accurate and more detailed mortality data. Additionally,
the lack of data from a control comparison is a true limitation
of any feasibility study design and will be addressed in the
upcoming RCT. We a so lengthened the period of datacollection
from just 90 days before and after enrollment to include 3
additional 3-month periods, up to 1 year before and after
enrollment to provide insight into long-term effects. A shift
from the VR-12 to the EuroQol-5D (EQ-5D) quality of life
assessment tool will allow for the cal culation of quality-adjusted
life-year analysis. All of these refinements based on the
feasibility results were implemented in the second phase of
TEC4Home, a large-scale RCT designed to further examine
home health monitoring across 22 British Columbia hospitals
from urban, regional, and rural communities.

Conclusions

This feasibility study better prepared us for a planned
multicenter RCT by helping us understand how best to engage
patientsin eligibility assessment, recruitment, and retention and
how to refine our evaluation framework and metrics collection.
Furthermore, analysis of the data we collected provided
encouragement that HHM can be beneficial for patients with
HF post discharge. Findings from thisfeasibility study provided
practical lessonsthat allowed usto conduct the multicenter RCT
aswell asidentify early positive signals of the benefits of HHM
for patients with HF.
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Abstract

Background: Similar to other populations with highly stigmatized medical or psychiatric conditions, people who hear voices
(ie, experience auditory verbal hallucinations [AVH]) are often difficult to identify and reach for research. Technol ogy-assisted
remote research strategies reduce barriers to research recruitment; however, few studies have reported on the efficiency and
effectiveness of these approaches.

Objective: This study introduces and evaluates the efficacy of technology-assisted remote research designed for people who
experience AVH.

Methods: Our group developed an integrated, automated and human complementary web-based recruitment and enrollment
apparatusthat incorporated Google Ads, web-based screening, identification verification, hybrid automation, and interaction with
live staff. We examined the efficacy of that apparatus by examining the number of web-based advertisement impressions (ie,
number of times the web-based advertisement was viewed); clicks on that advertisement; engagement with web-based research
materials, and the extent to which it succeeded in representing a broad sample of individuals with AVH, assessed through the
self-reported AVH symptom severity and demographi c representativeness (rel ative to the US population) of the sample recruited.

Results. Over an 18-month period, our Google Ads advertisement was viewed 872,496 times and clicked on 11,183 times. A
total amount of US $4429.25 was spent on Google Ads, resulting in 772 individuals who experience AVH providing consent to
participatein an entirely remote research study (US $0.40 per click on the advertisement and US $5.73 per consented participant)
after verifying their phone number, passing a competency screening questionnaire, and providing consent. These participants
reported high levels of AVH freguency (666/756, 88.1% daily or more), distress (689/755, 91.3%), and functional interference
(697/755, 92.4%). They a so represented abroad sampl e of diversity that mirrored the US popul ation demographics. Approximately
one-third (264/756, 34.9%) of the participants had never received treatment for their AVH and, therefore, were unlikely to be
identified viatraditional clinic-based research recruitment strategies.

Conclusions: Web-based procedures allow for time saving, cost-efficient, and representative recruitment of individuals with
AVH and can serve asamodel for future studies focusing on hard-to-reach populations.

(JMIR Form Res 2021;5(6):€23118) doi:10.2196/23118
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digital health; research procedures; recruitment; mobile phone
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Introduction

Background

Auditory verbal hallucinations (AVH; or voices), or erroneous
perceptions of speech, areahallmark symptom of schizophrenia
spectrum disorders (SSDs). They are experienced by 5% to 28%
of the genera population [1-4], including many people with a
range of psychiatric diagnoses aswell as many people who are
otherwise considered healthy. In their most severe form, AVH
are linked to anxiety, depression, and functional impairment
[5,6]. AVH present unique challenges for research. First,
individuals with SSDs who hear voices are considered a
hard-to-reach population or a group that faces geographical,
social, or economic barriers to participation [7,8]. SSDs are
overrepresented in economically deprived and socially isolated
groups[9,10], and treatment resources for them are scarce[11].
Many have no contact with mental health providers [12-14].
Others are reluctant to engage with the mental health system
because of concerns about stigma [15], disagreement with
diagnosis [16,17], or negative attitudes toward services [18].
Second, common clinical research practices often fail to access
individuals with less severe or non-clinica AVH. Most
individuals with AVH do not meet the criteriafor an SSD; they
often present with a range of diagnoses, including major
depressive disorder, bipolar disorder, or may have never
received adiagnosis at al [19,20]. Due to their reduced impact
and increased independent coping skills, individuals with
nonclinical AVH may be less likely to engage in research
through traditional clinical settings. They may a so opt against
self-identifying because of concerns about stigma[21].

Digital technologies may help address these barriers. The
average American adult is estimated to spend 3 hours and 48
minutes per day on a smartphone, tablet, or computer, with the
majority of that time (62%) spent on the internet and using an
app on a smartphone [22]. More than 1 in 3 adults report that
they have gone on the internet to better understand a health
condition [23]. Although smartphone ownership tends to lag
behind the general population, many individuals with serious
mental illnesses report owning a smartphone [24], and this
number has rapidly increased over the past two decades [25].
Individuals with SSDs report similar levels of hedth-related
internet and web-based engagement [26] and are willing to
engage in avariety of research or clinical activities on the web,
including assessments [27,28], interventions [29-31], and peer
communication [32,33]. Web-based approaches allow
participants to covertly self-identify and thus could reduce the
impact of stigma on research participation [34]. Furthermore,
the COVID-19 pandemic hasrevealed additional vulnerabilities
in in-person research recruitment procedures. During the
pandemic, many of these activities have halted; however,
research engagement through digital technology can continue
while remaining adherent to physical distancing guidelines.

One particularly promising approach to address these issuesis
the use of technology-assisted remote research. This term
describes a constellation of web-based tools (eg, advertisements
posted in search engine results and email listservs) that require
no face-to-face interactions with prospective participants and
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thus obviate many of the barriers common in traditional
research. These differ from traditional recruitment
methodologies that require partnerships with partner
organizations with brick-and-mortar locations or other
recruitment tools such as flyers. These efficient and
cost-effective [35,36] tools have been used to recruit research
participants from several psychiatric populations, including
people with depression [35], bipolar disorder [36], and
suicidality [37]. These tools may be specifically well suited to
address the extant challenges in recruiting and engaging
individuals who experience AVH. As it is not situated within
ahealth care system, technol ogy-assisted remote research may
be less susceptible to overrepresenting individuals engaged in
treatment. It also potentially removes economic and socia
barriersfaced by hard-to-reach populations (eg, time constraints
and travel time) and alows for anonymous participation, thus
reducing the impact of stigma.

Web-based methodol ogies are not without challenges. Research
has examined the extent to which web-based research
participants (eg, users of web-based platforms such as Amazon
Mechanical Turk) are representative of the general population
[38-40]. Others have raised concerns about participants gaming
or earning payments without honest and effortful participation
[41]. For example, participants may attempt to complete
web-based studies multiple times by masking their identifiers
(eg, name and email address). Few studies have presented
methods and models to engage difficult-to-reach populations
while preserving the security, privacy, and validity of research
data

Objectives

In this paper, we report on the use of a technology-assisted
remote research approach designed to recruit people who
experience AVH. These procedures combine public-facing
technologies (eg, Google Ads) with automated digital tools (eg,
coding scripts to filter prospective participants) and available
remote human support to efficiently recruit a difficult-to-reach
population while preserving data security and quality. We
describe the structure of that system and report several metrics
assessing its performance, including (1) the number of
web-based advertisement impressions (ie, number of timesthe
web-based advertisement was viewed); (2) clicks on that
advertisement; (3) engagement with web-based research
materials, and (4) the extent to which it succeeded at
representing a broad sample of individuals with AVH, assessed
through self-reported AVH symptom severity and demographic
representativeness (relative to the US popul ation) of the sample
recruited.

Methods

Overview

These digital tools were built for a primary study described
elsewhere examining the real-time, real-place phenomenol ogy
of AVH [42]. This involved downloading and carrying a
smartphone app for a 30-day study period that deployed brief
ecological momentary assessment questionnaires and captured
data through smartphone sensors. Study inclusion criteria
included speaking English, being 18 years or older, living in

JMIR Form Res 2021 | vol. 5 | iss. 6 | €23118 | p.53
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

the United States, experiencing AVH at least once per week,
and ownership of an Android smartphone. Exclusion criteria
included previous participation in the study and being
unavailable for 30 days of consecutive data collection. The
internal review boards at the University of Washington and
Dartmouth College approved all the study procedures.

Google Ads and Keywords

To recruit individuals reporting AVH, we used Google Ads, a
system of web-based advertisements wherein advertisements
are viewable by individuas who use terms that match
presel ected keywords provided by the advertiser. Advertisements
aredesigned to resemble atypical Google search result and thus
comprise a title, URL, and brief description. In addition to
keywords, the system allowsfor the entry of negative keywords,
which function in the opposite way, ensuring that the
advertisements are not viewabl e by individuals who search one
of the negative keywords. Google Ads records the number of
impressions, keywords used, number of clicks linked to the
landing page and cost per click, and basic demographics of those
who clicked on the advertisement (eg, age, gender, and
household income, if reported to Google by the user). For this
study, we selected keywords based on several sources:
qualitative responses during our early work [43] as well as a
rapid review of the academic literature, consultation with
researchers focused on serious mental illness, and areview of
blogs of people with lived experience. These keywordsincluded
descriptors that involved both clinica language (eg,
schizophrenia and bipolar disorder) and nontraditional
appraisals of AVH or related terms (eg, talking to ghosts and
going crazy). Positive keywords were allowed to have a broad
match with search terms, according to which search terms could
be reordered or accompanied with other terms. Negative
keywords were entered with a phrase match setting, according
to which the exact phrase must be included in the search for the
user to be blocked. Negative keywords were sel ected to prevent
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individualsfrom attempting to compl ete the study a second time
(eg, hearing voice research and bipolar studies that pay).

Web-Based Recruitment Materials

Once usersclicked on the advertisement, they were taken to the
study landing page that provided written and video descriptions
of the study. The consent form was available for download on
this page. Participants were instructed to click on a“seeif | am
digible” button if they wereinterested; this button then triggered
a pop-up message requesting their email and a valid mobile
phone number. This number received a text message with a
code that prospective participants had to enter on the study
website to gain access to the eligibility questionnaire. Once
found eligible, participants were again given access to the
consent form to download and review and asked to answer all
competency questions correctly within 3 attempts. Participants
were excluded if they were unable to complete this step
successfully, as they were deemed unable to provide informed
consent. Participants were also excluded if they had previously
participated in the study. Therefore, the server ran the email
and phone numbers provided through the participant database
and automatically blocked people with repeat phone numbers
from continuing the enrollment process. If participants met
eligibility criteria via the screening questions and provided
informed consent, their participation in the study officialy began
(ie, access to baseline assessments and the study app was
provided). If at any point their responses indicated that they
were ineligible (eg, 3 failed attempts to answer competency
guestions or previous participation), they were taken to a page
where they were thanked for their interest but informed that
they were ineligible to participate. Throughout this process, a
staff member was available by phone and email for participants
to cal if the prospective participant faced barriers or had
questions. Figure 1 provides an overview of the flow of
interested individuals from the landing page to the consent and
initiation of the study.
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Figure 1. Participant flow and attrition at each stage of the web-based engagement procedure.
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Data Security and Validity Procedures

In addition to the phone verification process, other procedures
were also used to deter gamers or participants aiming to earn
paymentsthrough duplicate or otherwise dishonest participation.
These involved identifying prospective participants based on
suspicious digital activity; when such users were identified, a
research coordinator contacted them to conduct additional live
screening by telephone. We identified this suspicious activity
by (1) reviewing their means of accessto the study landing page
and (2) assessing duplicate emails, phone numbers, and email
addresses. First, as a user cannot ensure that a Google Ad will
appear intheir search terms, it was expected that gamers would
attempt to access the study landing page by entering the study
URL directly, as opposed to honest participants who would only
respond to the link listed in Google Ads. Thus, different links
distinguished those who accessed the page via Google Ads
versus those who accessed it directly. When a direct arrival
initiated the screening process, a research coordinator would
receive a notification and conduct additional screening of the
prospective participant by phone; they were only allowed to
proceed if cleared by the research coordinator. Second, the
research coordinator would also receive an automated email if
a participant attempted to enter the study with (1) an identical
IP (internet protocol) addressto a previous participant or (2) an
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email address for which characters matched the email of a
previously enrolled participant by >90%. The study responses
of these suspicious participants were reviewed on an ongoing
basis (ie, identifiers and patterns in survey responses) and
discussed at subsequent team meetings to determine whether
additional screening was warranted by these patterns of
responses. Participants were discontinued from the study if it
was determined after additional screening that they were
attempting to participate in the study for a second time (n=44)
or were otherwise dishonest about their digibility (n=2). No
adverse events occurred throughout the course of the study.

Results

Overview

The aim of this study is to examine the efficiency and
effectiveness of web-based recruitment of individuals who
experience AVH, according to a number of metrics, including
(1) the number of web-based advertisement impressions (ie,
number of timesit wasviewed) and clicks; (2) engagement with
web-based research materials (ie, whether and how participants
enrolled); and (3) the extent to which it succeeded in
representing a broad sample of individuals with AVH, assessed
through self-reported AVH symptom severity and demographic
representativeness (relative to the US popul ation).
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Advertisement Impressions and Clicks

Advertisements were posted from February 2018 to September
2019, with a total budget of US $4429.25. The advertisement
was viewed 872,496 times and was clicked on 11,183 times,
reaching a click-through rate (clicks per impression) of 1.28%
at an average cost of US $0.40 per click. The cost of a
successfully recruited participant, that is, one who completed
the screening processes and informed consent portions

Buck et d

completely, was US $5.74 per person. The top 5 advertisement
keywords were mental illness, schizophrenia, mental health,
bipolar, and hear voices. Table 1 presents the number of
impressions, clicks, click-through rate, and cost per click by
advertisement keyword. Of the individuals who clicked on the
advertisement and had available demographic information, most
(9896/11,223, 88.18%) clicked on the advertisement through
mobile phones, whereas few used desktop computers
(700/11,223, 6.24%) or tablets (627/11,223, 5.59%)).

Table 1. Measures of advertisement engagement for all keywords included to reach people who hear voices?

Keywords Impressi ong, n Clicks,n  Click-throughrate (%)  Average cost per click (US $) Total cost (US$)
Mental illness 188,766 2263 1.20 0.42 951.33
Schizophrenia 97,872 1945 1.99 041 794.19
Mental health 146,438 1753 1.20 0.43 757.05
Bipolar 82,815 931 112 0.44 410.64
Hear voices 59,321 881 1.49 0.33 294.16
| hear voices 55,629 815 1.47 0.35 286.64
Hearing sounds 47,702 610 1.28 0.37 226.86
Hearing voices in head 22,234 445 2.00 0.34 151.06
Mental illness hearing voices 19,685 422 214 0.35 148.30
Schizoaffective 8787 181 2.06 0.39 70.28
Hearing voices disorder 9972 175 175 0.39 67.77
Auditory hallucinations 6479 158 2.44 0.33 51.59
Hearing things 39,836 148 0.37 0.33 48.90
Delusional 22,321 130 0.58 0.33 42.88
Going crazy 11,880 78 0.66 0.33 25.49
Talking to ghosts 9904 67 0.68 0.37 24.96
Stressrelief 21,329 64 0.30 0.46 29.12
Spiritstalking 13,142 58 0.44 0.42 24.09
Musical ear syndrome 3767 19 0.50 0.44 8.39
Am| crazy 1644 19 116 031 5.95
Am | insane 942 12 1.27 0.45 543
Disembodied voices 227 3 132 0.28 0.84
I’m not crazy 1591 3 0.19 0.39 1.18
Hearing voices® 122 3 2.46 071 215
Voice hearing® 91 0 0 0 0

#The total number of impressions was 872,496; the total number of clicks was 11,183; average click-through rate was 1.28%; average cost per click

was US $0.40; and the total cost was US $4429.25.

bAni mpression is counted each time the advertisement is shown on a search result page.
®These keywords were included for only a portion of the study period because of concerns related to repeat study participants searching for and finding

the study advertisement.

Study Enrollment

Theflow of interested users from Google Adsthrough informed
consent is shown in Figure 1. Of the 11,183 clicks on the study
Google Ad, atotal of 2146 individuals provided their mobile
phone number to be verified for participation in the study. Of
the 2146 participants who provided a phone number, 1829

https://formative.jmir.org/2021/6/€23118

(85.23%) verified this phone number with a code. Of the 1829
individuals with a verified phone number, 772 (42.21%)
provided consent to participate in the study. Most individuals
who verified their phone number but did not provide informed
consent, did not meet the eigibility criteria (533/1057, 50.43%),
whereas the remainder either failed a competency screening
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questionnaire (135/1057, 12.77%) or chose not to participate
(389/1057, 36.8%).

Participant AVH Frequency and Severity

Results related to participants’ AVH frequency and severity are
presented in Table 2. Most individuals who provided consent
to participate reported that they had sought treatment for their
AVH at some point in their lifetime (492/756, 65.1%) but over
one-third had not (264/756, 34.9%). The most common
self-reported diagnoses were depression (488/749, 65.2%),
bipolar disorder (352/749, 47%), and posttraumatic stress
disorder (328/749, 43.8%). Most participants reported hearing
voices at least once aday (666/756, 88.1%) and that the voices
interfered with their daily activities in some way (697/755,
92.4%), with almost half of the participants reporting “quite a

https://formative.jmir.org/2021/6/€23118
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bit” or “extreme” interference (346/755, 45.9%). Most reported
that the voices they hear are distressing (689/755, 91.3%) and
more than half reported “quite a bit” or “extreme” distress
(416/755, 55.1%). Participants varied in terms of how open they
were about these voiceswith others. Most participants (443/756,
58.6%) had shared their experience of voices with a medical
professional. Approximately half of the participants had
immediate family members (376/755, 49.8%) or a significant
other (350/754, 46.4%) who knew about their experience of
voices. One-tenth (75/753, 10%) of the sample reported that no
one else knew about their experience of voices. These figures
suggest that this remote recruitment strategy successfully
engaged a broad continuum of people with AVH experiences,
including individuals with significant and severe AVH as well
as those who had never engaged in treatment for them.
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Table 2. Participants' diagnoses, experience, frequency, severity, and behavioral interference of auditory verbal hallucinations.

Clinical characteristics

Participants, n (%)

Lifetimetreatment seeking (n=756)

Yes

No

Self-reported diagnosis®

Alzheimer or Parkinson disease (n=747)
Bipolar disorder (n=749)

Depression (n=749)

Traumatic brain injury (n=746)
Migraines (n=747)

Schizoaffective disorder (n=748)
Schizophrenia (n=749)

Posttraumatic stress disorder (n=749)
Substance use (N=747)

Seizures (n=748)

None of the above (n=749)

Other (n=772)

Who knows about your voices??

No one knows (n=753)

People you know online but not in person (n=756)

Medical professionals/primary doctor/therapist (n=756)
Significant other (ie, boyfriend, girlfriend, or spouse) (n=754)
Some of my friends (n=756)

All my friends (n=755)

Extended family (n=756)

Immediate family (n=755)

How frequently do you hear a voice or voices? (n=756)

How much do the voices interfere with your daily activities? (n=755)

No voices

L ess than once day
Once or twice aday
Several times a day

All the time/constantly

No interference

A little bit
Moderately

Quite a bit
Extremely interfering

How distressing are the voicesthat you hear? (n=755)

No voices are distressing me
A little bit
Moderately

492 (65.1)
264 (34.9)

4(0.5)
352 (47.0)
488 (65.2)
50 (6.7)
141 (18.9)
210 (28.1)
208 (27.8)
328 (43.8)
228 (30.5)
54 (7.2)
61(8.1)
87 (11.3)

75 (10.0)
63(8.3)
443 (58.6)
350 (46.4)
333(44.0)
83 (11.0)
105 (13.9)
376 (49.8)

2(0.3)

88 (11.6)
199 (26.3)
242 (32.0)
225 (29.8)

58 (7.7)

162 (21.5)
189 (25.0)
187 (24.8)
159 (21.1)

66 (8.7)
116 (15.4)
157 (20.8)
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Clinical characteristics

Participants, n (%)

Quite abit
Extremely distressing

205 (27.2)
211 (27.9)

8Participants could select multiple options.

Participant Demographics and Representativeness

The demographics of the study sample (Table 3) broadly reflect
anumber of US population trends. The average age of consented
participantswas 38.14 years (SD 9.86), which closely mirrored
the median US age of 38.2 years [44]. In comparison with
population estimates, the sample of individuals providing
consent included larger percentages of multiple populationsthat
aretraditionally underrepresented in research, including Black
or African American participants (108/760, 14.2% in our study,

Table 3. Demographics of participants who provided consent to participate.

estimated at 12.7% of the US population [45]), multiracial
participants (90/760, 11.8% vs 3.4% of the US population [45]),
sexual minorities (156/766, 20.3% gay, lesbian, or bisexual vs
5% [46]; 12/771, 1.6% transgender vs 0.6% [47]), and the
homeless (69/767, 9.0% vs 0.2% [48]). Other groups appeared
underrepresented relative to the general population, including
individualswho identified as Asian (9/760, 1.2% vs5.6%[45]),
Hispanic or Latino (101/765, 13.2% vs 18.3% [45]), and male
(292/771, 37.9% vs 49.2% [45]).

Demographic characteristic Values
Age (years, n=768), mean (SD) 38.14 (9.86)
Sex or gender (n=771), n (%)
Female 470 (61.0)
Male 286 (37.1)
Transgender 12 (1.6)
Transgender woman 6(0.8)
Transgender man 6 (0.8)
Other 3(0.4)
Race (n=760), n (%)
White 537 (70.7)
Black or African American 108 (14.2)
Pacific Islander 2(0.3)
American Indian or Alaskan Native 14 (1.8)
Asian 9(L2)
More than one race 90 (11.8)
Hispanic (n=765), n (%)
Yes 101 (13.2)
No 664 (86.8)
Sexual orientation (n=766), n (%)
Heterosexual or straight 591 (77.2)
Gay or leshian 50 (6.5)
Bisexual 106 (13.8)
Other 19 (2.5)
Housing status (n=767), n (%)
Independent or living on my own 348 (45.4)
Living with family 313 (40.8)
Assisted or supported living 33(4.3)
Substance treatment institution 4(0.5)
Homeless 69 (9.0)
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Discussion

Principal Findings

Digital technologiesare rapidly reshaping mental heslth research
and services. One particular benefit of these approachesistheir
capacity to increase the reach of research to underserved
populations. Previous work has demonstrated the potential of
web-based engagement to facilitate help seeking among
individuals at risk for psychosis by linking them to web-based
resources about symptoms and treatments (eg, the Srong365
campaign [49]). This study builds on this earlier work by
demonstrating that web-based tools can remotely facilitate
research participation of individuals with psychotic symptoms
at both clinical and nonclinical levels. The recruited sample
reported clinically significant experienceswith voicesthat were
frequent, distressing, and functionaly interfering, and over
one-third had never received treatment for them. Overall, the
results suggest that these web-based procedures allow for the
efficient, affordable, and representative recruitment of research
participants without reliance on a clinical setting.

Web-based digital recruitment methods compare favorably with
extant approaches for engaging hard-to-reach populations in
several ways. First, such methods appear to reduce costs.
Traditiona recruitment methods incur several costs in the
process of raising interest and awareness of a study, such as
increased staff time, flyers, mailings, and presentations to
clinical or educational facilities [50]. These needs are obviated
through remote recruitment. Our web-based advertisements
wereviewed by over 870,000 individualsfor 18 monthsfor less
than US $4500, afraction of the cost that such exposure would
necessitate using offline approaches. The approach of this study
appeared to reduce costs relative to previous work using social
media to recruit individuals with psychotic experiences [43].
Second, beyond increasing efficiency, these methods may
improve representative sampling when the members of agroup
face barriers to participation. Research in other health-related
populations has demonstrated that digital technologies may
address these barriers [7,8,51], in particular, accessing broader
geographic regions [52,53] and more diverse respondents
[35,54]. This study provides support for these benefits and
suggests that they may aso reduce barriers specific to
individuals on either end of the continuum of AVH severity.
Individuals with psychosis are difficult to engage in clinical
research, given social isolation and economic hardship
[10,22,13]. Those with undiagnosed and untreated AVH may
be even more difficult to engage, given alack of contact with
typical clinical research settings as well as potential concerns
about self-identifying with stigmatized experiences. This
approach appeared to engage parti cipants from both ends of this
continuum; one-third of the participants reported never seeking
treatment for their voices, a similar proportion reported that
they experienced highly distressing voices daily. This finding
also provides additional support for the utility of these
approachesto engage individuals at risk either in programsthat
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encourage help seeking [49,55] or in remotely delivered
interventions [33]. Although a few examples provide support
for the feasibility of these initiatives, future work should
examine remote treatment-seeking support and intervention for
the psychosis continuum at a population level. Furthermore,
notablein these data were the number of participants who were
also members of other underrepresented popul ations, including
racial minorities, sexual minorities, and the homeless. Although
it remains an open question why these groups are better
represented using these methods, it is possible that web-based
engagement reduces barriers for underrepresented groups that
may face additional intersectional experiences of stigmaon top
of those related to their mental health concerns alone.

Limitations

This study had some limitations. Although web-based methods
may ameliorate some recruitment biases, they may worsen
others. Web-based recruitment strategies rely on participants
ownership and adeptness to use technology to engage.
Individualswho lack either may struggleto engagein these new
avenues. This may be particularly pronounced among
individuals who face economic barriers to several needed
services. Most visitors to the research study landing page did
not provide informed consent to participate. Specific factors
may predict alack of willingness to persist through automated
screening steps (eg, persecutory ideation and cognitive
functioning). If this is the case, this could limit the
representativeness of the sample. Although our approach
successfully engaged members of several typicaly
underrepresented groups, others accounted for smaller
proportionsthan their proportion of the US population, including
Hispanic and Asian individuals. The prevalence of AVH in
specific racial or ethnic groups is not clear in the academic
literature at present; thus, it isnot clear from these datawhether
overrepresentation of these groups relative to population
demographic estimates is the result of a greater prevalence of
AVH in specific groups, characteristics of our recruitment
strategies, or other causes. Overall, however, our results suggest
that web-based recruitment methods engage a diverse sample
of individuals with AVH experiences.

Conclusions

Technol ogy-assisted remote research procedures address severa
barriers that are common in traditional research. Engaging
prospective participants outside of typical clinical settings
removes existing sampling biases, alowing for greater
representation of psychiatric populations. These procedures
have also been able to continue despite the halted in-person
research activitiesin light of social distancing measuresimposed
by the COVID-19 pandemic. Thisexpansion of accessand reach
has been aprincipal contribution of digital health technologies,
and health care ingtitutions have only just begun to witnesstheir
potential impact [56]. Just as digital technologies create
considerable opportunitiesfor treatment engagement, such tools
can also enhance clinical research.
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Abstract

Background: Social isolation measures are requisites to control viral spread during the COVID-19 pandemic. However, if these
measures are implemented for along period of time, they can result in adverse modification of people’s health perceptions and
lifestyle behaviors.

Objective: The aim of this cross-national survey was to address the lack of adeguate real-time data on the public response to
changes in lifestyle behavior during the crisis of the COVID-19 pandemic.

Methods: A cross-national web-based survey was administered using Google Forms during the month of April 2020. The
settings were China, Japan, Italy, and India. There were two primary outcomes: (1) response to the health scale, defined as
perceived health status, a combined score of health-related survey items; and (2) adoption of healthy lifestyle choices, defined
as the engagement of the respondent in any two of three healthy lifestyle choices (healthy eating habits, engagement in physical
activity or exercise, and reduced substance use). Statistical associationswere assessed with linear and logistic regression analyses.

Results. We received 3371 responses; 1342 were from India (39.8%), 983 from China (29.2%), 669 from Italy (19.8%), and
377 (11.2%) from Japan. A differential countrywise response was observed toward perceived health status; the highest scores
were obtained for Indian respondents (9.43, SD 2.43), and the lowest were obtained for Japanese respondents (6.81, SD 3.44).
Similarly, countrywise differences in the magnitude of the influence of perceptions on health status were observed; perception
of interpersonal relationships was most pronounced in the comparatively old Italian and Japanese respondents (3=.68 and .60,
respectively), and the fear response was most pronounced in Chinese respondents (f=.71). Overall, 78.4% of the respondents
adopted at least two healthy lifestyle choices amid the COVID-19 pandemic. Unlike health status, the influence of perception of
interpersonal relationships on the adoption of lifestyle choices was not unanimous, and it was absent in the Italian respondents
(oddsratio 1.93, 95% CI 0.65-5.79). Theinfluence of perceived health status was a significant predictor of lifestyle change across
all the countries, most prominently by approximately 6-fold in Chinaand Italy.

Conclusions: Theoveral consistent positive influence of increased interpersonal relationships on health perceptions and adopted
lifestyle behaviors during the pandemic isthe key real-time finding of the survey. Favorable behavioral changes should be bolstered
through regular virtual interpersonal interactions, particularly in countrieswith an overall middle-aged or older population. Further,
controlling the fear response of the public through counseling could also help improve health perceptions and lifestyle behavior.
However, the observed human behavior needsto be viewed within the purview of cultural disparities, self-perceptions, demographic
variances, and the influence of countrywise phase variations of the pandemic. The observations derived from a short lockdown
period are preliminary, and real insight could only be obtained from alonger follow-up.
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Introduction

The World Health Organization (WHO) declared the outbreak
of COVID-19 a pandemic on March 11, 2020 [1]. Asof March
24, 2020, the most affected regions in the world were the
Western Pacific region (China, the Republic of Korea, Japan,
etc), with a total of 96,580 reported confirmed cases, and the
European region (Italy, Spain, Germany, the United Kingdom,
etc), which accounted for atotal of 195,511 positive cases [2].
There was a global panic due to the shifting of the COVID-19
epicenters from Chinato Europe, mainly Italy, which reported
theworst outcomes up to March 25, 2020 (69,176 reported cases
and the maximum number of COVID-19 deaths of 6820) [2].

Global disease outbreaks impact varied aspects of physical and
mental health, even suicidality [3-5]. As observed in the
infectious disease epidemic of severe acuterespiratory syndrome
(SARS) in 2003, exposure to new pathogens can manifest as a
qualitatively distinct mental impact [6]. Social isolation
measures  (large-scale  quarantines, long-term  home
confinements, and nationwide lockdowns) [7-11], although
essential for controlling viral spread, go against the inherent
human instinct of social relationships[12,13]. If these measures
are implemented for a long duration, they can be detrimental
to mental health, as observed in recent reports from China and
Vietnam [14-17], and they are expected to result in modification
of peoplée’s lifestyle behaviors, such as increased adoption of
unhealthy dietary habits and sedentary behavior. These changes
can exacerbate the burden of the “pandemics’ of behaviora and
cardiovascular diseasesthat already prevail in modern societies
[18,19]. The latest trends of re-emergences of such infectious
disease outbreaks merit timely preparedness involving
community engagement and focus on healthy lifestyle behaviors
[20,21]. Although the mental impact of the COVID-19 pandemic
is being addressed in a timely fashion [22,23], the associated
real-timeinfluences on peopl €' s health perceptions and lifestyle
choicesremain underresearched [24,25]. Careful consideration
of the demographic and cultural impact of tailored public health
intervention strategies on human behavior isalso greatly needed
when designing such strategies. Here, we report the findings of
across-national survey that aimed to generate rapid perspectives
on the status of health-related perceptions and their influence
onthelikelihood of adoption of healthy lifestyle choicesduring
the COVID-19 pandemic. The settings were China and Japan,
two nations in the Western Pacific region that were greatly
impacted by COVID-19; Italy, from the European region; and
India, a highly populous South Asian country that was a
potential threat region at the time of the survey [2,7-9,11].

Methods

Sampling and Data Collection

Given the restricted mobility restrictions and confinement due
to the COVID-19 lockdown, we conducted a
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cross-sectional survey using a web-based platform. We
disseminated the survey through the circulation of a Google
Form via institutional websites and private socia media
networks, such as Facebook and WhatsApp. We a so used the
group email lists of a few social organizations, universities,
academic institutions, and their interconnections to share the
questionnaire links, which further facilitated the snowball
sampling. Therespondentswere residentsof China, Japan, Italy,
and India who were aged 18 years or older. We anonymized
the data to preserve and protect confidentiality. The study was
approved by the ingtitutional review boards and institutional
ethics committees of the respective nations: Swami Vivekananda
Yoga Anusandhana Samsthana (SVYASA), India; Sarva Yoga
International, Italy; Shanghai Jiao Tong University, China; and
Japan Yoga Therapy Society, Japan. Respondentswereinformed
about the objectives of the survey and the anonymity of their
responses. | nformed consent was obtai ned through adeclaration
of the participants of their voluntary participation, the
confidentiality of the data, and the use of the collected
information for research purposes only. The survey period was
April 3-28, 2020. Once submitted, the responses were directly
used for the analysis, and revisions of the responses were not
allowed.

Questionnaire Structure

We chose ashort format for the questionnaire, with 19 questions
to facilitate rapid administration. The first set of questions
(Q1-Q5) were related to the respondents’ demographic details:
age, gender, country of residence, working status, and the
presence of any chronic illness or disability diagnosed by a
physician. The next set (Q6-Q14) contained perception-related
guestions on sdlf-rated physical and mental health, deep quality,
coping ahility, energy status (a psychological state defined as
anindividual's potential to perform mental and physical activity
[26,27]), coping flexibility, and perceptions related to
interpersonal relationships as well as the fear of the pandemic.
The questions were phrased as statements, with responses
recorded on 3- or 5-point scales. For example, the respondents
were requested to self-rate their mental and physical health
status with the questions*“ How do you rate your physical health
at present as’ and “How do rate your mental health at present
as’ with answer modalities of (1) excellent, (2) very good, (3)
good, (4) average, and (5) poor. These single-item self-health
assessment questions are validated tools used in national surveys
and epidemiological studiesto assess health perceptions among
individuals, strongly related to various morbidities, and
mortality, and they have been validated across various ethnicities
[28-33]. A further set of questions (Q15-Q19) focused on items
related to the respondents’ recent lifestyle behavior choices:
eating habits, engagement in physical activity or exercise, and
substance use. Permitted responses for these behavior-related
guestions were either yes or no. For eating habits, the
respondents provided self-rated scores for their time of eating;
nourishment related to intake of vegetables and fibers; and daily
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intake of “junk food” (described as packaged and processed
sweets or salty snacks); the combined scoreswere dichotomized
into “good” (score =3) and “poor” (score <2).

Data Analysis

An exploratory factor analysis using the principal axisfactoring
and varimax rotation suggested that three factors were present
in the data. Items related to health perceptions were used to
form a scale for perceived health status (the health scale); the
scores were represented as mean (SD). For the remaining two
factors, we could not form scales, as they scored Cronbach a
values <.6; instead, we used the most relevant single item to
represent the factor. The two primary outcomes of the study
were the health scale and the adoption of healthy lifestyle
choices. The health scale was derived as mentioned above;
further health scale scores were categorized based on tertile
distribution into low (poor), middle (average), and high (good)
scores. Adoption of healthy lifestyle choices was defined asthe
engagement of the respondent in any two of three healthy
lifestyle choices (eating habits, substance use, and exercise).
Multivariate linear and logistic regression analyses were used

Manjunath et al

to test theinfluence of the perceptions and the personal variables
on the primary outcomes. Most of the itemsin the survey were
recorded as 3-point responses. Hence, to achieve homogeneity
inthe analyses of the survey items, the 5-point Likert responses
of the self-rated health items, excellent, very good, good,
average, and poor, were collapsed into three categories: (1) very
good/excellent, (2) good, and (3) average/poor. Analysis of
variance was used to assess comparisons between continuous
variables, and P<.05 was considered significant. Chi-square
analysiswas used for cross-country comparisonsfor categorical
variables.

Results

The aim of this survey was to understand the cross-national
psychosocial and behavioral impact of the lockdowns and social
isolationsimposed dueto the COVID-19 pandemic. Wereceived
3370 responses: 1342 from India (39.8%), 983 from China
(29.2%), 669 from Italy (19.8%), and 377 from Japan (11.2%).
The demographic profiles of the respondents are presented in
Table 1.

Table 1. Countrywise representation of the personal characteristics of the survey participants.

Variable Overall (N=3371) India (n=1342) China(n=983) Japan (n=377) Italy (n=669) P value®
Age (years), mean (SD) 36.04 (15.54) 29.42 (12.29) 29.77(11.98)  53.49(9.35)  48.43(13.65) <.001
Agegroup (years), n (%) <.001

18-24 1200 (35.6) 685 (51.0) 490 (49.8) 1(0.3) 31(4.7)

25-34 503 (14.9) 267 (19.9) 152 (15.5) 4(1.1) 84 (12.5)

35-54 1176 (34.9) 330 (24.6) 314 (32.0) 217 (57.5) 309 (46.2)

55-64 330(9.8) 40 (3.0) 21(2.1) 98 (26.0) 169 (25.2)

>65 162 (4.8) 20 (1.5) 6 (0.6) 57 (15.1) 76 (11.4)
Female gender, n (%) 2535 (75.2) 880 (65.6) 802 (81.6) 348 (92.0) 506 (75.6) <.001
Working, n (%) 1709 (50.7) 582 (43.4) 406 (41.3) 335 (89.0) 395 (59.0) <.001
Has achronic illness, n (%) 647 (19.2) 169 (12.6) 84 (8.5) 151 (40.0) 314 (46.9) <.001

8Cross-country comparisons for categorical variableswere conducted using chi-square analysis. Analysis of variance was conducted to assess comparisons
among the continuous variable of age. A P value <.05 was considered significant.

The mean age of the respondents was 36.04 years (SD 15.54)
(Table 1); the average age of the Indian and Chinese respondents
(29.42 years, SD 12.29, and 29.77 years, SD 11.98, respectively)
was lower than that of the Japanese and Italian respondents
(53.49 years, SD 9.35, and 48.43 years, SD 3.65, respectively).
Overall, there was a higher representation of the female gender
(2535/3371, 75.2%). Japan had the highest representation of
women (348/377, 92.0%) and working people (335/377, 89.0%)
(Table 1). Italy and Japan had the highest representations of
respondents with a known status of chronic illness (314/6609,
46.9%, and 151/377, 40.0%, respectively).

Table 2 showsthe countrywise status of the perceptions of health
and psychosocial factors reported in response to the ongoing
outbreak of COVID-19. The health status score was highest for
Indian respondents (9.43, SD 2.43) and lowest for Japanese
respondents (6.81, SD 3.44). Overall, 846/3371 (25.1%) of the
respondents had good health status; Japanese and Chinese
respondents had the highest representation of low health status
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(236/377, 62.6%, and 562/983, 57.2%, respectively). Sleep
quality was perceived well by the majority of Indians(917/1342,
68.3%), and the majority of Japanese and Chinese respondents
perceived their sleep quality as average/poor (264/377, 70%,
and 554/983, 56.3%, respectively). Italian respondents had
almost equal representations of good and average deep qualities.
Coping abilities during social isolation were perceived as good
by 1264/3371 (37.5%) of the overall population, with the
countrywisetrend of India (672/1342, 50.1%) > Italy (283/669,
42.3%) > Japan (131/377, 34.8%) > China (178/983, 18.1%).
Fear response was almost equally distributed in positive or
intermediate categories for most of the country respondents,
except for Italians, anong whom the intermediate or partial fear
response was the most evident (469/669, 70.1%). Coping
flexibility responses were very similar across all the countries
except Japan, wherein the majority of respondents (317/377,
84.1%) reported experiencing little challenging response to
sudden changes in living norms. Responses to interpersonal

JMIR Form Res 2021 | vol. 5| iss. 6 | 23630 | p.67
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

relationships followed the trend of India (733/1342, 54.6%) >
Japan (183/377, 48.5%) > ltaly (287/669, 42.9%) > China
(337/983, 34.3%). Adopted lifestyle behavior yielded the trend
of India(1129/1342, 83.9%) > Italy (361/669, 54.0%) > China
(436/983, 44.4%) > Japan (137/377, 36.2%).

Based on the regression analysis on the perceived health status,
female respondents had a 0.14 lower score compared to male
respondents (Table 3). Participants with a positive history of
chronic illness and those who were not working also had lower
health status scores, by 0.11 and 0.04, respectively, compared
to their counterparts. Increased personal relationships and
positive fear response were associated with increases in health
status acrossall the countries, particul arly Japan, which showed
the highest value of 3 (.60). For Indian respondents, anincrease
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in age was significantly associated with increase in health status
by a score of 0.12.

Increased interpersonal relationshipswas a significant predictor
of adoption of health lifestyle choices across the respondents
in all the countries except for Italy (adjusted OR 1.93, 95% ClI
0.65-5.79) (Table 4). Positive perception of fear was
significantly associated with likelihood of adoption of healthy
lifestyle choices only in Indian respondents (adjusted OR 2.41,
95% Cl 1.18-4.96). Perceived health status categories were
significantly associated with the likelihood of adoption of
healthy lifestyle choices across all the countries; most
prominently, high health status increased adoption of healthy
lifestyle choices by approximately 6-fold in Chinaand Italy.
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Table2. Countrywise representation of perceptions and behavioral changes among the survey respondents related to the COVID-19 outbreak.

Perception or behavior and response Overall India(n=1342) China(n=983) Japan (n=377) Ity (n=669) P value?
(N=3371)
First factor®
Health status, mean (SD) 8.26 (3.36) 9.43 (2.43) 7.09 (2.92) 6.81 (3.44) 8.43 (2.56) 01
High, n (%) 846 (25.1) 556 (41.4) 71(7.2) 69 (18.3) 150 (22.4)
Medium, n (%) 1062 (31.5) 413 (30.8) 350 (35.6) 72(19.1) 225 (33.6)
Low, n (%) 1463 (43.4) 413 (30.8) 562 (57.2) 236 (62.6) 294 (43.9)
Self-rated physical health, n (%) <.001
Excellent/very good 1357 (40.2) 629 (46.9) 467 (47.5) 88 (23.3) 173 (25.9)
Good 1283 (38.1) 573 (42.7) 200 (20.3) 135 (35.8) 375 (56.0)
Poor/average 731 (21.7) 140 (10.4) 316 (32.1) 154 (40.8) 121 (18.1)
Self-rated mental health, n (%) <.001
Excellent/very good 944 (28.0) 645 (48.1) 0(0) 93 (24.7) 206 (30.8)
Good 1670 535 (39.9) 642 (65.3) 122 (32.4) 371 (55.4)
(49.5)
Poor/average 757 (22.5) 162 (12.1) 341 (34.7) 162 (43.0) 92 (13.8)
Self-rated sleep quality, n (%) <.001
Good 1787 (53.0) 917 (68.3) 429 (43.6) 113 (29.9) 328 (49.0)
Average 1305 354 (26.4) 477 (48.5) 234 (62.1) 240 (35.9)
(38.7)
Poor 279 71(5.3) 77(7.8) 30 (8.0) 101 (15.1)
(83
Self-rated coping abilities, n (%) <.001
Good 1264 (37.5) 672 (50.1) 178 (18.1) 131 (34.8) 283 (42.3)
Average 1492 (44.3) 539 (40.1) 516 (52.5) 139 (36.8) 298 (44.5)
Poor 615 (18.2) 131(9.8) 289 (29.4) 107 (28.5) 88(13.2)
Second factor , n (%)
Fear/anxiety related to COVID-19° <.001
Not at all (positive) 1380 (40.9) 628 (46.8) 470 (47.8) 157 (41.6) 125 (18.7)
Partially (intermediate) 1829 (54.3) 662 (49.3) 485 (49.3) 213 (56.5) 469 (70.1)
Extremely (negative) 162 (4.8) 52 (3.9) 28(2.8) 7(L9) 75(11.2)
Self-perception of low energy <.001
Never 1449 (43.0) 667 (49.7) 282 (28.7) 239 (63.4) 261 (39.0)
Sometimes 1835 (54.5) 641 (47.8) 672 (68.4) 132 (35.0) 390 (58.3)
All thetime 87 (2.6) 34 (2.5) 29 (3.0) 6 (1.6) 18(2.7)
Challenging response to sudden changesin living nor ms (coping flexibility) <.001
Least/not at all/little 845 (25.1) 436 (32.5) 221 (22.5) 44 (11.7) 144 (21.5)
Little 1454 (43.1) 417 (31.1) 411 (41.8) 317 (84.1) 309 (46.2)
Extremely/somewhat 1072 (31.8) 489 (36.4) 351 (35.7) 16 (4.2) 216 (32.3)
Third factor, n (%)
I nter per sonal relationships® <.001
Increased 1540 (45.7) 733 (54.6) 337(34.3) 183 (48.5) 287 (42.9)
Not changed 1572 (46.6) 533 (39.7) 550 (56.0) 179 (47.5) 310 (46.3)
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Perception or behavior and response Overall India(n=1342) China(n=983) Japan (n=377) Italy (n=669) P value®
(N=3371)
Reduced 259 (7.7) 76 (5.7) 96 (9.8) 15 (4.0) 72(10.8)

Motivating influence of COVID-19 on lifestyle <.001
Completely 1175 (34.8) 605 (45.1) 217 (22.1) 132 (35.0) 221 (33.0)

Partialy 1919 (57.0) 641 (47.8) 695 (70.7) 223 (59.2) 360 (53.8)
Not at all 277 (8.2) 96 (7.1) 71(7.2) 22 (5.8) 88 (13.2)

Adoption of 22 healthy lifestylechoices 2643 (78.4) 1126 (83.9) 750 (76.3) 283 (75.1) 485 (72.5) <.001
Adoption of healthy eating behavior 1801 (53.4) 867 (64.6) 436 (44.4) 137(36.3) 361 (54.0) <.001
Decreased dependency onand use 3173 (94.1) 1277 (95.2) 918 (93.4) 355(94.1) 623 (93.1) <.001
of tobacco, acohol, or any other
substances
Incressed engagement in exercise 2280 (67.6) 910 (67.8) 672 (68.4) 272 (72.1) 426 (63.7) <.001

or similar activities

8Cross-country comparisons for categorical variables were conducted using chi-square analysis; all the P values were significant.

bAn exploratory factor analysis using principal axis factoring and varimax rotation suggested that there were 3 factors present in the data. The first
factor consisted of health-related perceptions, composite scores for perceived health were generated as summative scores of the included items.

CFor the remaining 2 factors, scales could not be formed; rather, the single items that were thought to best summarize the respective factors were
considered for further association analyses.

Table3. Multivariate linear regression analysis (B coefficients, standard errors, and t and P values) of the association between health status, personal
variables, and perceptions.

Predic- Overall India China Japan Italy
tors

B SEt P B SEt P B SEt P B SEt P B SE t P

Demographic variables
Age J4 001 512 <001 .12 001 374 <001 .07 001 179 .07 .08 0@ 155 012 -07 002 -066 .51
Gender (reference: male)

Fe- =14 012 -751 <001 -® 014 324 <001 -01 023 03 .72 01 04 030 077 <001 052 -003 .97
male

Working status (reference: working)

Not -4 013 204 04 -00 015 032 75 -® 028 054 59 -04 0% 071 048 -03 055 -036 .72
work-
ing
Chronicillness (reference: no)
Yes -11 015 563 <001 =16 00 612 <001 -06 031 204 .04 -14 03 -28L 001 -09 047 -09% .34
Per ceptions
Inter personal relationships (reference: decreased)

In- 37 021 1076 <001 .38 028 648 <001 .21 031 412 <001 60 08 486 <001 .27 068 217 .03
creased

No J4 021 415 <001 21 02 371 <001 05 02 108 .28 .33 08 266 001 019 066 156 .12
change

Fear response (reference: poor)

Pos- 54 030 1084 <001 59 033 869 <001 .71 052 802 <001 54 138 272 001 .50 102 303 <001
tive

Fair 29 00 582 <001 .35 033 522 <001 .38 051 435 <001 .26 137 130 020 .30 097 177 .08
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Table 4. Role of perceptionsin the adoption of healthy lifestyle choices.

Manjunath et al

Perception  Overall India China Japan Italy
OR® Adjusted®OR  OR AdjustedOR  OR AdjustedOR  OR Adjusted OR  OR Adjusted OR
(95%Cl)  (95% Cl) (95% Cl)  (95% ClI) (95% Cl)  (95% ClI) (95% Cl)  (95% ClI) (95% Cl)  (95% ClI)
Health status (reference: low)
High 3.67 342 2.98 2.62 6.02 5.83 3.64 2.83 3.33 6.22
(2.87- (251-464)  (2.07- (1.75-392) (2.38- (2.30-4.79)  (1.59- (1.18-6.77)  (2.01- (1.90- 20.40)
4.68) 4.28) 15.20) 8.37) 5.51)
Medium 2.09 2.00 1.76 157 2.61 243 1.33 1.06 2.10 2.46
(1.72- (159-250) (124 (1.07-231) (185 (1.72-3.45)  (0.72- (0.54-2.08)  (1.42- (1.03-5.83)
2.54) 2.50) 3.69) 2.45) 3.12)
Interpersonal relationships® (reference: decreased)
In- 221 242 1.86 2.16 201 177 4.43 5.25 1.86 193
creased (1 g4 (1.70-3.45) (1.03- (1.15-4.08)  (1.18- (1.03-3.05)  (1.49- (1.46-892) (L07- (0.65-5.79)
2.98) 3.37) 3.41) 13.15) 3.22)
Not 125 1.18 1.09 1.18 1.03 0.99 187 1.88 1.59 1.40
changed (094-17) (0.84-166)  (0.60- (0.63-221) (0.64- (0.61-1.62) (0.65 (054-652) (0.93 (0.50-3.96)
1.97) 1.68) 5.42) 2.73)
Fear response® (reference: poor)
Positive 2.43 2.50 2.72 241 2.38 218 1.84 4.85 1.62 2.20
(1.69- (1.54-405)  (1.38- (1.18-4.96)  (1.06- (0.96-4.94) (0.34 (0.73-32.19) (0.86- (0.41-11.72)
3.50) 5.36) 5.33) 9.99) 3.04)
Fair 1.36 1.33 137 1.32 1.46 1.32 0.93 197 1.34 1.25
(0.95- (0.83-214)  (0.71- (0.65-2.65)  (0.66- (059-2.96) (0.18 (0.31-12.55) (0.80- (0.27-5.80)
1.93) 2.65) 3.23) 4.93) 2.27)
30R: odds ratio.

bAdj usted for sex, age, work status, and history of chronic illness.

CFactor represented by a single item that was thought to best represent the underlying notion.

Discussion

The aims of this short cross-national behavioral survey study
were to generate rapid ideas regarding perspectives on health
and lifestyle behavior and to provide initia insights into
designing global but culturally tailored public health policies.

Health Perceptions: Countrywise Status

A differential countrywise response was observed toward
perceived health status across the survey participants; Indians
had a better representation of high health status (41.4%)
compared to respondents from other countries (China, 7.2%,
Japan, 18.2%, and Italy, 22.5%). Despite theinconsistenciesin
health perceptions, there was a consistent influence of social
support measured by perceptions of interpersonal relationships
and fear of perceived health status. However, there were
countrywise differences in the magnitude of the impact of
perceptions on health status; perception of interpersonal
relationships was most pronounced in the comparatively older
Italian and Japanese respondents (3=.68 and .60, respectively)
and that of fear in the Chinese respondents (3=.71). These
findings favor the implementation of regularized virtual
interpersonal interactions toward combating the adverse health
impact of the pandemic, particularly in countries with a higher
proportion of older people [34]. Controlling the fear response
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through counseling would also aid the improvement of health
outcomes in populations affected by pandemics. The findings
of this survey related to the influence of gender on heath
perceptions (the health status score of female respondents was
lower by 0.14 units compared to that of male respondents) are
in line with the global trend of poorer health perception in
women than in their male counterparts [35]. These real-time
findings observed during the pandemic also relate with reports
documented before the COVID-19 pandemic, with ageneraly
higher prevalence of adverse mental health symptomsinwomen
compared to men [36]. Overall, there seemed to be adifferential
influence of demographic variables on health perceptions across
the global population during the pandemic.

The comparatively high scores of the perceived health statusin
Indian respondents could be underlined by an early phase of
the pandemic with slower progression in Indiaduring the survey
period [11]. The younger age of the Indian respondents (mean
age 29.42 years, SD 12.29) seemed to further facilitate
interpersonal relationships (54.6%) during thelockdown, which
aso explainstheir better health status (=.38) [34,37]. Younger
age identity has been associated with well-being and better
perceptions of heath [38]. However, in this survey, an
unexpectedly positive linear relationship was observed between
increasing age and better perception of health status (f=.12) in
young Indian respondents. This finding can be attributed to the
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compounding effect of the COVID-19 pandemic on already
existing emotional distressamong young adults (related to their
examinations, uncertainties, social relationships, etc) [39].

Unfortunately, in line with previous reports [14,15], we could
also observe a continued/posttraumati c impact of the pandemic
in Chinese respondents, reflected in their comparatively low
perception of health status (poor health status was reported by
57.2% of these respondents). We believe the poor health
perceptionsin the Chinese respondentsis due to the underlying
influence of fear perceptions (3=.71). Further, since the country
had successfully emerged from the first wave of the pandemic
during the survey, and social norms had also almost returned
to normal, with fewer imposed lockdowns, themoderateincrease
in interpersonal relationships (34.3%) may not be sufficient to
facilitate health status.

The observed low status of perceived health in the Japanese
respondents (low health status, 62.6%) isin accord with ahealth
paradox in that country, which is atendency to perceive health
poorly despite the advanced economy [40,41]. Although this
influenceisnot direct, an indirect influence of the comparatively
old, middle-aged demographic profile of the Japanese
respondents along with the mediatory impact of chronic diseases
on health status (3=—14) could also underlie the lower health
perceptions of the Japanese respondents [42]. The perception
of poor sleep quality in the Japanese respondents also needs
attention, as this finding is in line with reports of the suicidal
tendenciesin this country [43].

On a positive note, amid the aggravated pandemic at the time
of the survey, the majority of the Italian respondents who were
middle-aged perceived only partia fear of the pandemic (70.1%
response), and they reported better health perceptions (health
status score 8.43, SD 2.56) than Japanese respondents (health
status score 6.81, SD 3.44) and Chinese respondents (health
statusscore 7.09, SD 2.92). Approximately 55% of the responses
for self-rated physical and mental health were in the
moderate/fair tier, whichisin accord with the reported tendency
of Italian people toward intermediate categories of health
perception [44]. The lack of negative influence of middle age
and chronic illness on health perception can be attributed to the
highly efficient medical care and adequate access to social
support provided in Italy during the lockdown (improved
interpersonal relationships were reported by 42.9% of Italian
respondents).

Role of Perceptionsin the Adoption of Lifestyle
Choices: Countrywise Comparisons

Despite theimposed social isolation and home confinement and
theprevailing fear during the COV1D-19 pandemic, we observed
apositive behavioral response toward lifestyle. Overall, 78.4%
of the respondents adopted at least 2 healthy lifestyle choices
during the COVID-19 pandemic. The majority of the
respondents (67.6%) reported increased engagement in physical
activity or exercise as opposed to the expected sedentary
behavior due to home confinement. This favorable athough
unexpected outcome can be attributed to the timely release of
the advisory recommendations made by various global and
government agencies, including the WHO, on home-based or
other easy - to - perform exercises under physical restrictions

https://formative.jmir.org/2021/6/e23630
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[45,46]. One of the crucia affirmative responses observed in
this survey was the overwhelming response toward substance
use (94.1%), which is more justifiable by lack of availability
[47] than mativational influence. Along similar lines, in arecent
survey on theimmediate responseto COVID-19, a3% reduction
in smoking was reported in Italians, which was attributed to the
fear of increased risk of respiratory distress or mortality [48].
To this end, we suggest the implementation of internet-based
and cost-effective behavioral therapies, particularly cognitive
behavioral therapy, which may aid the successful alleviation of
maladaptive coping tendencies, thereby reducing the risk of
future health catastrophes in the post—-COV1D-19 era [49,50].

Social connectedness is an important dimension that controls
population health and healthy lifestyle behavior [51]. In this
cross-national survey, perception of increased social support
and capital, manifested through enhanced interactions among
close friends and family members (measured as interpersonal
relationships in the survey), seemed to fill the void of missing
social connectedness and encouraged the adoption of healthy
lifestyle choices (adjusted OR 2.42, 95% Cl 1.70-3.45). The
substantial representation of the adoption of healthy lifestyle
choices in Chinese and Japanese respondents (~75%),
irrespective of their overall poor health perceptions, could be
related to reverse causality. In the Japanese respondents (who
had an older, middle-aged demographic profile), their working
status (OR 4.37, 95% CI 1.19-16.02) (Table S1, Multimedia
Appendix 1) and interpersonal relationships (OR for the
adoption of healthy lifestyle choices 5.25, 95% CI 1.46-18.92)
also seemed to contribute significantly to the adoption of healthy
lifestyle behavior.

Theinfluence of interpersonal relationships on the adoption of
healthy lifestyle choices was not consistent across different
countries and was absent in the Italian respondents. However,
this finding aligns with the previously reported relationship
between a healthy lifestyle and self-perceived health in the
European population [52]. Perception of good heath was a
prominent predictor of adoption of ahealthy lifestyle (adjusted
OR 6.22, 95% Cl 1.90-20.40) in the middie-aged lItalian
respondents, with a36.6% proportion of older individuals (>55
years). Even intermediate scores of health perceptions (health
status) also significantly predicted thelikelihood of the adoption
of healthy lifestyle choices (OR 2.43, 95% Cl 1.72-3.45) inthe
Chinese respondents compared to the respondents from other
countries, explained by their demographic characteristic of
younger age. These countrywise differential cultural influences
of perceptions on health and health behaviors during pandemics
indicate that endorsement of the same, such as family support
and togetherness, should consider existing disparities, especially
for western countries [13].

The findings of this report, particularly those regarding varied
health perceptions and their differentia influence on the
likelihood of adopting healthy lifestyle choices, should be
considered within the purview of the survey period with
countrywise phase variations of the pandemic. Chinese
respondents displayed the continued impact of the pandemic,
as they had already witnessed one phase of the pandemic [2].
Younger Indian respondents scored better for their health- and
behavior-related perceptions due to the stable and early phase
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of the pandemic (as of April 22, there was a comparatively
steady expansion of COVID-19 casesin Indiacompared to other
countries, with 18,985 confirmed cases [11]). However, the
responses of Japanese and Italian respondents related to their
older age; these countries were also withessing rising waves of
COVID-19 at the time of the survey [7,53]. Japan was under
an extended state of national emergency, as the number of
“untraceable” cases was soaring [7]. Italy was also under an
extended period of lockdown and was one of the hardest-hit
nations, with an apparent mortality rate of approximately 13%
[53,54].

The observed predominantly female participation in the survey
indicates a lack of stringent sampling but also highlights the
activeinvolvement of women, who are considered to be at high
risk of socioeconomic vulnerability toward disease outbreaks
such as the COVID-19 pandemic. The positive response for
self-care in women is also a sign of improving gender equity
toward health awareness. The observed overwhelmingly female
participation level (75.2%) could not be ascribed to the gender
representation of countries such as India and China [55] but
could be ascribed to the high readiness of the femal e popul ation
to interactively use the internet, in particular to research
health-related information and programs, as observed in recent
reports [56-58].

The study is limited by the lack of inclusion of perceptions of
preventive behaviors and did not compare the respondents
views on precautionary measures, such asthe use of face masks
[59]. In arecent cross-country comparison between Polish and
Chinese respondents, higher use of face masks in Chinese
respondents (Polish respondents, 35.0%; Chinese respondents,
96.8%; P<.001) wasfound to be associated with better physical
and mental impact of the COVID-19 pandemic [59]. Further,
the observations of the adopted lifestyle choices presented here

Manjunath et al

arederived from ashort lockdown period during the COVID-19
pandemic and are preliminary, influenced mostly by
self-perception; demographic and cultural differences and
realistic insight could only be obtained from alonger follow-up.
Due to the self-reported nature of the observations, positive
behavioral responses toward lifestyle are likely to be inflated.

Good perceived health was associated with improved
interpersonal relationships. Older respondentswere least likely
to report a positive relationship change, as observed in the
responses of Italian and Japanese survey participants. However,
there was a strong influence of improved interpersonal
relationships on perceived health aswell as adoption of healthy
lifestyle choices in Japanese respondents. These findings
indicate the potential of regularized virtua interpersonal
interactions to attenuate the adverse psychosocial impact of
such pandemics.

In conclusion, the key finding of the survey isthat the consistent
positive influence of increased interpersonal relationships and
good perceptions of heath were found to have a significant
influence on adopted lifestyle behaviors during the adverse time
course of the COVID-19 pandemic. These favorable behavioral
perceptions should be bolstered through enhanced health
awareness, and regularized virtual interpersonal interactions,
particularly in countries with an overall middle-aged or older
population. Simultaneoudly, controlling the fear response
through counseling would also help improve health outcomes
in nations affected by pandemics. However, the observed human
behavior has cultural influences, and it may not be globally
generaizable.
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Abstract

Background: The COVID-19 pandemic has had a widespread impact on attendance in biomedical research and health care
visits.

Objective:  This study aimed to identify when and how American adults might feel comfortable about resuming in-person

research and health care visits.

Methods: Cross-sectional questionnaire data were collected from 135 adults (age: median 48 years; women: n=113, 83.7%;
White participants: n=92, 68.2%) who were engaged in health-related research.

Results: More than half of the respondents (65/122, 53.3%) felt that the COVID-19 pandemic positively affected their desire
to participate in research. Although 73.6% (95/129) of respondents also indicated a willingness to attend in-person health care
visitswhile Centersfor Disease Control and Prevention (CDC) guidelinesareimplemented, 85.8% (109/127) indicated awillingness
to attend in-person, outdoor visits, and 92.2% (118/128) reported awillingnessto attend drive-through visits (with CDC guidelines
implemented during both visit types). Videoconferencing was the most preferred format for intervention visits, however, adults
over the age of 65 years preferred this format less than younger adults (P=.001).

Conclusions: Researchersand clinicians should continueto provide opportunitiesfor continuing the conduction of remote-based
interventions while enforcing CDC guidelines during in-person visits.

(IMIR Form Res 2021;5(6):e27185) doi:10.2196/27185

KEYWORDS
COVID-19; health care access; telehealth; research recruitment; telemedicine; belief; access; willingness; cross-sectional; survey

to resume the provision of research and clinical carein amanner
that individuals feel is safe. Identifying these factors could
provide insights into feasible and acceptable approaches to
conducting research and health care visits both during the

Introduction

Lockdown and stay-at-home ordersthat were enacted to contain
the spread of COVID-19[1] have disrupted biomedical research

and health care [2,3]. There has been a rapid increase in the
adoption of telehealth methodsthat provide remote care delivery
[4,5], which has offset some of the impacts of the COVID-19
pandemic [6]; however, it remainsimportant to understand how

https://formative.jmir.org/2021/6/e27185

RenderX

ongoing pandemic surge and, importantly, during future
postpandemic recovery [7]. Thus, this study investigated the
acceptability of in-person and remote research and health care
visits during the COVID-19 pandemic in order to characterize
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when and how American adults would feel comfortable about
resuming research and health care—related clinic visits.

Methods

Thisstudy was across-sectional analysis of US adultswho were
enrolled in biomedical research studies. An email describing
this study and alink for participating in the web-based survey
was sent to 250 adults who had previously completed a survey
that assessed COVID-19 impacts on research participation and
mental health outcomes [8], and additional participants were
recruited through professional networks. Networks included
colleagues of study investigators who were conducting
behavioral intervention trials across the United States. They
were informed via email and social media (Facebook and
Twitter) to share the study information and survey link with
participants who were enrolled in their studies. Potential
respondents who clicked the survey link were provided with a
description of this study and were asked to provide informed
consent before completing the survey. Consent was obtained
and datawere collected viaREDCap (Research Electronic Data
Capture; Vanderbilt University) [9] between September 17 and
October 17, 2020.

The 87-item questionnaire, which was developed by the study
team, was used to collect sociodemographic information (ie,
age, gender, race and ethnicity, educational attainment, and
household income), query respondents about the number of
underlying health conditions that were suspected to increase
COVID-19 severity [10], and ask other questions about physical
and mental health and research participation. This study used
data collected from 10 items that focused on engagement with
research and the willingness to attend research and health care
visits (Multimedia Appendix 1). The University of Florida
Institutional Review Board provided ethical approval for this
study.

https://formative.jmir.org/2021/6/e27185
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Descriptive statistics were computed to describe research
participation and health care engagement. In total, 3 items for
guerying respondents about their beliefs regarding participating
in research and whether the COV1D-19 pandemic has positively
or negatively affected their desireto participate in research were
scored on 5-point, Likert-style scales (Multimedia Appendix
1). For analysis purposes, responsesto each item were converted
into binary indicators; “Not at al” was categorized as “No,”
and the responses “A little bit,” “Moderately,” “Quite a bit,”
and “Extremely” were categorized as “Yes” Furthermore, 4
itemsfor querying respondents about their willingnessto attend
varioustypes of health carevisitswere scored on a3-point scale.
Similarly, binary variables were used to indicate whether a
respondent would feel comfortable with each health care visit
type (ie, in-person visits, outdoor visits, and drive-through clinic
vigits). Chi-square and Fisher exact testswere used for bivariate
analysesinvolving participants' age, gender, and race. Analyses
were conducted by using SAS (Statistical Analysis System)
version 9.4 (SAS Ingtitute), and statistical significance was
assessed based on a 2-sided P value of <.05. Study findings
were reported by using the STROBE (Strengthening the
Reporting of Observational Studiesin Epidemiology) guidelines.

Results

Responses were collected from 135 adults participating in
biomedical research. Table 1 provides the full sample’'s
characteristics (see Multimedia Appendix 2 for a correlation
table between these variables). The median age of respondents
was 48 years, and the sample was predominately female
(113/135, 83.7%) and Non-Hispanic White (92/135, 68.2%).
Moreover, the sample was highly educated (at least a college
degree:  103/135, 76.3%), had generally high incomes
(respondentsreporting ahousehold income of 2US $75,000 per
year: 77/135, 57.1%), and was well-insured (respondents
reporting having private or public health insurance: 127/135,
94.1%).
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Table 1. Sample characteristics.

Ross et al

Characteristic Value
Age (years), median (IQR) 48 (38-57)
Agegroup (years), n (%)
18-39 40 (29.6)
40-54 50 (37)
55-64 28(20.7)
=65 17 (12.6)
Gender, n (%)
Women 113(83.7)
Men 22(16.3)
Race and ethnicity, n (%)
Non-Hispanic White 92 (68.2)
Non-Hispanic Black 11(8.1)
Hispanic 7(5.2
Asian 2(15)
Other or multiple races 23 (17)
Education, n (%)
High school or less 6(4.4)
Some college 26 (19.3)
College graduate 31(23)
Some graduate or professional 13(9.6)
Graduate or professiona degree 59 (43.7)
Household income (US $), n (%)
<25,000 19 (14.1)
25,000-49,999 23(17)
50,000-74,999 16 (11.9)
75,000-99,999 21(15.6)
>100,000 56 (41.5)
Health insurance, n (%)
Private 92 (68.2)
Public 35(25.9)
Uninsured 8(5.9)
Number of underlying conditions, n (%)
0 98 (72.6)
1 29 (21.5)
22 8(5.9)

Table 2 presents participants' beliefs and willingness to attend
research and health care—related clinic visits. Respondentswere
more likely to indicate that the COVI1D-19 pandemic positively
(vs negatively) impacted their desire to participate in research
(65/122, 53.3% vs49/122, 40.2%; P=.04). Moreover, amajority
of respondents (77/120, 64.2%) indicated that they did not
believe that such participation put them at greater risk of

https://formative.jmir.org/2021/6/e27185

contracting COVID-19. The most preferred methods of engaging
in behavioral interventionsincluded videoconferencing (60.7%)
and in-person sessions (53.3%). Regarding future research
participation, respondents were most interested in engaging in
clinical (108/135, 80%) and public health research (85/135,
63%) and wereleast interested in vaccine devel opment research
(59/135, 43.7%).
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Table 2. Research participants' preferences for engaging in research and clinical care during the COVID-19 pandemic.

Questions and responses Value, n (%)?

Resear ch participation

Do you believe that participating in research putsyou moreat risk for COVID-19?

No (not at al) 77 (64.2)

Yes (alittle bit to extremely) 43 (35.8)
Has COVID-19 positively affected your desireto participatein research?

No (not at all) 57 (46.7)

Yes (alittle bit to extremely) 65 (53.3)
Has COVID-19 negatively affected your desireto participatein research?

No (not at all) 73 (59.8)

Yes (alittle bit to extremely) 49 (40.2)
What type of research would you be interested in participating in at a futuretime? (multiple responses allowed)

Public health (eg, hand washing to prevent flu) 85 (63)

Emergency preparedness (eg, preparing for a natural disaster) 68 (50.4)

Vaccine development (eg, COVID-19 vaccine devel opment) 59 (43.7)

Clinical research (eg, studies that help you improve your own health) 108 (80)

Clinic visit

Attending in-person clinic visits during the COVID-19 pandemic while adhering to social distancing, sanitation, and mask-wearing

protocols
Not comfortable 34 (26.4)
Somewhat or very comfortable 95 (73.6)

Attending in-person, outdoor clinic visitsduring the COVID-19 pandemic while adhering to social distancing, sanitation, and mask-
wearing protocols

Not comfortable 18 (14.2)

Somewhat or very comfortable 109 (85.8)
Attending drive-through clinic visitsduring the COVID-19 pandemic with masks

Not comfortable 10(7.8)

Somewhat or very comfortable 118 (92.2)

Attending drive-through clinic visits during the COVID-19 pandemic without masks

Not comfortable 76 (59.8)
Somewhat or very comfortable 51 (40.2)
At what point would you be willing to go back to in-person clinic visits? (multiple responses allowed)
When there isa COVID-19 vaccine 41 (30.4)
When there is a medication for effectively treating COVID-19 30(22.2)
When cases have decreased in my areafor 2 weeks or more 23(17)
When hospitals have the capacity to treat cases 10(7.9)
| already feel comfortable attending an in-person clinic visit 71 (52.6)

| don't think | will feel comfortable going to an in-person visit until there are no cases of COVID-19 in the United States 8 (5.9)

What isyour preferred way of engaging in treatment if enrolled in behavioral intervention? (multiple responses allowed)

In person 72 (53.3)

Phone 49 (36.3)

Videoconferencing platforms (eg, Zoom and Google Hangouts) 82 (60.7)

Other platforms (eg, Slack, WeChat, and GroupMe) 33(24.4)
https://formative.jmir.org/2021/6/e27185 JMIR Form Res 2021 | vol. 5 | iss. 6 | €27185 | p.80
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3sample sizeis not equal across questions due to missing responses.

Almost three-quarters of respondents (95/129, 73.6%) felt
comfortable with attending in-person, indoor clinic visits, and
over 85% felt comfortable with attending outdoor (109/127,
85.8%) and drive-through (118/128, 92.2%) clinic visits while
adhering to Centersfor Disease Control and Prevention (CDC)
guidelines (social distancing, sanitation, and mask wearing;
Table 2). Although respondents indicated the highest level of
comfort with attending drive-through visits while wearing a
mask (118/128, 92.2%), fewer respondents were comfortable
with attending drive-through visits without masks (51/127,
40.2%). Over half of the respondents (71/135, 52.6%) reported
a willingness to attend in-person clinic visits at the time the
survey was conducted; one-third (41/135, 30.4%) reported a
willingness to attend in-person clinic visits when there is a
COVID-19 vaccine, and over 20% (30/135) reported a
willingness to attend in-person clinic visits when there is a
medication for effectively treating COVID-19. Fewer
participants reported considering local or national case counts
(23/135, 17% and 8/135, 5.9%, respectively) or hospital capacity
for treating COV 1D-19 cases (10/135, 7.4%) when determining
their willingness to attend in-person clinic visits.

There were no significant differences between men and women
or between White participants and people of color in terms of
responses for any survey items (all P values were >.05);
however, younger adults (aged 18-64 years) were significantly
more likely to report feeling comfortable with videoconferencing
platformsthan adults over the age of 65 (78/118, 66.1% vs4/17,
23.5%; P=.001).

Discussion

Research participants felt that engaging in biomedical research
studies did not increase their personal risk of contracting
COVID-19 and were interested in future research activities.
Interestingly, over half of respondents indicated that the
COVID-19 pandemic positively impacted their desire to
participate in research (65/122, 53.3%), and fewer indicated
that the COVID-19 pandemic had a negative impact (49/122,
40.2%). Although we do not have additional datato explainthis
finding, it is possible that the greater news coverage of
biomedical research during the pandemic has increased
individuals appreciation for this scientific process [11] and
increased individuals' interest in participating in research. It
also may be possible that some individuals (especially younger
adults and those with high incomes [12,13]) have experienced
increased scheduling flexibility due to the pandemic (eg, due
to cancelled travel and events and restrictions on many
leisure-time activities [14]) and thus may have more free time
to participate in research.

With the ongoing pandemic, most respondents reported a
willingnessto attend in-person, health care—related clinic visits
while adhering to CDC guidelines (95/129, 73.6%); however,
even more were comfortable with outdoor (109/127, 85.8%)
and drive-through (118/128, 92.2%) formats. Our results also
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suggested that the availability of vaccines and effective
COVID-19 treatments may improve individuals willingness
to resume attending in-person clinic visits. Overall,
videoconferencing was the most preferred format.
Videoconferencing offers greater flexibility in scheduling
compared to in-person visits, and thisformat can also retain the
visua cues (eg, eye contact and body language) that arelost in
phone-based delivery formats [15]. The increased use of
smartphones and other mobile devices [16] coupled with
advances in mobile internet speeds have made
videoconferencing an accessible delivery format for a large
proportion of the population, although access to unlimited data
packages and poor coverage (eg, in rura areas) till remain
substantial barriersfor many people[17]. Considerations should
also be made regarding the technology literacy of target
populations (eg, our results demonstrated that adults over the
age of 65 preferred this format less than younger adults).

Taken together with other findings that support the role of
telehealth approaches in health care delivery [15], our results
suggest that researchers and clinicians should provide
opportunities for continuing the conduction of remote-based
intervention after the pandemic. As research and health care
centers move beyond stopgap telehealth approaches, such
opportunitieswill requirethe development of sustainable, secure
telehealth systems that can link to existing medical record
networks, provide access to affiliate providers, and provide
critical data security and patient privacy [7].

The limitations to this study included the use of a convenience
sample of biomedical research participants that consisted
predominately of highly educated White women with health
insurance. Although this sample is generaly reflective of
research populationswithin the nutrition and obesity intervention
fields[18,19], this limited our results generalizability to other
populations. Thefact that respondentswere aready participating
in biomedical research may have aso resulted in bias, as
personal experienceswith web-based or in-person research may
affect the perceived acceptability of these formats and promote
a greater willingness to participate in future research studies.
Further, due to the descriptive nature of the analysis, additional
studies (including those with larger and more generalizable
samples) are necessary to replicate our results and to explore
other facilitators and barriersto attending health-rel ated research
and clinic visits. Finally, there were no approved vaccines for
COVID-19 at the time when the questionnaire was distributed;
however, several vaccines have since received approval in the
United States [20,21], with distribution starting in early
December 2020[22]. Thus, future studies should assesswhether
the actual (vshypothetical) availability of these vaccines affects
individuals willingness to attend research and clinic
appointments (especially given the unexpectedly high prevalence
of vaccine hesitancy during the initial vaccine rollouts [23]).
Degspite these limitations, the results from this study provide
timely evidence for informing practitioners and researchers
about how to reopen and resume research and clinic operations.
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