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Abstract

Background: Patient education is crucia in the secondary prevention of cardiovascular disease. Novel technologies such as
augmented reality or mixed reality expand the possibilities for providing visual support in this process. Mixed reality creates
interactive digital three-dimensional (3D) projections overlaying virtual objects on the real-world environment. While augmented
reality only overlays objects, mixed reality not just overlays but anchors virtual objects to the real world. However, research on
this technology in the patient domain is scarce.

Objective: Theaim of this study was to understand how patients perceive information provided after myocardial infarction and
examine if mixed reality can be supportive in this process.

Methods: Intotal, 12 patients that experienced myocardial infarction and 6 health care professionals were enrolled in the study.
Clinical, demographic, and qualitative data were obtained through semistructured interviews, with a main focus on patient
experienceswithin the hospital and the knowledge they gained about their disease. These datawere then used to map asusceptible
timeframe to identify how mixed reality can contribute to patient information and education.

Results: Knowledgetransfer after myocardial infarction was perceived by patients astoo extensive, not personal, and inconsistent.
Notably, knowledge on anatomy and medi cation was minimal and was not recognized as crucial by patients, whereas professionals
stated the opposite. Patient journey analysisindicated the following four critical phases of knowledgetransfer: at hospital discharge,
at the first outpatient visit, during rehabilitation, and during all follow-up outpatient visits. Important patient goals were
understanding the event in relation to daily life and its implications on resuming daily life. During follow-up, understanding
physical limitations and coping with the condition and medication side effectsin daily life emerged as the most important patient
goals. The professionals’ goals were to improve recovery, enhance medication adherence, and offer coping support.

Conclusions: Thereis aremarkable difference between patients' and professionals' goals regarding information and education
after myocardial infarction. Mixed reality may be apractical tool to unite perspectives of patients and professional s on the disease
in a more even manner, and thus optimize knowledge transfer after myocardial infarction. Improving medication knowledge
seems to be a feasible target for mixed reality. However, further research is needed to create durable methods for education on
medication through mixed reality interventions.

(JMIR Hum Factors 2020;7(2):€17147) doi:10.2196/17147
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Introduction

Coronary artery disease is a magjor cause of mortality in
developed countries, leading to roughly 1.5 million deaths
annually worldwide [1,2]. Improvements in early recognition
of the disease and treatment have significantly decreased the
mortality rate after myocardial infarction over the last few
decades [3]. However, increased complexity in treatment and
long-term care makes educating patients about their disease a
challengefor health care professionals. Guiding patientsthrough
complex terminology, pathophysiological concepts, and
extensive treatment optionsin alimited timeframeisastressful
and demanding process for both health care professionals and
patients [4].

Improvements have been made regarding patient information
and education through extensive written information,
informational videos, or digitalized “how does it look” visual
models [5-8]. Attempts at improving education in patients
following myocardial infarction are scarce and have mainly
focused on care processes and anatomical knowledge [9-11].
With rapid development of new technologies such as virtua
reality [12] or more recent mixed reality modalities[3], patient
information and education approaches have al so been changing
[13-15]. Mixed redlity creates interactive digital
three-dimensional (3D) projections that are viewed through a
head-mounted display such as Microsoft HoloL ens.

With the introduction of this new technology, the possihilities
to support dailly care increase, in particular regarding
improvements in anatomical knowledge. However, this adds
another layer of complexity to the care process. The question
therefore remains as to how to best establish the added value
of implementing a new technology such as mixed reality in the
educational process on a patient level.

To optimize the process of patient information and education
after myocardia infarction, information should add to the
sustainability of health and disease prevention [16]. The latter
aspect is a particular cornerstone of myocardial infarction care
[1]. Toward this end, the aim of this study was to assess how
patients perceive patient information and education resources
offered after myocardial infarction without the use of a mixed
reality app. A secondary aim was to identify targets for mixed
reality within the domain of patient information and education
after myocardial infarction.

Methods

Design

Thiswas across-sectional interview study. Ethical approval for
the project was obtained through the local medical ethics
committee of Leiden University Medical Center (protocol
number P18.132).

http://humanfactors.jmir.org/2020/2/e17147/

Study Population

Twelve consecutive patientswho visited the dedi cated outpatient
clinic for patients after myocardial infarction were asked to
participate in the study. The patients were at various stagesin
their recovery, ranging between 1 and 12 months after theinitial
myocardial infarction. In addition, two cardiologists, two nurse
specialists, one psychologist, and one sexologist were included
in the study to obtain the professional stakeholders' point of
view. Demographic data such as age, gender, occupation, and
time of interviewing (1, 3, 6, or 12 months after myocardial
infarction) were collected. Additionally, clinical demographics
such as comorbidities (smoking, hypertension, diabetes
mellitus), initial diagnosis (ST-elevation myocardial infarction
[STEMI] or nonST-€elevation myocardia infarction [NSTEMI]),
culprit lesion of the myocardia infarction, maximum troponin
levels at admission, and left ventricular gection fraction
(LVEF%) at hospital discharge were collected from the
electronic medical record.

Semistructured Interviews and Questionnaires

In line with existing value-based health care literature, generic
Patient Reported Outcome Measure tools were used in the
current study [17]. First, we evaluated whether patientsfelt that
the information provided during clinical care was sufficient, if
they understood what medications they were taking, and the
purpose of the medication. Second, we assessed the extent of
knowledge the patients had about their disease and the effect
on cardiac function.

We conducted semistructured interviews to assess patients
knowledge about personal myocardial infarction characteristics.
A list of questions (Multimedia Appendix 1) was used to
conduct the interviews. Thefirst part of the interview included
guestionsrelated to social and demographic factors. The second
part of theinterview consisted of questionsrelated to myocardial
infarction-specific knowledge. The last part of the interview
included the Generic Short Patient Experiences Questionnaire
(GS-PEQ). This questionnaire was originaly developed to be
used in multiple health care settings to evaluate the patient
experience through standardized questions in addition to other
qualitative measures such as semistructured interviews [18].
According to the aim of this study, the GS-PEQ was used to
gaininsight into patients’ opinions about their experience during
clinical care.

Since one of the core features of mixed redlity is visualizing
complex 3D modelsto interact with, it isrelevant to understand
if patients have a basic understanding of cardiac anatomy.
Therefore, thelevel of knowledge about coronary artery disease
was tested. Two forms were used: one that showed a
representation of the coronary arteries, in which the patients
could label the vessels that were occluded/obstructed in their
case (Multimedia Appendix 2), and the other included two
diagrams representing the simplified cardiac anatomy of the
heart on which patients could label the area affected and how
it is related with pump function, if applicable (Multimedia
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Appendix 3). All interviews were audio-recorded and
subsequently transcribed.

Semistructured I nterview With Professionals

To gain insights into the process and map the professionals

perspective on information provision during the patient journey,
semistructured interviews were conducted with professionals
engaged in thetreatment of patientswith myocardial infarction.
A list of questionswas used to guide the interview (Multimedia
Appendix 4), which were adapted according to the specific
professional activities. The main focus of theinterviewswasto
identify the materials professionals use to interact with patients,
the dynamics of the consultations they conduct, and how and
when they consider the need to educate patients.

Analysis

Content Analysis

Content analysiswas used to structure all of the qualitative data
from theinterviews, which were summarized through descriptive
statistics and examples of general comments. Numerical data
are presented as means (SD) and categorical data are presented
as proportions. GS-PEQ outcomes were used to structure the
patient journey (see further description bel ow); these outcomes
were then used for the establishment of themes relevant to both
professionals and patients.

Patient Journey Analysis

A patient experience journey was created via a standardized
approach to analyze the patient experience within the dedicated
care track of myocardial infarction treatment, with specific
attention paid to knowledge transfer between professionalsand
patients [19]. For this purpose, the patients underwent
observations during outpatient visits at our department, and
were then interviewed subsequently with the researchers and
were asked to fill out questionnaires consecutively.

Patient journey mapping is a frequently used method among
design engineers, but is relatively new in the medical domain.
Thisapproach combines several methodsto best understand the
patient’s experience by dividing the management of a specific
condition, or process such as education, into a series of
consecutive steps or events [19]. The mapping is performed
using data collected from semistructured interviews,
guestionnaires, and observations. Combining these data, the
result of the final patient journey offers a description of the
dedicated care track as seen by professionals and experienced
by the patient. Inthis study, the patient journey analysisincluded

http://humanfactors.jmir.org/2020/2/e17147/
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descriptions of the main event (myocardial infarction), acute
treatment and total duration of treatment, the environment in
which treatment takes place, and interactionswith professionals.
Importantly, this analysis can highlight the key points of
knowledge transfer, materials of interaction, patient concerns,
patient goals, professional goals, and guide eventually possible
mixed reality interventions throughout the patient experience
when treated for myocardial infarction.

Results

Demographics of the Study Population

A tota of 12 patients and 6 professionals were interviewed in
this study. There were 9/12 (75%) and 3/6 (50%) men in the
patient and professional group, respectively. The average age
of the patients and health care professionalswas 62.7 (SD 10.4)
yearsand 43.2 (SD 9.6) years, respectively. Among the patients,
there were 2/12 (17%) current smokers, and the remaining 10
(83%) had stopped smoking after myocardial infarction. Six
(50%) patients suffered from hypertension and 2/12 (16%) had
diabetes. The mgjority of patients (10/12, 83%) suffered from
a STEMI, with a common culprit vessel being the left anterior
descending artery (6 patients, 50%, Table 1). Theaverage LVEF
at discharge after myocardial infarction was 49.8% (SD 6.8%)
and the average maximum troponin release was 8140.3 ng/L
(SD 13.623).

General Experience

Six (50%) patients (all men) indicated that the information
shared (written or spoken, presented in analog or digital format)
wastoo extensive and repetitive, whereas one mal e patient stated
that more information was needed. Overall, the patients
indicated that clinicians were able to provide them with
sufficient care, specifically regarding information on their
diagnosis. However, 9/12 (75%; 2 women, 7 men) patients noted
that they were not involved in specific decisions regarding their
treatment process. Only one male patient reported that the given
treatment was incorrect according to his own judgment (Table
2).

From the professionals perspective, optimal timing for
information exchange is perceived at the first visit at 1 month
after myocardial infarction (6/6, 100%). All professional s (6/6,
100%) also stated that they wish to educate patients in a
understandable and complete manner, although the timeframe
is perceived to be too short in the outpatient setting.

JMIR Hum Factors 2020 | vol. 7 | iss. 2 | €17147 | p.5
(page number not for citation purposes)


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

JMIR HUMAN FACTORS

Table 1. Demographic overview of the patients.

Hilt et al

Sex Age Profession Interviewtime Smoking — pytb DB® LVEF Tmax® Typeof  Culprit vessel
(vears) after MI2 (%) (ng/L) Mi
Female 61 Adminigtrativeassistant 1 month Stopped Yes Yes 39 10,553 stemif  LADY
Mae 62 Lawyer 1 month Stopped No No 58 50,000 STEMI LAD
Mae 74 Vice principal 3 months Stopped No No 58 1160 STEMI rcah
Male 52 Manager 3 months Stopped Yes No 58 1504 NSTEMIT RCA
Male 57 Foreman 6 months Yes Yes No 48 8389 STEMI LAD
Female 63 Nurse 6 months Stopped Yes No 58 20 STEMI RCA
Mae 54 Engineer 6 months Stopped No No 44 5659 STEMI LAD
Mae 56 Informationtechnology 6 months Stopped Yes No 50 5308 STEMI RCA
consultant
Mae 64 Dentist 12 months Yes No Yes 49 3990 STEMI LAD
Mae 78 Architect 12 months Stopped No No 45 2078 NSTEMI  pqi
Mae 82 Truck driver 12 months Stopped No No 48 8406 STEMI RCxK
Female 49 Housewife 12 months Stopped Yes No 42 622 STEMI LAD

8\ 1: myocardial infarction.

OHT: hypertension.

°DB: diabetes mellitus.

dLVEF: Ieft ventricular function at infarction.
®Tmax: maximal troponin release.

'STEMI: ST-elevation myocardial infarction.
9LAD: left anterior descending artery.

RCA: right coronary artery.

INSTEMI: nonST-elevation myocardial infarction
Ip1: di agonal branch.

KRCx: circumflex artery.

Table 2. Generic Short Patient Experiences Questionnaire (GS-PEQ) (N=12).

Question

Agree, n (%)

Did the clinician talk to you in away that was easy to understand?
Do you have confidence in the clinicians’ professional skill?

Did you get sufficient information about your diagnosis?

Did you perceive the treatment as adapted to your situation?

Were you involved in decisions regarding your treatment?

Did you perceive the ingtitution’s work to be well organized?

Did you have to wait before you were admitted for services at the institution?

Overall, was the help and treatment you received at the institution satisfactory?

Did you benefit from the care given at the institution?

Do you believe that you were in any way given incorrect treatment?

12 (100)
9(75)
11(92)
11(92)
3(25)
12 (100)
12 (100)
11(92)
11(92)
1(8)

M edication Usage

Six of the 12 (50%; 2 women, 4 men) patients were unaware
of the type of medication they were taking and its purpose. In
addition, 10/12 (83%; 3 women, 7 men) patients considered the
medication to influence their recovery in a negative manner.

http://humanfactors.jmir.org/2020/2/€17147/

RenderX

From the professionals’ perspective, written and hand-drawn
educational information were stated asthe most frequently used
materials for both providing medication information and
anatomical knowledge transfer (6/6, 100%), followed by video
(3/6, 50%) and Mi crosoft PowerPoint presentations (1/6, 17%).
Accurate insight on medication (“what medication do you use
and why?’) among patients was perceived to be poor by
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professionals; 4/6 (85%) of the professionals stated that they
frequently encounter this problem in the outpatient setting. The
professionals equally stated a desire to educate patients on the
cardioprotective function as completely as possible (6/6, 100%).

Anatomical Knowledge

Regarding anatomical knowledge, 4/12 (33%; 1 woman, 3 men)
patients were aware of the culprit vessel (Figure 1, Table 3) and
4/12 (33%; 1 woman, 3 men) knew the affected site (Figure 2,
Table 4). Only 2/12 (17%, both men) patients knew the area of

Hilt et al

the heart that was affected by the culprit lesion: 10/12 (83%; 3
women, 7 men) patients had no knowledge of the relationship
between the diseased (culprit) vessel and the effect on their
heart. Six (50%; 1 woman, 5 men) of the patients noted that this
type of information was not relevant to them. Examples of
comments given by patients are shown in Textbox 1.

All professionals (6/6, 100%) stated that there should be more
time available to educate patients on an anatomical
understanding of myocardial infarction.

Figure 1. Representation of the coronary arteries. Patients were asked the following: “ Could you please tick on the boxes which of your arteries have
been affected, if any? Also, on the left illustration, draw the parts affected after the myocardia infarction.”

Right corenary artery

Posterior descending artery

Right marginal artery

Table 3. Culprit lesion knowledge (also see Figure 1).

Left coronary arbery

Left circumflex artery

Left marginal artery

Ledt anterior descending
{or interventricular) artery

Diagonal Branch

Patient Culprit lesion Correctly shown in figure?
1 LAD? No
2 LAD Yes
3 RcAP No
4 RCA No
5 LAD No
6 RCA No
7 LAD Yes
8 RCA Yes
9 LAD No
10 D1¢ Yes
11 RO No
12 LAD No

3_AD: |eft anterior descending artery.

bRCA: right coronary artery.

D1 left anterior descending artery diagonal branch.
9RCx: circumflex artery.
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Figure 2. Representation of heart blood circulation (left) and the main parts of the heart (right). Patients were asked: “Could you please tick on the
boxes corresponding to the parts of your heart that have been affected, if any? Also, draw the affected parts on the left illustration.”

N
-
-—
—

Table 4. Affected site knowledge (see Figure 2).

Patient Correct site shown

No

No
No
No
Yes
No
Yes

Yes

© 00 N o g b~ W N P

No

=
o

No

=
[

No

=
N

Yes

Textbox 1. Example patient comments related to information exchange with professionals.

«  Overdl information exchange

“Too much information to comprehend at once”

“| really don’t need to know all what they tell me”

“1 really wanted to know way more than they tell me”
«  Medication-related information

“1 have no ideawhat | am taking”
“1 am in charge over my body and | want to live a great life without medication”
“So many pills! That isabig problem for me, but what can | do?’

“1 have different kind of colors and sizes, don’t know what they do”
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Patient Experience Journey: Care Track and
Opportunitiesfor Mixed Reality

Mixed Reality I nformation Exchange Goals

Figure 3 shows the key elements regarding knowledge transfer
after myocardia infarction, and Multimedia Appendix 5
provides a full overview of the patient journey. The patient

journey includes the goals of both patients and professionals at
each step of the care track. Key points regarding information
transfer were assessed at hospital discharge, during the first
outpatient visit, and during the rehabilitation initiation.
Information exchange during these phasesis currently performed
using drawings, the postmyocardial infarction care track
information booklet, and videos (Figure 3).

Figure 3. Overview of patient experience regarding knowledge transfer and mixed reality (MR) possibilities.

o Index Event and Admission

Information transfer goals

Patient
+ Understand what
happened.

+ Understand recovery
process.

+ Understand impact on
daily life.

L

Professional
» Patholagy
knowledge.

- Importance of
medication.

- Call 911 when
necessary.

Possible MR targets

Models with a focus on:

tion use.
+ Consequences in daily life,

+ Risk factor impact.

Current media use: booklets, drawings.

First Qutpatient Visit

Information transfer goals

Possible MR targets

Patient

« Understand current
condition.

+ Understand side effects.

+ Coping in daily life.

.

Professional

- Initiate proper
recovery.

+ Enhance medication
adherence.

+ Psychological
guidance.

Madels with a focus on:

« Recovery of the heart.

+ Importance of medication use.
+ Medication side effects.

+ Risk factor impact.

Current media use: booklets, drawings.

Rehabilitation

Information transfer goals

Possible MR targets

Patient
« Recover physical level as
before MI.

+ Understand impairment
of physical fitness.

.

Professional

+ Enhance heart
recovery.

+ Medication
adherence.

+ Optimal physical
fitness.

Maodels with a focus on:

« Recovery of the heart.
« Importance of medication use.

« Limitations in physical fithess.

Current media use: booklets, drawings, video.

Follow-up Outpatient Visit

Information transfer goals

Possible MR targets

Patient
+ Understand current
condition.

+ Cope with/resolve side
effects.

+ Coping in daily life.

A

Professional

+ Prolong survival.

+ Enhance medication
adherence.

+ Prepare for discharge
to GP.

Models with a focus on:

+ Total recovery of the heart.

« Importance of medication use,

Current media use: booklets, drawings, video.
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Discharge and First Outpatient Visit

Patient goals at discharge were understanding what happened,
what the current condition is, and how it affectstheir daily life.
Professionals focus on describing the event, relating it to risk
factors, and stressing the importance of seeking attention when
similar symptomsthat may indicate amyocardial infarction are
experienced.

Goals at the first outpatient visit were the same as those at
discharge with the addition of understanding the side effects of
medications as well as coping with the disease in daily life.
Professionals focus on optima recovery through optimal
medication adherence, stressing theimportance of rehabilitation
and providing psychological guidance when needed. Mixed
reality can help to visually support the patient’s clinical state
when they leave the hospital, aswell as stressing theimportance
of medication, risk factor impacts such as smoking, and possible
side effects of medication that are to be expected (Figure 3).

Rehabilitation and Outpatient Follow-Up

During rehabilitation, patient goals focus on physical fithessin
terms of understanding the impairment of the disease and
reaching the premyocardial infarction level of fitness.
Professionals focus on increasing physica fitness through
exercise and support recovery by stressing medication
adherence.

During outpatient follow-up, patient goals focus on adjusting
to the current health condition in daily life and understanding
the potentia side effects that may occur. Professionals focus
mainly on prolonging survival by optimizing medication
adherence and lifestyle as well to prepare patients for eventual
discharge to the family physician. Mixed reality can visually
support the physical condition of patients by showing the current
state of heart function and its effect on physical fitness, along
with the state of recovery of the heart and highlighting the
long-term importance of medication on survival.

Discussion

Principal Findings

Overall, theresults of the current study demonstrate that patients
and clinical staff have very different opinions about the overall
information shared during outpatient clinical visits, anatomical
knowledge, and medication. First, patients reported that the
information shared wastoo extensive and superfluous, whereas
staff members stated adesire to share moreinformation. Second,
patients perceived medication asahurdle toward their recovery,
whereas professionals viewed the medication as an important
part of their recovery. Third, the anatomical knowledge of
patients was minimal regarding the culprit lesion and its effect
on cardiac function. The patient journey in this regard showed
that patients transition from a state of uncertainty to a state of
confidence; however, the lack of knowledge remains and
reassurance by health care providersis regarded as important.

Patient Information Education After Myocardial
Infarction

Throughout the year following myocardial infarction, patients
see roughly 4 clinical specidists and often also see a

http://humanfactors.jmir.org/2020/2/e17147/
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psychologist or sexologist, al of whom elaborate on the same
concept of myocardial infarction. However, our outcomes
suggest that patient knowledge of simple anatomical and
physiological concepts of heart disease remains minimal.
Furthermore, patients regard medication as a hurdle toward
recovery although it isthe hallmark of secondary preventionin
cardiovascular care.

Scott et a [20] found that patients ranked explanation of
anatomical and pathophysiological concepts as well as
medication information at high importance after myocardial
infarction; however, the effect of teaching these aspects to
patients regarding their long-term survival is not known. It is
also questionable if teaching of these concepts is essential to
reach the goal of preventing new myocardial infarction, and
evidence in this regard islacking.

Our patients received identical information after myocardial
infarction; however, they seem to have ganed little
understanding from this education, and mainly perceived the
information provided astoo extensive, which was not considered
tobeinlinewith their own goals. Therefore, our study highlights
room for improvement in patient information education after
myocardial infarction.

Professional goals (prevention of new myocardial infarction)
and patient goals (living anormal life) differ to astriking degree
(Figure 3). Although the necessity of teaching anatomical and
pharmacological concepts might be debatable, patient care
regarding information exchange should bein linewith the goals
of patients to support patient-centered care[17]. To unite these
godls, the interaction between a patient and professiona needs
to be assessed and reeval uated based on the results of our study.
When this information exchange is goal-oriented, learning and
adoption of new information will be more effective, as stated
by the cognitive load theory proposed by Sweller [21]. This
theory states that the methods of information exchange should
promote a low extraneous cognitive load (ie, presentation of
information). Conventional methods (ie, booklets) create high
levels of extraneous load, whereas visual methods create alow
extraneous load [21]. Therefore, use of a mixed reality app
might effectively aid in generating a low extraneous load and
offer anew method of learning. Thiswarrants further research,
particularly if implementation of mixed reality for patient
information education can lead to improvement of medication
adherence.

Identifying Targetsfor Mixed Reality

As seen in the patient journey analysis, there are certain points
at which mixed reality may provide solutions in patient
information exchange. Certain targets might provide less
information, but will nonethel ess be aligned with actual patient
data, including guidance on the effect of medication on their
current health condition.

Mixed reality has been recently popularized by the development
of Google Glassand subsequently Microsoft HoloL ens, released
inMarch 2016 [14]. HoloL ens can project interactive 3D images
in the field of vision of the user and recognize the environment
owing to the presence of four environment-sensing cameras, a
depth camera, and a light sensor. Apart from recognizing the
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environment, HoloLens also memorizes it, thereby reducing
the time required for the next interaction. HoloLens can also
recognize human gestures to enable interaction and teamwork
around the same projected objects owing to integration of human
understanding software such as spatial sound, gaze tracking,
gesture input, and voice support [22].

Table 5 provides an overview of the different types of media
available for mixed reality and their usability, along with a
summary of usability and capabilities. The main capabilities of
HoloLens to be considered in the outpatient setting are: (i)
recognize and interact with the environment, to choose the best
environment for the interventions and base the design
accordingly; (ii) project 3D images that can rotate, scale, or
move; and (iii) encourage teamwork by enabling doctors and
patients to collaborate through synchronization of doctor and
patient images in space, giving them an opportunity to
collaboratively study the model. Through these capabilities,
mixed reality creates new ways of collaboration between the
patient and professional . Recent studies have tested mixed reality
for medical training [15] and as a surgical assistive technology

Table 5. Mediatypes and usefulness in patient education.

Hilt et al

[23]. For medical students, especialy those with lower
visual-spatial abilities, mixed reality was shown to significantly
improve 3D knowledge acquisition [24]. However, no apps
currently exist that use mixed reality specifically to educate
myocardial infarction patients or to improve their experience
during the treatment after myocardial infarction.

Our results indicate that mixed reality may be of aid in
compiling patient-specific datain one model such asasimplified
model of the heart and coronary anatomy using radiographic
and ultrasound data. Thismay be used at the end of the hospital
stay when patients are fit to go home, and when uncertainties
are present. A mixed reality intervention at discharge can
provide a crude overview of myocardia infarction and the
importance of medication and education on minimizing risk
factors such as smoking. This technology can be used
consecutively throughout all outpatient visits, compiling cardiac
functioninthe model and thereby offering the possibility to use
one model consecutively. Furthermore, mixed reality can be
used to explain the effects of medication on long-term survival.

Usability and capability Mixed Reality (HoloLens)  Augmented Reality Virtual Redlity Video Text and Images
Interaction between two or Full Partial Partial No No

more users

Movement Yes Yes Yes Partial No

Environment aware Yes Partial No No No

Device needed Yes Yes (phone) Yes (phone) Yes (TV, computer, No

or phone)

Medication as a Specific Target for Mixed Reality

The patients included in our study perceived medication as a
hurdle toward recovery. They indicated that this is mainly
coupled to side effects but also that the beneficial effects are
unclear (despite al information provided). Optimal medical
therapy after myocardial infarction is the cornerstone of
cardioprotective care and is essential in preventing new events
[12]. Thishas been stressed by both the European and American
cardiology societies[25]. However, nonadherence to medication
is a common problem [26]. Through the years, attempts have
been made to improve medication nonadherence; however, it
remains a challenge to create sustainable interventions [27].

The patient journey anaysis suggested that reassurance is
important for patients to understand their condition such as
whether or not they are physically fit. Clear explanation of
medication benefits on their health and daily life may resolve
the lack of understanding of medication effects and potentially
lower the need for reassurance.

Tailoring education to patient-specific features and needs such
as medication adherence seems to be effective, which has been
proposed in other studies. Nieuwkerk et a [28] demonstrated
that by clarifying the effect and importance of statins visually,
low-density lipoprotein cholesterol levels can be reduced along
with an increase in the intake of statins. A randomized study
conducted by Jones et a [29] in 2015 showed that providing

http://humanfactors.jmir.org/2020/2/e17147/

visual education after myocardial infarction improved illness
and medication perceptionsin theintervention group. A similar
approach may befeasiblein patients after myocardial infarction
that are offered anew form of education through mixed reality.
A model could be devel oped, not focusing on anatomy per se
but rather on statin use and the effect on the patient's
cardiovascular health, such as by demonstrating atherosclerosis
in coronary vessels, which istargeted by statin therapy [1]. The
effect of such a mixed reality intervention could be measured
according to assessing medication beliefs and illness
perceptions.

Further research is needed to test our assumptions. Importantly,
the implementation and eval uation of amixed reality app in the
elderly should be undertaken. Along with an aging population,
potential users will be between 60 and 80 years old, which is
accompanied by different forms of disabilities (ie, impaired
vision, hearing, or cognitive function) that can complicate use.
However, mixed reality seemsto be an accessible and feasible
tool in the elderly, as highlighted by Rohrbach et a [30] in
patientswith Alzheimer disease. Since patientswith Alzheimer
disease comprise a complex patient group, it is feasible to
assume that patients with no cognitive impairments might also
benefit from mixed reality apps.

In this era of rapidly evolving technology that brings new
opportunities regarding patient information education, it is
important to thoroughly evaluate how these technologies can
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be used in a changing medical setting and with what goal in
mind, especialy given the sparsity of research on the topic.

Limitations

There are certain limitations to our study. First, al interviews
were conducted in a group of patients and professionals
belonging to a single hospital. Using a different group of
professionals and patients from different hospitals and social
backgrounds, different outcomes may be generated concerning
patient information education. Second, and following this point,
the small study size could have led to overestimating the
assumptions such asthe problems patients have with medication.
Further investigation on this subject is therefore warranted.
Third, observationa interview studies have inherent biases (such

Acknowledgments
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as responder bias or social desirability bias). This can also be
corrected using alarger-scal e study.

Conclusion

We identified a remarkable difference between the goals of
patients and health care professionals regarding information
and education after myocardial infarction. Mixed reality may
be a practical tool to unite the perspectives of patients and
professionals on the disease in a more even manner, and thus
optimize knowledge transfer after myocardial infarction.
M edication understanding seemsto be afeasible target for mixed
reality. However, further research is needed to develop durable
methods for education on medication through mixed reality.
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Abstract

Background: In order to give a wide range of people the opportunity to ensure and support home care, one approach is to
develop medical devicesthat are as user-friendly as possible. This allows nonexperts to use medical devicesthat were originally
too complicated to use. For a user-centric development of such medical devices, it isessential to understand which user interface
design best supports patients, caregivers, and health care professionals.

Objective: Using the benefits of mobile eye tracking, this work aims to gain a deeper understanding of the challenges of user
cognition. Asaconsequence, itsgoal isto identify the obstacles to the usability of the features of two different designs of asingle
medical device user interface. The medical deviceis a patient assistance device for home use in peritoneal dialysis therapy.

Methods: A total of 16 participants, with a subset of seniors (8/16, mean age 73.7 years) and young adults (8/16, mean age 25.0
years), were recruited and participated in this study. The handling cycle consisted of seven main tasks. Data analysis started with
the analysis of task effectiveness for searching for error-related tasks. Subsequently, the in-depth gaze data analysis focused on
these identified critical tasks. In order to understand the challenges of user cognition in critical tasks, gaze data were analyzed
with respect to individual user interface features of the medical device system. Therefore, it focused on the two dimensions of
dwell time and fixation duration of the gaze.

Results: Intotal, 97% of the handling stepsfor design 1 and 96% for design 2 were performed correctly, with the main challenges
being task 1 insert, task 2 connect, and task 6 disconnect for both designs. In order to understand the two analyzed dimensions
of the physiological measurements simultaneously, the authors propose a new graphical representation. It distinguishes four
different patterns to compare the eye movements associated with the two designs. The patterns identified for the critical tasks are
consistent with the results of the task performance.

Conclusions: This study showed that mobile eye tracking provides insights into information processing in intensive handling
tasks related to individual user interface features. The evaluation of each feature of the user interface promises an optimal design
by combining the best found features. In this way, manufacturers are able to develop products that can be used by untrained
people without prior knowledge. Thiswould alow home care to be provided not only by highly qualified nurses and caregivers,
but also by patients themselves, partners, children, or neighbors.

(JMIR Hum Factors 2020;7(2):€15581) doi:10.2196/15581
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Introduction

Chronically ill patients cared for at home experience a higher
health-related quality of life and a normalization of everyday
lifethat isless dominated by the disease [1-3]. Therefore, 82%
of end-stage renal disease patients and their families, if fully
informed about their treatment options, would choose a home
modality [4]. However, only 14% of dialysis patientsin Europe
are treated at home [5]. The main obstacle to home care is the
availability of caregivers such ascommunity nurses, neighbors,
or relatives [6,7]. In order to allow a broad range of people the
opportunity to ensure and support home care, one approach is
to design medical deviceswith greater ease of use. Thisallows
nonexperts to use medical devices that were originally too
complicated to use. For user-centric development of such
medical devices, itisessential to understand which user interface
(UI) designs best support patients, caregivers, and health care
professionals[8,9].

Human factors engineering drives user-oriented design and must
test customized product Uls with intended users to determine
the ideal level of mental workload. According to Kantowitz
[10], mental workload is a subset of attention and the link
between the demands of the environment and the capacity of
the organism; it cannot be directly assessed. In a usability
eval uation, the abstract term demand of the environment means
fulfilling atask correctly. Consequently, when use errors occur,
demand has not been met, and mental workload may have been
too high or too low. This may be evaluated by analyzing the
distribution and characteristic of attention in use error—related
tasks.

Methods such as observations, questionnaires, and interviews
are used to gain insight into the usability of an interface, but
the focus is mainly on the graphical Ul on a screen [9,11-15].
However, users gain most information through visual perception
[16], and the short-term memory has only a limited capacity
[17,18]. Therefore, it isdifficult to understand the causes of use
errors using traditional methods only.

Eyetracking provides afirst-person perspective of the user and
continuous localization of the gaze point. According to Hoang
Duc et a [19], “tracking eye movements has the potential to
provide a more direct measure of where attention is deployed
sincethe direction of gaze is generally considered to be tightly
coupled to the orienting of attention.” Furthermore, “when
people attend to a particular spatial location, there is greater
neural processing in portions of the visual cortex corresponding
to that location” [20]. Eye tracking thus alows abjective
feedback to find perception problems[21,22] and gain valuable
insights into hotspots in attention distribution on the UI. This
information can be used for both qualitative and quantitative
evaluation of the usability of the Ul. Asaresult, in recent years
eye tracking has increasingly become a method for testing
attention and improving or evaluating the features of Uls.
Examples are web and print advertisements [23,24] and
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graphical representations like x-ray images of patients [25].
More complex subjects of the investigations include graphical
Uls such as computer tomography interfaces[26] or spacecraft
displays [27,28]. Further, there are single studies where eye
tracking is used to evaluate highly interactive Uls of tangible
productslike smart TVs[29], smartwatches[12,21], or medical
devices[30,31].

Most studies used a remote eye-tracking system where the
stimulus is presented on a screen and participants are asked to
sit still in front of a desk. Aside from this setup, mobile eye
tracking with minimally invasive head-mounted systems
provides a degree of freedom in movability. This promises
natural user behavior in the testing of tangible medical devices
[30].

In afirst step of the eye-tracking data analysis, the raw gaze
point data are classified into three events: fixation (nearly no
eye movement), saccade (fast eye movement), and blink (closed
eye). Since classified gaze data contain no semantic information
on the looked-at objects or features, a second step of areas of
interest mapping is needed. In this step, the singlefixation events
are manually assigned to the specific looked-at objects or Ul
features. As a result, data can subsequently be analyzed
object-related in terms of durations of single fixations or
cumulative dwell times (DTs) on an object or feature for a
particular task. Fixation duration (FD), describing a property
of visual attention per unit, is associated with the processing
depth, which when increased leads to longer fixations [32-35],
and with the rate of information extraction [23,35,36]. DT,
describing the sum of visual attention related to specific objects
or features, is associated with the length of the information
extraction [28,37]. Thus, these measurements represent attention
and, in the context of handling tasks, mental workload as a
subset of attention in two dimensions.

Using the benefits of mobile eye tracking, we aimed to gain a
deeper understanding of the challenges and differencesin user
cognition and thusidentify obstacles to the user-friendliness of
single Ul features of a patient assistance device intended for
home use in peritoneal diaysis (PD) therapy. This paper
describes, to our knowledge, the first benchmark tests of two
different Ul designs based on physiological measurementsusing
mobile eye tracking. The underlying research questions of this
work are asfollows:

« RQL: Do dight differences in the design of the Ul of a
patient assistant device lead to differences in the
effectiveness of use?

« RQ2: What arethe differencesin visual perception between
two Ul designs of apatient assistant devicerelatedto single
task-relevant Ul featuresin use error—elated handling tasks?
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Methods

Summary

The aim of thiswork wasto gain adeeper understanding of the
challenges in user cognition and thus the obstacles to
user-friendliness of single Ul features of a medical device.
Therefore, a quasi-experimenta study was conducted for data
collection with the medical device with the intention of being
asrealistic as possible and representing the intended use. Asa
result, naive representatives of the user group of patients (young
adultsand seniors) wererecruited, and the study was conducted
in the intended environment.

Stimuli

The stimuli of the study were prototypes with two different Ul
designs (D1 and D2, see Figure 1) of amedical device system.

Wegner et al

The system consists of medical device, inlet for guiding and
manipulating a bag system with dialysis fluid, and catheter,
whichisconnected to the patient in thereal therapy application.
The most important interface features of the medical device are
the buttons for manipulating the bag system and the lever for
moving the inlet inside the device. The inlet has functions for
fixing, clamping, and opening a predetermined breaking point
featureinsidethe bag lines. The medical device system supports
PD handling and is aimed at adults aged 18 and older. The
stimuli provide acoustic (click sounds), haptic (positioning by
stops), and visual (clear states and observation windows)
feedback. Both prototypes support the same functionalities and
require the same handling steps. At the top level, appearance
of the Ul designswas neutral in amonochrome design, asshown
in Figure 1, to eliminate the effects of different coloring as an
additional variable.

Figurel. Illustration of user interface designs D1 (left) and D2 (right) including featureslever and buttons 1-3. Additional partsfor the therapy handling
with the medical device are bag lines and catheter (standard parts used in therapy) and inlets D1 and D2, compatible with their respective designs.
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Recruitment and Data Exclusion

A total of 25 participants (18 men and 7 women, average 50.2
years, range 24 to 90 years) were recruited and participated in
this study. The sample was recruited from a retirement home
(10 men and 5 women, average 74.0 years, range 67 to 90 years)
and from university (8 men and 2 women, average 25.1 years,
range 24 to 26 years). In the PD patient population in Europe,
52% are younger than age 65 years [5]. Due to potential
technical challenges with the eye-tracking technology related
to the physiology of the eye area, which is especially relevant
for seniors as reported by Bojko [38], more participants were
invited than analyzed in thefinal analysis. All participantswere
in good physical and mental condition and assessed the
suitability of study participation themselves. No participant was
familiar with PD therapy or mobile eyetracking. All participants

http://humanfactors.jmir.org/2020/2/€15581/

had normal or corrected vision with contact or correctivelenses
that could be connected to the mobile eye-tracking system.

One senior left the study prematurely after the first handling
cycle and was therefore excluded from the analysis. For five
seniors and one young adult, data quality was insufficient due
to measure errors by the eye tracker resulting from drooping
eyelids, watery eyes, or long eyelashes. In order to achieve a
counterbalance in terms of the order of use of the two designs
and represent the target population characteristic of PD patients
in age, the data sets of a randomly selected senior and young
adult were not included in the data analysis. Thus, atotal of 16
data setswith 8 data setsfrom each group of young adults (25.0
years on average) and seniors (73.7 years on average) could be
analyzed. Four participants in each group started with D1 and
four with D2, achieving acomplete counterbalance. Asaresult,
this within-subject design mitigated the effect of individuality.
Consequently, measures that naturally differ from participant
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to participant, such as FDs, could be compared with this
balanced design of the study.

Study Procedure

When participants arrived in the test environment, they were
welcomed and thanked for their participation. Before the study
began, participants were asked to read information on the goal
of the study, data safety, and data management. If they agreed
to participate in the study, they were asked to sign the consent
form. Subsequently, participants put on the mobile eye-tracking
system, and the moderator conducted a 3-point calibration. Since
all participants were beginnersin PD therapy and in the use of
the device, the moderator briefly described the disease and
associated PD therapy. Next, the moderator demonstrated the
handling procedure with a low-level representation of the U,
designed and built for this purpose, and the devices. After the

Wegner et al

introduction, participants performed the handling cycle of tasks
1 through 7 in a simulated PD therapy (see Figure 2), starting
either with D1 or D2 and guided by written instructions. Each
instruction was printed in aneutral design on anindividual sheet
to test the usability of the medical device and not theinstruction.
There was no time limit for the fulfillment of tasks, and the
moderator assisted only in cases where the study would
otherwise have had to be terminated due to the use error.
Subsequent to the first completed handling cycle, participants
were asked to give their feedback on usability in a
semistructured interview with predefined high-level questions
asking for genera feedback on tasks related to use errors,
guiding to theroot causes of handling difficultiesand use errors.
Starting with the handling cycle, this process was repeated for
the remaining prototype of the Ul design.

Figure 2. Seven tasks in medical device handling cycle. User interacts manually with inlet, bag lines, catheter, and user interface features lever and
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. safe use, is defined as* normal use without use error” [39]. The
Data Analysis

In the data analysis, a 2-step approach was used. It started with
the analysis of task effectivity searching for use error—related
tasks. Subsequently, the in-depth gaze dataanalysisfocused on
these identified critical tasks.

For analysis of the task effectivity, the handling process of
participants was observed via a live recording from the first
person's perspective from the eyetracking system. The
performance in each task was evaluated by an observer. In the
evaluation, two categories were distinguished according to the
international standard |EC 62366-1 (2015). The first category,
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second category, use error, is defined as “user action or lack of
user action while using the medical device that leads to a
different result than that intended by the manufacturer or
expected by the user” [39].

Gaze data were recorded with the mobile eye-tracking system,
SMI Eye Tracking Glasses 2 (SensoMotoric Instruments
GmbH), with a scene resolution of 1280x960 pixels (viewing
angle: 60° horizontal, 46° vertical) of the front camera offering
asampling frequency of 24 Hz with the gaze point measurement
having an accuracy of 0.5° over all distances. The raw gaze
point datawere classified into the events of fixations, saccades,
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and blinks by SMI BeGaze version 3.7 (SensoMotoric
Instruments GmbH). Subsequent to the areas of interest analysis,
information on FD for depth and rate and DT for length of
information extraction related to particular objects and features
of the medical device system (Figure 1) were calculated. This
information was used to understand the challenges of user
cognition in use error—related tasks. Blinks were not considered
in thiswork.

Combining the information on FD and DT, the data were
analyzed with a multivariate analysis of variance (MANOVA)
using SPSS Statistics 24 (IBM Corp). The MANOVA had one
independent variable with two levels, D1 and D2 (see Figure
1), two dependent variables, FD and DT, both measured on a
ordina level and representing the rank of the mean

Wegner et al

measurements for every participant for the Ul features in
error-related tasks.

For a better understanding of the two analyzed dimensions,
length and depth of visual perception, Figure 3 combines
information on the two measured parameters. Evaluating user
perception of al participants as a whole, it shows the
relationship between mean FD and mean DT for individual Ul
features of D1 compared with D2. Based on the two analyzed
dimensions assigned to D1 in the coordinate origin, the mean
FD and mean DT of D2 can belonger or shorter. Consequently,
four different categories or patterns can be distinguished. A
suggested interpretation of these patterns in terms of workload
or gaze behavior isshown in Figure 3. Equationsfor calculating
the values of the shift in both dimensions (ADT and AFD) from
D1 to D2 for the diagram can be seen in Figure 4.

Figure 3. Visualization of shiftsin two dimensions of the physiological gaze data measurements fixation duration and dwell time. The displayed shifts
arefrom aDesign D1 in the coordinate origin to aDesign D2, presented in the middle column. In total, adistinction is made between the four categories.

The right column explains the four patterns.

Category | Visual Explanation
representation
AFD [%] Combination of longer dwell time and longer
1 APz fixation duration. This indicates more
—5i——ADT[%]  |scrutinizing and thus a more focused and longer
attention e.g. in handling tasks.
D7AF D [%] Combination of shorter dwell time and longer
) 'v\ \fixation duration. This indicates less skimming
—Tpr 4PT[%] |and thus a more focused and shorter attention
e.g. while searching or checking.
AFD [%] Combination of shorter dwell time and shorter
3 - fixation duration. This indicates less 5crufinizing
—/—ADT [*]  |and thus a more spread and shorter attention e.g.
D2 in handling tasks.
aED ) Combination of longer dwell time and shorter
fixation duration. This indicates more skimming
4 —Rl—apT (%) d th dand | ttenti
\ and thus a more spread and longer attention e.g.
D2 while searching or checking.

Figure 4. Equations for caculating the values of the shift in both dimensions of dwell time and fixation duration (ADT and AFD) from Ul design D1
to D2.

ADT = 2p2=PTos - (py
DTp,

AFD = FDpy—FDpq (2)
FDpq

Results

Each of the 16 participants performed 30 handling stepsin the
7 taskswith both Ul designs, resulting in 480 evaluated handling
steps for each Ul design. The results of the task performance
areshown in Figure 5. Overall, 97% of the handling stepswere
performed correctly for D1 and 96% for D2.

According to the results, the main challenges were in task 1
(insert), task 2 (connect), and task 6 (disconnect) for both Ul
designs. The remaining four handling tasks were performed
without errors, except for one missing catheter closure in task
5 (fill) with D2. Observed use errorsin thefirst task were mainly

http://humanfactors.jmir.org/2020/2/€15581/
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incorrectly inserted bag lines in the inlet. Further use errors
were forgetting to attach the cap of the bag lines to a safety
feature on the device and fol ding the protective film of theinlet
outwards. All use errors were discovered and corrected by
participants at a later stage of the handling cycle. In task 2
(connect), use errors occurred when the lever should have been
used to connect bag lines and catheter. In task 6 (disconnect),
some participants forgot to operate the lever for disconnecting
catheter from bag lines and for placing anew cap onto catheter.
In the semistructured interview, participants mentioned
difficulties positioning bag lines and catheter in the inlet,
oblivion of some details in the handling from the presentation,
hesitation because of fear of breaking something, and misleading
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wording in the instructions for tasks 2 (connect) and 6
(disconnect). In addition, participants gave positive and negative
feedback on the overall impression and experience with the
device.

MultimediaAppendix 1 focuseson handling taskswith observed
use errors and shows the results of the data anaysis of the
physiological gaze data in both dimensions. The mean values
for FD are given in milliseconds and for DT in seconds. The
mean FD for single Ul features was between 149 and 405
milliseconds. Themean DT for single Ul features was between
0.3 and 28 seconds. At task 1 (insert), there were large shifts
from the Ul features bag lines, inlet, and catheter to the Ul
features levers and buttons. While the first group had average
DTs between 7 and 28 seconds, the second group had average
DTs between 0.3 and 3 seconds. At task 2 (connect) and task 6
(disconnect), the DT varied from less than 1 second for the
buttons to 3 seconds for bag lines and catheter. For the mean
FD, clustering was not found in any of the three tasks.

A MANOVA reveded datisticaly significant differences
between D1 and D2 for catheter (Pillai trace=.216, F, ,4=3.985,

Wegner et a

P=.03) and for lever (Pillai trace=.348, F, ,s=6.674, P=.005) in
task 1 (insert) and for inlet (Pillai trace=.22, F,,s=3.534,
P=.045) in task 6 (disconnect). All other Ul features showed
no statistically significant differencesin the three error-related
tasks.

For better understanding, Figure 6 visualizesthe data presented
in Multimedia Appendix 1. As shown in Figure 3, this
visualization combines FD and DT as two dimensions of the
gaze data. In task 1 (insert; Figure 6A), the mean DT for all
task-relevant Ul featuresislonger for D2. The bag lines show
a strong category 1 pattern, while the other two Ul features
show little to no shift for the mean FD. For task 2 (connect;
Figure 6B), three Ul features show a strong category 4 pattern,
while the bag lines show mainly shorter mean DTs and only a
dlightly longer mean FD, thus showing a weak category 2
pattern. For task 6 (disconnect; Figure 6C), the Ul elements
located inside the device in this task show a strong category 2
pattern, while the lever on the outside of the device shows a
strong category 1 pattern.

Figure 5. Comparison of task performance between D1 and D2 for all seven tasks. Evaluation in two categories, safe use and use error, according to

International Electrotechnical Commission 62366-1 (2015).
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Figure6. Shiftsfrom D1 (in the coordinate origin) to D2 in terms of mean fixation duration (ordinate) and mean dwell time (abscissa) for task 1 insert
(A), task 2 connect (B), and task 6 disconnect (C). The relevant user interface features in these three tasks are bag lines, inlet, catheter, and lever.
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Discussion

Principal Findings

Task performance analysis generally showed little or no use
errors in the various handling tasks for both Ul designs (see
Figure5). Thetaskswith observed use errorswere theinsertion
of material and connection and disconnection of bag lines and
catheter. In line with the observations, participants described
in semistructured interviews difficultiesin the execution and in
remembering of the correct handling step detail sin the observed
use error—related tasks. Further, they reported misleading
wording in theinstructions asthe explanation for their use errors
in task 2 (connect) and task 6 (disconnect), thus providing
additional information for the devel opment of the supplementary
materia. In the first task, most use errors occurred when
inserting the bag lines into the inlet. For this task, Figure 6A
shows a category 1 pattern with longer mean DT and longer
mean FD for the bag lines. Therefore, the results of gaze data
analysis are consistent with the results of task performance.
Gaze data shows more scrutinizing for D2 compared with D1
in order to insert bag lines and catheter into inlet and device.
The longer and higher depth in visual perception indicates a
higher mental workload for this task using D2.

http://humanfactors.jmir.org/2020/2/€15581/
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When connecting and disconnecting the catheter, some
participants missed pulling down the lever to connect bag lines
and catheter again and putting a new cap on the catheter. For
connecting and disconnecting bag lines and catheter, the most
important interface features show category 4 patterns (task 2,
Figure 6B) and category 2 patterns (task 6, Figure 6C). This
visual pattern indicates more skimming behavior for task 2 and
less skimming behavior for task 6. Thisin turn indicates more
visua controls when connecting bag lines and catheter in task
2for D2. Compared with task performance, this seemsto result
in dightly fewer use errors for D2 (2% vs 4%). For task 6,
resultsindicate lessvisual searching associated with the relevant
featuresinlet and catheter for D2 when anew cap is placed on
the catheter. In a comparison of the two Ul designs, the main
difference between D1 and D2 isthe position of thetop window.
With D2, the user can better seetheinlet. Thismay help finding
theimportant featureswhileanew cap is placed on the catheter.
Furthermore, the lever in task 6 shows a category 1 pattern
associated with alonger and higher depth in visual perception
for D2. Although the results show fewer use errors, handling
the lever with D2 appears to be mentally more difficult than
with D1.

When eval uating thetotal mental workload of the medical device
system, the analyzed Ul features of the medical device showed
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shiftsin both the mean FD and mean DT. The mean FD varied
from 149 to 405 milliseconds in the critical tasks across all
features (Multimedia Appendix 1). In order to be able to
interpret these values, the results of three different task examples
as described in the literature are compared. In a case study of a
driving situation described by Velichkovsky et al [34], the values
for the mean FD were between 499 and 543 milliseconds. Bojko
et a [33] reported in an evaluation of drug label designs that
the FD varied between 260 and 392 milliseconds. Just and
Carpenter [35] observed a mean FD of 477 milliseconds
observing the task of reading a scientific text. Compared with
these studies, the mean FD of the handling cycleisin the same
range asreading adrug label. The mean DT inthe critical tasks
varied in a range from 0.3 to 28.3 seconds (Multimedia
Appendix 1). Especialy in the first task, the insertion of the
material in both Ul designs required longer DT for bag lines
and catheter compared with other tasks. This shows that this
task requires special attention from the user. Thisis supported
by significant differencesin aMANOVA for the catheter in the
considered task. The statistical analysis showed only in two
other cases significant differencesin the gaze data. The reason
for merely three significant differencesis probably because of
the low level of variation in the design.

Based on the results of this study, benchmarking D1 and D2
showed the following. Inserting the material seemed to be
challenging for both Ul designs in general. Therefore, the
guiding material (manual and quick starting guide) and training
should focus on this task. The lever of D1 seemed to result in
lower mental workload. It has a more dominant appearance
compared with D2, wherethelever isintegrated into the housing
for protection in case of afall. The Ul design D2 of the inlet
seems to be easier to perceive visually. The higher position of
the top window in D2 shows a positive impact on the task
connecting and disconnecting bag lines and catheter.

Analysis of two dimensions of visual perception using eye
tracking provided a detailed picture of the length and depth of
the visual perception and therefore the challenges in user
cognition and ease of use. Results highlighted the differences
ininformation extraction for different Ul featuresin singletasks.
Thisinformation hel ped human factors engineering to focusthe
development on the critical Ul features. Following this work,
a summative study evaluated the final Ul of the device. This
final design and the instructionsincorporated the results of this
study, such as the detailed description of the insertion of the
material and the coloring of the main Ul features to guide the
user's gaze. The summative study included patients, relatives,
nurses, and physicians. They represented the later user
population in the characteristic in age, preknowledge, and
comorbidities. Patients had two types of comorbidities, such as
arthritisand Reynaud syndrome, in addition to the renal disease
with its own accompanying symptoms. The summative study
confirmed the safety, efficiency, and effectiveness of use [40].

Limitations

Dueto the novelty of the medical device presented in this study,
there are severa limitations regarding the results. First,
participants were not patients in the real therapy. They were
beginners who had no experience in this specific therapy or
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associated tasks. Furthermore, the device was not used in the
real therapy application but in a simulation. These factors
provide information on how forgetfulness or even dementia
would influence use of the medical device in the later use by
patients. Second, when the final product is used, individual
training of the user ismandatory and |abeling material supports
the user. This support was not provided in this study. Instead,
a presentation with an additional low-level representation of
the Ul and a neutral text of the seven tasks guided participants
through the handling cycle. Consequently, the focus was on
intuitive task performance and perception of information
depending on the different Ul designs. Third, the design of the
two different top-level designs was similar due to a unicolored
representation. This is not a strong contrast between the main
Ul functions and the rest of the medical device. As stated in
Methods, this was chosen to eliminate influences of different
coloring asan additional influencing factor. At thelevel of gaze
data analysis, representation of the combination of mean FD
and mean DT isthefirst published. Further research is needed
to assess whether identified patterns apply to different usability
studies with different tasks and stimuli.

Conclusion

The prototypes of the medical device system as stimuli of the
study had only little differences in the single Ul features.
Consequently, results in the effectiveness of use revealed only
marginal differences, with a maximum of 6% versus 10% use
errors in task 1 (insert). Based on the two dimensions of the
physiological gaze datameasurements FD and DT, four distinct
patterns could be distinguished between the two Ul designs. A
MANOVA revealed statistically significant differencesin these
patterns for three Ul features.

Studying the impact on the usability of alternatives of different
Ul designsiscrucial to understand which best supportsthe user.
Traditional methods such as observation, interviews, or
guestionnaires tend to give feedback only at the level of the Ul
as awhole. Furthermore, when it comes to reporting usability
issues or first impressions of the medical device during
interviews or questionnaires, several challenges arise. Test
participants may forget to report their impressions or adapt their
answers to social expectations [30,41]. This makes it difficult
to identify the root causes of usability problems and thus the
necessary changes in Ul design. In alignment with Lohmeyer
et a [31] and Koester et al [30], this study showed that mobile
eye tracking provides objective quantitative results based on
physiological measurements related to individual Ul features.
These results can be used to evaluate usability in much more
detail compared with traditional methods.

Thisinformation is crucia to be able to adapt the design of a
product to the needs of the users. Therefore, results of usability
testing must be more detailed than just ayes-or-no result of use
errors. On the contrary, evaluation of each feature of the Ul
promises to achieve the best possible Ul design by combining
the best featuresfound. This combined solution would therefore
offer the highest level of usability. In this way, manufacturers
can devel op productsthat can be used even by untrained people
without prior knowledge. This would allow home care to be
provided not only by highly qualified nurses and caregivers,
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but also by patientsthemselves, partners, children, or neighbors.  thus to a higher quality of life and normalization of everyday
This would contribute to removing barriers to home care and  life, which isless dominated by illness for patients.
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Multimedia Appendix 1

Analysis of eye tracking metrics for user interface features bag lines, inlet, catheter, lever, and buttons. Mean fixation duration
(FD) in milliseconds and mean dwell time (DT) of the gaze in seconds for user interface designs D1 and D2. Evaluated tasks are
task 1 (insert), task 2 (connect), and task 6 (disconnect). Multivariate analysis of variance analyzed the combination of FD and
DT for significant differences according to the Pillai trace (p) between D1 and D2.

[DOCX File, 14 KB - humanfactors v7i2e15581 appl.docx ]

References

1.  RyghE, Arild E, Johnsen E, Rumpsfeld M. Choosing to live with home dialysis-patients’ experiences and potential for
telemedicine support: aqualitative study. BMC Nephrol 2012 Mar 19;13:13 [FREE Full text] [doi: 10.1186/1471-2369-13-13]
[Medline: 22429705]

2. BrownEA, Johansson L, Farrington K, Gallagher H, Sensky T, Gordon F, et al. Broadening Optionsfor Long-term Dialysis
in the Elderly (BOLDE): differencesin quality of life on peritoneal dialysis compared to haemodialysisfor older patients.
Nephrol Dia Transplant 2010 Nov;25(11):3755-3763 [FREE Full text] [doi: 10.1093/ndt/gfq212] [Medline: 20400451]

3. Alloatti S, Manes M, Paternoster G, Gaiter AM, Molino A, Rosati C. Peritoneal dialysis compared with hemodialysisin
the treatment of end-stage renal disease. J Nephrol 2000;13(5):331-342. [Medline: 11063136]

4.  Devoe DJ, Wong B, James MT, Ravani P, Oliver MJ, Barnieh L, et a. Patient education and peritoneal dialysis modality
selection: asystematic review and meta-analysis. Am JKidney Dis 2016 Sep;68(3):422-433. [doi: 10.1053/j.a/kd.2016.02.053]
[Medline: 27125246]

5. ERA-EDTA Registry Annua Report 2016. Amsterdam: European Renal Association—European Dialysis and Transplant
Association URL : https:.//www.era-edta-reg.org/files/annual reports/pdf/AnnRep2016.pdf [accessed 2020-05-05]

6.  Wilson SE, Ouédraogo CT, Prince L, Ouédraogo A, Hess SY, Rouamba N, et a. Caregiver recognition of childhood
diarrhea, care seeking behaviors and home treatment practices in rural Burkina Faso: a cross-sectional survey. PLoS One
2012;7(3):e33273 [FREE Full text] [doi: 10.1371/journal .pone.0033273] [Medline: 22428006]

7. JonesR, Jordan S. The implementation of crisis resolution home treatment teams in wales: results of the national survey
2007-2008. Open Nurs J2010 Feb 18;4:9-19 [FREE Full text] [doi: 10.2174/1874434601004010009] [Medline: 20502646]

8.  DijkstraNE, Sino CGM, Heerdink ER, Schuurmans MJ. Development of eHOME, a mobile instrument for reporting,
monitoring, and consulting drug-related problems in home care: human-centered design study. JIMIR Hum Factors 2018
Mar 07;5(1):e10 [FREE Full text] [doi: 10.2196/humanfactors.8319] [Medline: 29514771]

9.  Alnosayan N, Chatterjee S, Alluhaidan A, Lee E, Houston FL. Design and usability of a heart failure mhealth system: a
pilot study. IMIR Hum Factors 2017 Mar 24;4(1):€9 [FREE Full text] [doi: 10.2196/humanfactors.6481] [Medline: 28341615]

10. Kantowitz BH. Attention and mental workload. 2000 Presented at: Proceedings of the 15th Triennial Congress |EA
2000/Human Factors and Ergonomics Society Annual Meeting; 2000; San Diego. [doi: 10.1177/154193120004402121]

11. Bestty AL, Magnusson SL, Fortney JC, Sayre GG, Whooley MA. VA FitHeart, a mobile app for cardiac rehabilitation:
usability study. IMIR Hum Factors 2018 Jan 15;5(1):€3 [FREE Full text] [doi: 10.2196/humanfactors.8017] [Medline:
29335235]

12. LiangJ, Xian D, Liu X, Fu J, Zhang X, Tang B, et a. Usability study of mainstream wearable fitness devices: feature
analysis and system usability scale evaluation. IMIR Mhealth Uhealth 2018 Nov 08;6(11):e11066 [FREE Full text] [doi:
10.2196/11066] [Medline: 30409767]

13. George D, Hassali MA, Hss A. Usability testing of amobile app to report medication errors anonymously: mixed-methods
approach. IMIR Hum Factors 2018 Dec 21;5(4):€12232 [FREE Full text] [doi: 10.2196/12232] [Medline: 30578216]

14. Rotondi AJ, Spring MR, Hanusa BH, Eack SM, Haas GL . Designing eHealth applications to reduce cognitive effort for
persons with severe mental illness: page complexity, navigation simplicity, and comprehensibility. IMIR Hum Factors
2017 Jan 05;4(1):e1 [FREE Full text] [doi: 10.2196/humanfactors.6221] [Medline: 28057610]

http://humanfactors.jmir.org/2020/2/e15581/ JMIR Hum Factors 2020 | vol. 7 | iss. 2| €15581 | p.23
(page number not for citation purposes)


humanfactors_v7i2e15581_app1.docx
humanfactors_v7i2e15581_app1.docx
https://www.biomedcentral.com/1471-2369/13/13
http://dx.doi.org/10.1186/1471-2369-13-13
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=22429705&dopt=Abstract
http://europepmc.org/abstract/MED/20400451
http://dx.doi.org/10.1093/ndt/gfq212
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=20400451&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=11063136&dopt=Abstract
http://dx.doi.org/10.1053/j.ajkd.2016.02.053
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=27125246&dopt=Abstract
https://www.era-edta-reg.org/files/annualreports/pdf/AnnRep2016.pdf
http://dx.plos.org/10.1371/journal.pone.0033273
http://dx.doi.org/10.1371/journal.pone.0033273
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=22428006&dopt=Abstract
http://europepmc.org/abstract/MED/20502646
http://dx.doi.org/10.2174/1874434601004010009
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=20502646&dopt=Abstract
https://humanfactors.jmir.org/2018/1/e10/
http://dx.doi.org/10.2196/humanfactors.8319
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=29514771&dopt=Abstract
http://humanfactors.jmir.org/2017/1/e9/
http://dx.doi.org/10.2196/humanfactors.6481
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28341615&dopt=Abstract
http://dx.doi.org/10.1177/154193120004402121
http://humanfactors.jmir.org/2018/1/e3/
http://dx.doi.org/10.2196/humanfactors.8017
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=29335235&dopt=Abstract
https://mhealth.jmir.org/2018/11/e11066/
http://dx.doi.org/10.2196/11066
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30409767&dopt=Abstract
https://humanfactors.jmir.org/2018/4/e12232/
http://dx.doi.org/10.2196/12232
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30578216&dopt=Abstract
http://humanfactors.jmir.org/2017/1/e1/
http://dx.doi.org/10.2196/humanfactors.6221
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28057610&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR HUMAN FACTORS Wegner et a

15. Medicines and Healthcare Products Regulatory Agency. 2017. Human factors and usability engineering—guidance for
medical devicesincluding drug-device combination products URL: https://assets.publishing.service.gov.uk/government/
uploads/system/upl oads/attachment_data/file/645862/HumankFactors Medical-Devices v1.0.pdf [accessed 2020-05-04]

16. Rosenblum LD. See What I'm Saying: The Extraordinary Powers of our Five Senses. New York: WW Norton; 2010.

17. Miller GA. The magical number seven plus or minus two: some limits on our capacity for processing information. Psychol
Rev 1956 Mar;63(2):81-97. [Medline: 13310704]

18. Peterson LR, Peterson MJ. Short-term retention of individual verbal items. J Exp Psychol 1959 Sep;58:193-198. [doi:
10.1037/h0049234] [Medline: 14432252]

19. Duc AH, BaysP, Husain M. Eye movements as a probe of attention. Prog Brain Res 2008;171:403-411. [doi:
10.1016/S0079-6123(08)00659-6] [Medline: 18718333]

20. Anderson J. Cognitive Psychology and its Implications. 6th Edition. New York: Worth; 2004.

21. WuY, Cheng J, Kang X. Study of smart watch interface usability evaluation based on eye-tracking. In: Marcus A, editor.
Design, User Experience, and Usability: Technological Contexts, Vol. 9748. Springer International Publishing: Cham;
2016:98-109.

22. Groen M, Noyes J. Using eye tracking to evaluate usability of user interfaces: isit warranted? IFAC Proceedings Volumes
2010;43(13):489-493. [doi: 10.3182/20100831-4-FR-2021.00086]

23. Wedel M, Pieters R. A review of eye-tracking research in marketing. In: Review of Marketing Research, Vol. 4. Bingley:
Emerald Group Publishing Limited; 2008:123-147.

24. Chynal P, Sobecki J, Szymanski J. Remote usability evaluation using eye tracking enhanced with intelligent data analysis.
In: Hutchison D, Kanade T, Kittler J, Kleinberg JM, Mattern F, editors. Design, User Experience, and Usability. Design
Philosophy, Methods, and Tools. Vol. 8012. Springer: Berlin; 2013:212-221.

25. Harezlak K, Kasprowski P. Application of eyetracking in medicine: a survey, research issues and challenges. Comput Med
Imaging Graph 2018 Apr;65:176-190. [doi: 10.1016/j.compmedimag.2017.04.006] [Medline: 28606763]

26. FErol BarkanaD, Acik A, Duru DG, Duru AD. Improvement of design of asurgical interface using an eye tracking device.
Theor Biol Med Model 2014 May 7;11 Suppl 1:S4 [FREE Full text] [doi: 10.1186/1742-4682-11-S1-34] [Medline: 25080176]

27. GuoQ, XueC,LinY, NiuY, Chen M. A study for human-machine interface design of spacecraft display & control device
based on eye-tracking experiments. In: Harris D, editor. Engineering Psychology and Cognitive Ergonomics: Cognition
and Design. Vol. 10276. Springer International Publishing: Cham; 2017:211-221.

28. Dill E, Young S. Analysis of eye-tracking data with regards to the complexity of flight deck information automation and
management—inattentional blindness, system state awareness, and EFB usage. 2015 Presented at: 15th AIAA Aviation
Technology, Integration, and Operations Conference; 2015; Dallas. [doi: 10.2514/6.2015-2901]

29. Obrist M, Bernhaupt R, Beck E, Tscheligi M. Focusing on elderly: an iTV usability evaluation study with eye-tracking.
In: Cesar P, Chorianopoulos K, Jensen JF, editors. Interactive TV: A Shared Experience. Vol. 4471. Springer: Berlin;
2007:66-75.

30. Koester T, Brasted JE, Jakobsen JJ, Malmros HP, Andreasen NK. The use of eye-tracking in usability testing of medical
devices. Proc Int Symp Human Factors Ergonom Health Care 2017 May 15;6(1):192-199. [doi: 10.1177/2327857917061042]

31. Lohmeyer Q, Schneider A, Jordi C, Lange J, Meboldt M. Toward a hew age of patient centricity? The application of
eye-tracking to the development of connected self-injection systems. Expert Opin Drug Deliv 2019 Feb;16(2):163-175.
[doi: 10.1080/17425247.2019.1563070] [Medline: 30577710]

32. Godfroid A, Spino LA. Reconceptualizing reactivity of think-alouds and eye tracking: absence of evidence is not evidence
of absence. Language Learning 2015 Oct 08;65(4):896-928. [doi: 10.1111/lang.12136]

33. BojkoA, Gaddy C, Lew G, Quinn A, Israelski E. Evaluation of drug label designs using eye tracking. Proc Human Factors
Ergonom Soc 2016 Nov 05;49(11):1033-1037. [doi: 10.1177/154193120504901107]

34. Veichkovsky B, Dornhoefer S, Pannasch S, Unema P. Visual fixations and level of attentional processing. 2000 Presented
at: Proceedings of the symposium on eyetracking research & applications- ETRA '00; 2000; Palm Beach Gardensp. 79-85.
[doi: 10.1145/355017.355029]

35. Just MA, Carpenter PA. A theory of reading: from eye fixations to comprehension. Psychol Rev 1980 Jul;87(4):329-354.
[Medline: 7413885]

36. KimJH, Zhao X, DuW. Assessing the performance of visual identification tasks using time window-based eye inter-fixation
duration. Int JIndustr Ergonom 2018 Mar;64:15-22. [doi: 10.1016/j.ergon.2017.09.002]

37. Sarter NB, Mumaw RJ, Wickens CD. Pilots monitoring strategies and performance on automated flight decks: an empirical
study combining behavioral and eye-tracking data. Hum Factors 2007 Jun;49(3):347-357. [doi: 10.1518/001872007X 196685]
[Medline: 17552302]

38. Bojko A. Eye Tracking the User Experience: A Practical Guide to Research. New York: Rosenfeld Media; 2013.

39. Internationa Electrotechnical Commission. IEC 62366-1:2015. Medical devices—Part 1: application of usability engineering
to medical devices. 2015. URL: https://www.iso.org/standard/63179.html [accessed 2020-05-04]

40. HessS, Dubach M, Meboldt M, Foggensteiner L. Evaluating patient safety and ease of use of anovel connection-assist
devicefor peritoneal dialysis. Patient Prefer Adherence 2019;13:1785-1790 [FREE Full text] [doi: 10.2147/PPA.S218663]
[Medline: 31754299

http://humanfactors.jmir.org/2020/2/e15581/ JMIR Hum Factors 2020 | vol. 7 | iss. 2| €15581 | p.24

(page number not for citation purposes)


https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/645862/HumanFactors_Medical-Devices_v1.0.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/645862/HumanFactors_Medical-Devices_v1.0.pdf
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=13310704&dopt=Abstract
http://dx.doi.org/10.1037/h0049234
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=14432252&dopt=Abstract
http://dx.doi.org/10.1016/S0079-6123(08)00659-6
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=18718333&dopt=Abstract
http://dx.doi.org/10.3182/20100831-4-FR-2021.00086
http://dx.doi.org/10.1016/j.compmedimag.2017.04.006
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28606763&dopt=Abstract
http://europepmc.org/abstract/MED/25080176
http://dx.doi.org/10.1186/1742-4682-11-S1-S4
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25080176&dopt=Abstract
http://dx.doi.org/10.2514/6.2015-2901
http://dx.doi.org/10.1177/2327857917061042
http://dx.doi.org/10.1080/17425247.2019.1563070
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30577710&dopt=Abstract
http://dx.doi.org/10.1111/lang.12136
http://dx.doi.org/10.1177/154193120504901107
http://dx.doi.org/10.1145/355017.355029
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=7413885&dopt=Abstract
http://dx.doi.org/10.1016/j.ergon.2017.09.002
http://dx.doi.org/10.1518/001872007X196685
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=17552302&dopt=Abstract
https://www.iso.org/standard/63179.html
https://dx.doi.org/10.2147/PPA.S218663
http://dx.doi.org/10.2147/PPA.S218663
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31754299&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR HUMAN FACTORS Wegner et a

41.  Wiklund M, Kendler J, Strochlic A. Usability Testing of Medical Devices. Boca Raton: CRC Press; 2016.

Abbreviations

DT: dwell time

FD: fixation duration

MANOVA: multivariate analysis of variance
PD: peritoneal dialysis

Ul user interface

Edited by A Kushniruk; submitted 23.07.19; peer-reviewed by S Matthiesen, D Smith, L Becker, Y Senathirajah; comments to author
18.09.19; revised version received 12.02.20; accepted 28.03.20; published 03.06.20.

Please cite as:

Wegner S, Lohmeyer Q, Wahlen D, Neumann S, Groebli JC, Meboldt M

Value of Eye-Tracking Data for Classification of Information Processing—Intensive Handling Tasks: Quasi-Experimental Sudy on
Cognition and User Interface Design

JMIR Hum Factors 2020;7(2): 15581

URL: http://humanfactors.,jmir.org/2020/2/e15581/

doi:10.2196/15581

PMID: 32490840

©Stephan Wegner, Quentin Lohmeyer, Dimitri Wahlen, Sandra Neumann, Jean-Claude Groebli, Mirko Meboldt. Originaly
published in IMIR Human Factors (http://humanfactors.jmir.org), 03.06.2020. This is an open-access article distributed under
theterms of the Creative Commons Attribution License (https://creativecommons.org/licenses/by/4.0/), which permits unrestricted
use, distribution, and reproduction in any medium, provided the original work, first publishedin IMIR Human Factors, isproperly
cited. The complete bibliographic information, alink to the origina publication on http://humanfactors.jmir.org, as well as this
copyright and license information must be included.

http://humanfactors.jmir.org/2020/2/e15581/ JMIR Hum Factors 2020 | vol. 7 | iss. 2| €15581 | p.25
(page number not for citation purposes)

RenderX


http://humanfactors.jmir.org/2020/2/e15581/
http://dx.doi.org/10.2196/15581
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32490840&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR HUMAN FACTORS Hilt et al

Original Paper

Teamwork and Safety Attitudes in Complex Aortic Surgery at a
Dutch Hospital: Cross-Sectional Survey Study

Alexander D Hilt', MD; Ad A Kaptein?, PhD; Martin J Schalij*, MD, PhD; Jan van Schaik®, MD

1Department of Cardiology, Leiden University Medical Center, Leiden, Netherlands
2Department of Medical Psychology, Leiden University Medical Center, Leiden, Netherlands
3Department of Vascular Surgery, Leiden University Medical Center, Leiden, Netherlands

Corresponding Author:

Jan van Schaik, MD

Department of Vascular Surgery
Leiden University Medical Center
Albinusdreef 2

Leiden, 2333 ZA

Netherlands

Phone: 31 715299407

Email: J.van_Schaik@lumc.nl

Abstract

Background: Improving teamwork in surgery is a complex goa and difficult to achieve. Human factors questionnaires, such
as the Safety Attitudes Questionnaire (SAQ), can help us understand medical teamwork and may assist in achieving this goal.

Objective: This paper aimed to assess local team and safety culture in a cardiovascular surgery setting to understand how
purposeful teamwork improvements can be reached.

Methods: Two cardiovascular surgical teams performing complex aortic treatments were assessed: an endovascul ar-treatment
team (ETT) and an open-treatment team (OTT). Both teams answered an online version of the SAQ Dutch Edition (SAQ-NL)
consisting of 30 questions related to six different domains of safety: teamwork climate, safety climate, job satisfaction, stress
recognition, perceptions of management, and working conditions. In addition, one open-ended question was posed to gain more
insight into the completed questionnaires.

Results: The SAQ-NL was completed by all 23 ETT members and all 13 OTT members. Team composition was comparable
for both teams: 57% and 62% males, respectively, and 48% and 54% physicians, respectively. All participants worked for 10
years or more in health care. SAQ-NL mean scores were comparable between both teams, with important differences found
between the physicians and nonphysicians of the ETT. Nonphysicians were less positive about the safety climate, job satisfaction,
and working climate domains than were the physicians (P<.05). Additional education on performed procedures, more conjoined
team training, as well as a hybrid operating room were suggested by participants as important areas of improvement.

Conclusions. Nonphysicians of alocal team performing complex endovascular aortic aneurysm surgery perceived safety climate,
job satisfaction, and working conditions less positively than did physicians from the same team. Open-ended questions suggested
that thisisrelated to alack of adequate conjoined training, lack of adequate education, and lack of an adequate operating room.
With added open-ended questions, the SAQ-NL appears to be an assessment tool that allows for developing strategies that are
instrumental in improving quality of care.

(JMIR Hum Factors 2020;7(2):€17131) doi:10.2196/17131

KEYWORDS
human factors; organizational culture; SAQ; SAQ-NL; safety assessment; vascular surgery

analysis of the Dutch health care system showed that
nontechnical aspects of work were understudied in professional
The World Health Organization (WHO) has stated that knowledge traning [2’3]- Nontechnical dimensions of team\(vgrk, such as
on human factors (HF), especially nontechnical skills, iscrucial ~ communication, stress awareness, and shared decision making,
in developing safe environments for patients [1]. A 2017 all contribute to the effectiveness of teamwork. Importantly,
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failing to invest in these issues may have negative effects on
patient safety and clinical outcomes [4-6]. The challenge lies
in how to identify, analyze, and improve these nontechnical
skills.

In aviation and offshore industries, for example, awareness of
nontechnical skills is crucial in daily work. Training and
improving nontechnical skills are often part of corporate
policies, with proven effects on safety [7,8]. Similarly, positive
results have been observed in health care, although the number
of studiesisscarce[9,10]. Understanding the safety culture and
climatewithin ateamiscentral to improving nontechnical skills.
This can be assessed through questionnaires such as the Safety
Attitudes Questionnaire (SAQ), which is a medical HF
guestionnaire that has been validated in different medical
domains. In 2016, the SAQ Dutch Edition (SAQ-NL) was the
guestionnaire validated in the Dutch language [11,12]. Although
often used to assess an ex ante baseline and the ex post effect
of team trainings, the SAQ-NL as a diagnostic tool is not
commonly used to identify what exactly needs changing within
ateam nor to adjust subsequent training accordingly.

The outcome of complex aortic aneurysm surgery is highly
dependent on team dynamics. Aortic aneurysms are defined as
complex when important side branches are included in the
aneurysm. This necessitatesinclusion of these side branchesin
the vascular reconstruction, making the procedure high risk.
Open, as well as endovascular complex aortic, reconstructions
are associated with high mortality and morbidity rates. Both
treatments are conducted by multidisciplinary teams.

In this study, the SAQ-NL was used as a diagnostic tool to
examine teamwork and safety climate in two types of teams:
an open-treatment team (OTT) and an endovascul ar-treatment
team (ETT). The aim of this study was to understand, and
ultimately hel pimprove, teamwork conditionsand safety climate
in this high-risk setting. Primarily, it was hypothesized that (1)
the SAQ-NL will provideinsight into how teamwork and safety
is perceived by different team members and (2) thisknowledge
may help guide future teamwork improvement strategies.

https://humanfactors.jmir.org/2020/2/€17131
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Methods

Terminology

Pinpointing safety culture and safety climate within a medical
department isdifficult, especially because they are not mutually
exclusive. The safety culture of an organization is the product
of individual and group values, traditions, perceptions, and
competences that determine the commitment to, and the style
and proficiency of, an organization’s health and safety
management [13]. An organization’s safety cultureisthe context
in which personal safety attitudes develop, persist, and are
promoted [8]. Itislikea“script” that istaught to every employee
that is continuously formed, shaped, and reshaped not only by
themselves, but also by their fellow “actors’ inthe work setting.
This concept has been used widely since the 1980sin aviation,
aswell asindustrial settings, such as power plants and offshore
environments.

The safety climate is the manifestation of that safety culturein
the behaviors and attitudes of professionals, for instance, during
surgical procedures. When onewould take a* snapshot” of such
an environment, certain behavioral cues would be seen; for
example, a surgeon being focused on the patient and on his or
her tools, the scrub nurse seeing a drop in blood pressure, and
the anesthetist reacting accordingly. This “snapshot” with all
theinteractions between professional s can be seen asthe climate
people are working in. This climate (ie, the “play” or the
day-to-day atmosphere when working) is directly influenced
by the department’s culture (ie, the “script” which consists of
perceptions, beliefs, and traditions). For example, when
convention holds that nurses do not speak up when things go
wrong, this negatively impactsthe safety climate and often leads
to errors and eventually diminished patient safety [14].

Measuring perceptions of safety and teamwork in a specific
setting at acertain point intime (ie, during asurgical procedure)
provides insight into the safety climate as well as the safety
culture. Put differently, it allows for the assessment of how
every “actor” playstheir role and, while doing so, to what extent
they are influenced by others and the “script” used. Figure 1
gives an overview of the terminology used.
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Figure 1. Safety culture and safety climate (source: AD Hilt).
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Safety Culture (“the script which is taught and used”)

- Group and individual values, traditions;
- Perceptions regarding safety during work;
- Individual and group competences;

i

All these aspects together can be seen in daily work as

<

1l

Safety Climate (“the show we play”)

Examples:

- “While working with Doctor X, Nurse Y feels insecure”
- “Doctor Z feels that continued blood pressure measurements are not necessary during

wound closure”

Design and Study Setting

Thisstudy followed across-sectiona survey design. TheLeiden
University Medical Centre is one of eight university hospitals
inthe Netherlands. For this study, two complex aortic aneurysm
treatment teamswere evaluated: the ETT and the standard OTT.

There were two reasons for the assessment of the two teams.
Firstly, the endovascular treatment is relatively new to this
hospital, having been performed starting in 2013. Refinement
of nontechnical skillsis of great interest in this setting, since it
has been shown that thisimproves patient safety and outcomes
[10,15]. Secondly, theintroduction of the endovascular treatment
demanded a shift in work environment for part of the team.

TheOTT continued to work in thefamiliar environment of their
operating theater, whereas the ETT had to perform their
proceduresin an angiography suite, an environment where many
team members were not used to working. For daily workflow
of the ETT, it wasimportant to understand how it wasinfluenced
by this shift in environment. An outline of routine ETT and
OTT proceduresis shown in Multimedia Appendix 1.

https://humanfactors.jmir.org/2020/2/€17131

Study Population

The ETT consisted of 23 team members with alarge diversity
of radiology personnel, surgical staff, and the addition of a
supplier specidist. The OTT consisted of 13 team members
with predominantly surgical staff and perfusionists, the latter
not being included inthe ETT. Noticeably, asupplier specialist
was present in the ETT but not the OTT. The specific role of
the supplier specidlist liesin participating in the discussion of
stent type and design, as well as on-site product advice during
the procedure. The supplier speciadist isastandard, crucial team
member of the ETT. Additionally, it should be noted that 2
vascular surgeons, 1 neurologist, and 1 clinical neurophysiology
technician were part of both teams. The partial overlap of
members of different teamsis common in medical settings. All
4 intervieweeswith dual team membership were ableto clearly
distinguish between the two teams when answering our
questions. In all further analyses, vascular surgeons, thoracic
surgeons, radiol ogists, anesthetists, and neurologistsare referred
to as physicians, whereas scrub nurses, nurse anesthetists,
clinical neurophysiology technicians, radiology technicians,
supplier specidists, and perfusionists are referred to as
nonphysicians. Table 1 summarizes the physician and
nonphysician composition of both teams, aswell as health care
tenure and team tenure.
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Table 1. Overview of team composition in the endovascul ar-treatment team (ETT) versus the open-treatment team (OTT).

Team and members N (%) Average health care tenure, years  Average team tenure, years

ETT (N=23)
Radiologist 2(9 =10 =5
Thoracic surgeon 1(4) =10 4
Anesthetist 3(13) =10 =5
Vascular surgeon 4(17) =10 4
Neurologist 1(4) =210 3
Radiology technician 5(22) =10 =5
Scrub nurse 3(13) 8 >5
Nurse anesthetist 1(4) =10 =5
Clinical neurophysiology technician 2(9 210 4
Supplier specialist 1(4) 8 =5

OTT (N=13)
Thoracic surgeon 1(8) =10 3
Anesthetist 2(15) =10 1
Vascular surgeon 3(23) =10 =5
Neurologist 1(8) >10 4
Scrub nurse 2(15) 9 4
Nurse anesthetist 1(8) =10 4
Clinical neurophysiology technician 1(8) =10 4
Perfusionist 2(15) =10 =5

Human Factor sand the Safety Attitudes Questionnaire

Research into HF aims to understand how humans function in
different environments, in order to improve human performance
and safety within these environments [16]. HF research has
become a core part of major industries, such as aviation and the
offshore industry, mainly because of the high dependence on
human performance and its effect on safety. Teamwork safety
has been extensively evaluated in aviation through HF
guestionnaires, originally through the Cockpit Management
Attitudes Questionnaire (CMAQ) [7,17]. This questionnaire
assessed the perceptions concerning safety climate and
teamwork among personnel working on an aircraft. This was
later refined into the Flight Management Attitudes Questionnaire
(FMAQ) [7]. In the medical domain, intensive care units were
the first to adopt a medical version of the FMAQ: the Intensive
Care Unit Management Attitudes Questionnaire (ICUMAQ)
[17]. Developed by Sexton et al, the SAQ isarefinement of the
ICUMAQ for a hedth care setting. It has proven its
psychometric and clinical quality in different clinical settings,
as well as in the Dutch setting (ie, the SAQ-NL) [11,17,18].
The SAQ assesses 30 itemsin six domains: safety climate (SC),
teamwork climate (TC), job satisfaction (JS), stressrecognition
(SR), perceptions of management (PoM), and working
conditions (WC). The 30 items are each assessed on a 5-point
Likert scale: disagree strongly (1), disagree dlightly (2), neutral
(3), agree dightly (4), and agree strongly (5). The WHO
indicatesthat the SAQ isavaluable HF instrument for assessing
medical teamwork dynamicsin a standardized fashion [1]. For

https://humanfactors.jmir.org/2020/2/€17131

this study, the strong methodological foundation of the SAQ
and its usahility in the field were the main reasons to use it.

Additionally, to gain insight into teamwork, safety attitudes,
and the meaning of the SAQ-NL outcomes, respondents were
asked to answer the following open-ended question: “What are
your top three recommendations for improving patient safety
inthisclinical area?’ A Web-based survey of the SAQ-NL via
Google Forms (Google) wassenttoall ETT and OTT members
(see Multimedia Appendix 2).

Statistics

Frequency tablesfor gender, professional positions, team tenure,
and genera health care tenure were generated to give an
overview of both teams. Response patterns are shown as
percentages. For normally distributed categorical data, a
chi-square test was used to calculate statistical differences. For
each SAQ dimension, mean scores and standard deviationswere
calculated per team (ie, ETT and OTT), per professional group
(ie, physicians and nonphysicians), and per department. An
unpaired t test was used to calculate differences between the
SAQ-NL mean scores for the ETT and the OTT. A univariate
analysis of variance (ANOVA) test was performed to evaluate
whether there was a significant difference between average
SAQ-NL scoresamong professional groups, the ETT and OTT,
aswell asthe departments. Datafrom the open-ended questions
were displayed in a descriptive manner; content analysis was
used to analyze these. Two authors (ADH and JvS) labelled
responses according to major themes that emerged from the
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data. Cronbach alpha was calculated for all SAQ dimensions
of our sample. For analysis, SPSS Statistics for Windows,
version 23.0 (IBM Corp), was used. A P value of less than .05
was considered significant.

Biases

Teamwork and safety are delicate subjects, leading to arisk of
response bias. Examples of response bias are question order
biasand social desirability bias. The use of aself-administered
guestionnaire via an online survey is known to minimize the
latter effect [19]. All questionnaire data were available only to

the main researcher (ADH), who has no professional position
inthe ETT or the OTT.

Ethical Considerations

By Dutch law, no ethical approval was needed to conduct this
study. All participants gave informed consent for participating
in the study and the use of their pseudoanonymized data.

Results

Demographics

The ETT consisted of 23 members of which 13 (57%) were
male and 11 (48%) were physicians. The OTT consisted of 13
members of which 8 (62%) were male and 7 (54%) were
physicians. The composition of the teams regarding number of
males and physicianswas not significantly different (P=.60 and

Hilt et al

P=.50, respectively; see Table 2). Team tenure of 5 years or
more was more prevalent among the ETT (12/23, 52%) than
among the OTT (3/13, 23%), but this difference was not
statistically significant (P=.16; see Table 2). Both teams had a
large proportion of membersworking 10 yearsor morein health
care (ETT 19/23, 83%, vs OTT 12/13, 92%, P=.30). Long
working weeks (ie, =50 hours) were more prevalent among the
OTT than among the ETT; however, this difference was not
significant (OTT 6/13, 46%, vs ETT 5/23, 22%, P=.50).

Mean Scores From the Dutch Safety Attitudes
Questionnaire: Endovascular-Treatment Team Ver sus
Open-Treatment Team

Anoverview of mean SAQ-NL scoreswith standard deviations
per domain is shown in Table 3. Higher means were observed
for the OTT; however, an independent-samples t test showed
that for al SAQ-NL domains, no satistically significant
differences existed between the ETT and OTT.

Mean scores for the SAQ dimensions for the ETT and OTT,
respectively, were as follows: TC 3.7 (SD 0.37) vs 3.9 (SD
0.31), P=.40; SC 3.6 (SD 0.43) vs 3.7 (SD 0.31), P=.65; JS 4.1
(SD 0.50) vs4.2 (SD 0.46), P=.39; SR3.0(SD 0.73) vs 3.1 (SD
0.92), P=.84; PoM 2.9 (SD 0.66) vs 3.1 (SD 0.51), P=.44; and
WC 3.5 (SD 0.64) vs 3.6 (SD 0.70), P=.69. For our sample, all
SAQ domains had an acceptablelevel of reliability (alpha=.70),
with the exception of the TC domain, which had poor reliability
(alpha=.58).

Table 2. Demographics of the endovascul ar-treatment team (ETT) and the open-treatment team (OTT).

Demographic ETT (N=23), N (%) OTT (N=13), N (%) P value
Male 13 (57) 8(62) 60
Physician 11 (48) 7(54) .50
Team tenure of =5 years 12 (52) 3(23) .16
Health care tenure of =10 years 19(83) 12 (92) .30
Weekly work time of 250 hours 5(22) 6 (46) .50
Response 23 (100) 13 (100) N/A2

3N/A: not applicable.
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Table 3. Scores from the Safety Attitudes Questionnaire Dutch Edition (SAQ-NL) per domain.

Respondents Scores for each domain, mean (SD)
Teamwork  Safety climate  Job satisfac-  Stressrecog- Perceptionsof ~ Working
climate tion nition management conditions
Team
Endovascul ar-treatment team (ETT) (N=23) 3.7(0.37) 3.6(0.43) 4.1 (0.50) 3.0(0.73) 2.9(0.66) 3.5(0.64)
Open-treatment team (OTT) (N=13) 39(031)  3.7(0.31) 42(046) 31(092) 3.1(0.51) 3.6 (0.70)
Positions within each team
ETT
Nonphysician® (n=12) 36(043)  34(0.35)° 38(041¢ 29(061)  27(067) 3.2(0.68)¢
Physician (n=11) 39(031)  39(0.34)° 44(033° 31(08)  31(064) 3.9(0.37)°
oTT
Nonphysician® (n=6) 3.8(040) 3.7(0.33) 40(047) 3.0(093)  2.9(0.43) 3.5(0.54)
Physician (n=7) 39(023)  3.7(0.33) 44(039) 31(098)  3.2(0.52) 3.7(0.83)
Department within each team
ETT
Surgery (n=8) 38(0.35)  3.7(0.39) 40(056) 31(062)  29(0.86) 3.3(0.56)
Anesthesiology (n=4) 39(026) 4.0(0.32) 44(051)  26(112)  3.0(0.00) 41(0.17)
Radiology (n=7) 37(045)  3.4(0.41) 41(046) 32(049)  25(0.39) 3.2(0.79)
Neurology (n=3) 34(020) 35(059) 40(040) 3.4(0.76)  3.6(0.53) 4.0(0.33)
Industry (n=1)" 4.4 4.1 4.2 20 36 40
oTT
Surgery (n=8) 39(0.30) 3.7(0.38) 43(046) 30(1.01) 3.0(0.51) 3.5(0.39)
Anesthesiology (n=3) 36(0.34)  3.7(0.10) 43(061) 28(0.90)  2.8(0.00) 3.4(0.96)
Radiology (n=0)° N/AD N/A N/A N/A N/A N/A
Neurology (n=2) 40(0.00)  3.7(0.40) 41(042) 38(0.35  3.7(0.42) 4.7 (0.47)
Industry (n=0)° N/A N/A N/A N/A N/A N/A
Overlapping memberswithin each team
ETT (n=1of each)”
Vascular surgeon W 4.2 4.2 4.6 23 24 37
Vascular surgeon X 34 35 4.2 38 24 34
Neurologist Y 36 4.1 4.4 4.3 38 4.3
Clinica neurophysiology technician Z 34 33 4.0 33 30 3.7
OTT (n=1of each)b
Vascular surgeon W 4.2 4.2 5.0 18 34 4.0
Vascular surgeon X 4.2 3.2 4.4 37 26 33
Neurologist Y 4.0 4.0 4.4 4.0 4.0 50
Clinical neurophysiology technician Z 4.0 34 3.8 35 34 4.3

3N onphysiciansinclude scrub nurses, nurse anesthetists, clinical neurophysiology technicians, radiology technicians, supplier specialist, and perfusionists.
bBecause there is only 1 member within this group (or within each group), SDs were not cal culated.

®Because there are no membersin this group, scores were not collected.

IN/A: not applicable.

CStatistical difference, P<.05.
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Mean Scores From the Dutch Safety Attitudes
Questionnaire: Physicians Ver sus Nonphysicians
Univariate ANOVA showed that for the ETT, there were
significant differences between physicians and nonphysicians
on mean scores for the SC, JS, and WC domains; physicians
were significantly more positive about SC, JS, and WC
compared to nonphysicians. Mean scores for these domainsfor
physicians versus nonphysicians, respectively, were asfollows:
SC 3.9 (SD 0.34) vs 3.4 (SD 0.35), P=.002; JS 4.4 (SD 0.33)
vs 3.8 (SD 0.41), P=.001; and WC 3.9 (SD 0.37) vs 3.2 (SD
0.68), P=.008. For the ETT, the supplier specialist did not have
significantly different scores from the other nonphysicians (see
Table 3); therewasadlight trend toward higher TC (P=.08) and
SC (P=.07) scores. For the OTT, besides a dight trend toward
higher mean scores among physicians for the JS domain—3.7
(SD 0.83) vs 3.5 (SD 0.54), P=.12—no significant differences
were found between scores from physicians and nonphysicians
for all domains.

Mean Scores From the Dutch Safety Attitudes
Questionnaire: Departmental Differences

Univariate ANOVA and independent t tests showed no statistical
differences between members of different departments (ie,
radiology, surgery, neurology, industry, and anesthesiology)
among the ETT and OTT.

Subanalysis of Mean Scores From the Dutch Safety
Attitudes Questionnaire: Overlapping Team Members

A total of 3 physiciansand 1 technician filled out boththe ETT
and OTT questionnaires; the mean SAQ-NL scores are aso
shown in Table 3. An independent t test showed no significant
differences between the ETT and OTT for any of the SAQ-NL
domains in this group. Despite a dight trend toward lower JS
among nonphysicians (P=.18), no significant differences were
found for any of the domains when comparing physicians and
nonphysicians in the ETT and OTT, both through univariate
ANOVA.

When eliminating these 4 participants from the total analysis
of physicians versus nonphysicians in the ETT and OTT,
univariate ANOVA showed identical resultsfor the ETT; mean
scores for SC (P=.002), JS (P<.001), and WC (P=.008) were
significantly lower among nonphysicians compared to
physiciansinthe ETT but not in the OTT.

Open-Ended Questions

Out of 23 membersinthe ETT, 21 (91%) respondents together
provided 50 comments. Of the 13 membersinthe OTT, 7 (54%)
respondents together provided 14 comments. For the ETT, five
themes were identified through content analysis. Comments
were related to periprocedural planning; dynamics during
procedures, both technical and nontechnical aspects; facilities
present in the operating room (OR); and patient privacy (see
Multimedia Appendix 3). Intotal, 23 out of 50 comments (46%)
were related to teamwork between nonphysicians and
physicians. Nonphysicians expressed their desire to be more
involved in the surgical process (12/23 comments, 52%);
individual example quotes were as follows: “... more open
communication about the patients' status during surgery,” “

https://humanfactors.jmir.org/2020/2/€17131
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more clarification of the surgical steps taken,” and “... more
debriefing after performed surgery” Physicians found the
education of nonphysicians to be an important issue (10/23
comments, 43%); individual example quotes were as follows:
“...moretimefor extratraining,” “... more team members should
attend the conjoined presurgery meetings,” “... there should be
more postsurgery evaluations together,” and “... more open
communication at different stagesin surgery should be applied
toward al.” Additionally, the need for a hybrid OR (ie, fit for
both open and endovascular treatment) was stressed (11/50
comments, 22%): “... ahybrid OR where all the radiology and
surgery devices are availableisamust.”

For the OTT, two major themeswere identified; commentswere
related to periprocedural planning and dynamics during
procedures (ie, nontechnical aspects). In total, 6 out of 14
comments (43%) were education related. Nonphysicianswanted
to be educated more (4/6 comments, 67%); individual example
guoteswereasfollows: “... there should be moreclinical classes
about this procedure done by the anesthetist and surgeons” and
“... there should be more dedicated trainings and preparation.”
Physicians also expressed a desire for more education of
nonphysiciansin the different phases of surgery (2/6 comments,
33%); individual example quotes were as follows: “... if there
are lessons learned during procedures, we should conjointly
evaluatethem” and “... clinical evaluations after surgery should
be evaluated with the whole team.” An overview of relevant
themes for both the ETT and OTT with example remarks is
included in Multimedia Appendix 3.

Discussion

Principal Findings

The results of this study can be summarized as follows: (1)
physiciansfrom the ETT were more positive about SC, JS, and
W(C than were nonphysicians; (2) conjoined training sessions,
education, postprocedural evaluation, and a hybrid OR are
important topics for future improvements for both physicians
and nonphysicians from the ETT; and (3) using the SAQ-NL
with the addition of open-ended questions was an instrumental
way of assessing the safety culture and climate of two surgical
teams and to propose strategies to improve this further.

The findings of our local study suggest that there is room for
improvement in teamwork within the ETT. Regarding SC, JS,
and WC domains, physicians were more positive than
nonphysicians, which was not observed in the OTT. These
outcomes were specified by the answers to the open-ended
questions. In particular, the remarks regarding more conjoined
education on procedures and the desire for ahybrid OR provide
a good explanation for the lower scores on the JS and WC
domains, and possibly the SC domain, within the nonphysician
group. Higher SC, JS, and WC scoresreflected aspects of overall
perceptions regarding commitment to safety, the work
experience, and the quality of the work environment (ie,
equipment and staffing), respectively. It isstriking that thiswas
different from the OTT. A reasonable explanation for lower JS
and WC scores in the ETT may be that nonphysicians need to
operate outside of their own habitat, in an environment (ie, the
angiography suite) they are not familiar with and do not know
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aswell asthe OR. This setup is due to the absence of adequate
radiological facilities in the OR. This condition results in
nonphysicians having to move large amounts of instruments
and materials from the OR to the angiography suite. Having to
work outside of their familiar environment and having to move
surgical equipment is not necessary for OTT members, who
operate in the OR where all materials are close at hand.
Qualitative results suggest that building a hybrid OR must be
prioritized to raise ETT scores to the level of OTT scores. A
hybrid OR isafully functional surgical theater that is equipped
with advanced medical imaging devices, such as fixed C-arms,
computed tomography scanners, or magnetic resonanceimaging
scanners. These imaging devices enable complex, minimally
invasive surgery aswell as hybrid procedures where minimally
invasive techniques are combined with conventional open
surgery.

The perceived need for more education and adequate working
conditions could also explain the lower SC score among
nonphysicians of the ETT. For future improvements, some
suggestions would be cross-functional teaching between
radiology technicians and scrub nurses, amore explicit definition
of rolesand use of equipment, and instruction for team members
by physicians. SAQ-NL outcomes can be used after these
improvementsto measure the effect of these changesinworking
circumstances on teamwork.

Implications for Surgical Procedures

Previous studies have shown the effectiveness of using the SAQ
as a measure to assess teamwork in different medical settings,
largely focusing on measuring the effect of team trainings on
daily work [20,21]. The SAQ-NL has not been solely used as
adiagnostic tool.

Although no overall differenceswerefound in our study between
the ETT and OTT asawhole, there were important differences
within the ETT. Physicians were more positive than
nonphysicians. Through open-ended questions, important themes
for improvement of daily procedures were found. Differences
between physicians and nonphysicians are not new [10,22].
However, thisisstill animportant finding, especially for alarge
tertiary referral hospital. Our findings are not only useful for
patient-facing employees, but also for team managers. These
findings stress not only the need for facilitating conjoined
training and education, but also to direct this more specifically
toward the needs of the employees. An example of the latter is
slowing down during surgery, which enables team membersto
ask questions at certain key points during the surgical process
[23].

Outcomesof the Dutch Safety Attitudes Questionnaire

Improving health care team culture and teamwork safety is not
straightforward, and thorough assessments of workflow and
i nteractions between different professional s aretime-consuming.
While improvements are necessary, trying to change the entire
health care system at once is doomed to fail because of the
complex nature of this working environment. For instance, it
is questionable what the relevance of a national teamwork
assessment would be, essentially assessing teamwork among
thousands of people having no direct interaction with each other.

https://humanfactors.jmir.org/2020/2/€17131
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Therefore, as proposed by Sexton et al, it isespecially important
to put effort into the analysis of the working environment of
patient-facing employees and focus on local settings [18].

Attitudinal surveys on a local team level can be a valuable
addition to this. This study shows that small teams can be
fruitfully assessed using the SAQ-NL. Firstly, the strength of
using the SAQ-NL among small teams is that a complete
response rate is more easily obtained. Secondly, the clinical
implications of the study outcomes can be used immediately.
For example, regarding the education-related remarks, a focus
on more education during procedures can be started during the
next surgery. The SAQ-NL could subsequently be used to
monitor how such changes would influence a team’s safety
attitudes.

Lastly, the SAQ-NL is a useful tool in a cross-professional
setting. Due to the intertwinement of work, the supplier
specialist, for example, cannot be left out of the ETT analysis.
The SAQ-NL in this sense is not restricted to particular
professions.

Future Per spectives: Human Factors and Team
Analysis

Assessing team processes such as SC through the SAQ-NL is
avaluable addition to team analysis. A recent meta-analysis by
Schmutz et a assessed the impact of team process analysis on
team performance [24]. It showed that teams who are aware of
processes during daily work were almost threetimes more likely
to achieve high performance than teams who were not. In line
with this meta-analysis, and as we hypothesized, we recognize
the SAQ-NL as a valuable diagnostic tool for team process
analysis, mainly to assess and create awareness of processes
among team members that define their daily work.

With the knowledge of what needs attention during daily
teamwork, a next step could be HF trainings, such as Crew
Resource Management (CRM) or Team Strategies and Tools
to Enhance Performance and Patient Safety (TeamSTEPPS)
[25]. Both are proven to be effective in altering team
performance through HF principles. They teach participants
that people have certain strengths and weaknesses that can
impact daily work in a good or bad way [16,26-28]. The SAQ
isoften used to monitor the effects of these HF trainings. O’ Dea
et a proposed in their meta-analysis that, while plausible, it is
difficult to unambiguously link changes in team behavior or
SAQ outcomesto aparticular training [29]. However, regarding
the SAQ, starting with a diagnostic approach of what needs
attention in a team before commencing training, the effect of
CRM or TeamSTEPPS could be better understood during the
course of training. For our sample, a CRM or TeamSTEPPS
training could aim at improving communication during crucial
steps of the ETT procedures, in order to assure shared
understanding between physicians and nonphysiciansand hereby
increase the SC.

Limitations

Our study has severa limitations. Firstly, it is debatable what
the clinical meaning or implication is of the difference between
sections of the Likert scalein daily work. When looking at the
ETT outcomes between nonphysicians and physicians, for
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example, the difference for the JSdomainis 0.6 and for the WC
domain is 0.7. What this statistically significant difference
implies, solely from the questionnaire’s outcome, isnot directly
clear. However, using open-ended questions hel ps us understand
thisdifference. Secondly, we are well awarethat thereisoverlap
in respondents filling out the SAQ-NL for both ETT and OTT.
In this small group, no differences were found between
physicians and nonphysicians for both the ETT and OTT.
Correcting all data for this group did not alter the main
outcomes. Thirdly, the original SAQ and the SAQ-NL showed
good psychometric properties and good reliability (average
Cronbach alpha of .76). In our study, the reliability was
generally acceptable (alpha>.70), with the exception of the TC
domain, which had rather poor internal reliability (alpha=.58).

Hilt et al

However, this is highly dependent on the number of subjects
participating in the study and the number of items per dimension.
Further use of the SAQ-NL and research in this setting should
be stressed to evaluate the psychometric properties of the
SAQ-NL.

Conclusions

Nonphysiciansof alocal team performing endovascular aortic
aneurysm surgery perceived SC, JS, and WC less positively than
physicians on the same team. Open-ended questions specified
thisto be related to alack of adequate conjoined training, lack
of adequate education, and lack of an adequate OR. The
SAQ-NL can be afirst step in developing strategiesto improve
quality of care.
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Abstract

Background: Ineffective coping has been linked to prolonged pain, distress, anxiety, and depression after a hand and upper
limb injury. Evidence shows that interventions based on cognitive behavioral therapy (CBT) may be effective in improving
treatment outcomes, but traditional psychological interventions are resource intensive and unrealistic in busy hand therapy
practices. Developing web-based, evidence-based psychological interventions specifically for hand therapy may be feasible in
clinical practice and at home with reduced training and travel costs. Hand Therapy Online Coping Skills (HOCQOS) is a program
developed to supplement traditional hand therapy with therapist-assisted coping skillstraining based on principlesfrom CBT and
the Technology Acceptance Model.

Objective: This study aimed to describe the devel opment and assess the usability of HOCOS to support hand therapistsin the
management of psychosocia problems.

Methods: The ADDIE model (Analysis, Design, Development, Implementation, and Evaluation) of system design was applied
to create HOCOS. The usability testing of HOCOS involved a 2-stage process. In the first step, heuristic testing with information
and communications technology (ICT) experts was completed using two sets of heuristics: Monkman heuristics and the Health
Literacy Online (HLO) checklist. The second step involved user testing with hand therapists performing a series of online and
face-to-face activities, completing 12 tasks on the website using the think-aloud protocol, completing the system usability scale
(SUS) questionnaire, and a semistructured feedback interview in 2 iterative cycles. Descriptive statistics and content analyses
were used to organize the data.

Results: Intotal, 4 ICT expertsand 12 therapists completed usability testing. The heuristic evaluation revealed 15 of 35 violations
on the HLO checklist and 5 of 11 violations on the Monkman heuristics. Initially, hand therapists found 5 tasks to be difficult
but were able to complete all 12 tasks after the second cycle of testing. The cognitive interview findings were organized into 6
themes: task performance, navigation, design esthetics, content, functionality and features, and desire for future use. Usability
issues identified were addressed in two iterative cycles. There was good agreement on all items of the SUS. Overall, therapists
found that HOCOS was a detailed and helpful learning resource for therapists and patients.

Conclusions. We describe the development and usability testing of HOCOS; a new web-based psychosocial intervention for
individuals with a hand and upper limb injuries. HOCOS targets psychosocial problems linked to prolonged pain and disability
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by increasing access to therapist-guided coping skillstraining. We actively involved target usersin the development and usability
evaluation of the website. The final website was modified to meet the needs and preferences of the participants.

(JMIR Hum Factors 2020;7(2):€17088) doi:10.2196/17088

KEYWORDS

usability testing; upper extremities; psychosocial; internet; coping skills

Introduction

Background

Hand and upper limb injuries are some of the most common
injuriesin orthopedic settings [1,2], and approximately 11% to
20% of emergency department visits are because of hand and
upper limb injuries [3,4]. In addition to pathophysiology,
psychosocial factors can predict disability in individuals with
hand and upper limb injuries [5,6]. These injuries have been
shown to impact employment, body image [7], relationships
[8], and functional abilities[9-11] negatively.

Most studies conducted in hand therapy have focused on
maximizing physical recovery and adjustments with regard to
medical or occupational therapy procedures [12-15].
Interventions such as joint protection [16], exercise therapy
[17], mobilization [18], and modalities [19] in hand therapy
have well-established benefits for pain and function. However,
they do not directly target psychosocia factors that contribute
to patient morbidity [20]. Several studies have established the
mediating effect of psychological distress on hand and upper
limb pain and disability [21-24] based on the far-reaching impact
of psychosocia problems on pain and disability, and patient
expectations after hand and upper limb injuries, a greater
understanding of how to facilitate psychosocia adjustmentsis
warranted [2,25]. Psychological interventions such as cognitive
behavioral therapy (CBT) interventions have been shown to
yield long-term [26] improvements in pain, daily function,
quality of life, and overall mental health compared with active
treatments alone for several musculoskeletal (MSK) problems
[27,28] including knee pain [29], low back pain, [30,31]
fibromyalgia, [32] preoperative spine [33] and post total joint
surgery [34]. CBT is also cost-effective [35] and cost neutral
when considering the overall health care sector and labor market
perspective [33], with reduced health care utilization at the
5-year follow-up [26]. CBT has also been shown to be effective
in improving adherence to exercise [36]. CBT techniques such
as graded activity can be integrated into traditional
physiotherapy [37,38].

In hand therapy, CBT may be efficient treatment to improve
pain and distress by increasing adjustment to hand injury in
relation to illness perception and coping strategies [2,39-41].
Unfortunately, traditional CBT is resource intensive and not
feasible to implement in busy hand therapy practices because
of prolonged face-to-face encounters and associated cost
implications [42]. Web-based CBT isapotential emerging tool
with modern interactive and communicative technologies for
usein rural and urban areas, across languages and cultures, and
on aglobal scale [43]. Web-based CBT has been shown to be
effective for reducing catastrophization and improving the
attitudes of patients with MSK conditions to exercise therapy

http://humanfactors.jmir.org/2020/2/€17088/

[44]. Current evidence supports the feasible and efficacious
delivery of web-based CBT using nontraditional health
professional s such as physiotherapists (PTs) and occupational
therapists (OTs) [45], with reduced time commitment and
treatment costs, and positive self-reported changesin the PTS
attitudes, confidence, and practice [46-48]. Therapist
competence and therapeutic alliance are crucia factors
influencing CBT [49]. Therapist competency can be devel oped
online [50], and therapeutic aliance required for CBT to be
effective does not diminish with theweb-based delivery of CBT
[51].

Hagemen et al [52] reported that almost 50% of outpatients
presenting to hand surgery clinics investigated their symptoms
online, which increases the potential to deliver evidence-based
pain management and coping skills for HULI online. Further
studies on the use of psychosocial interventionsin HULI have
the potential to convince payers to fund psychotherapy
treatments, generate enthusiasm to include psychosocia
treatments in educationa curriculums, and advance
incorporation of evidence-based psychosocia treatments in
hand therapy recommendationsfor psychosocial problems[53].
In view of the evidence showing evidence-based CBT can be
delivered viatheinternet and feasi ble to implement during wait
timesfor hand therapy or in home-settings and reduce the costs
associated with training providers and fewer hospital visits.
From the foregoing, online evidence-based CBT is feasible to
implement during wait timesfor hand therapy, iseasy to usein
home settings, and reduces costs associated with training
providers and leads to fewer hospital visits. To meet the needs
of patientswith hand and upper limbinjuriesat risk of prolonged
pain and disability because of psychosocia treatments, we
decided to develop an intervention that incorporates evidence
from CBT in orthopedic practice.

Hand Therapy Online Coping Skills Program

Hand Therapy Online Coping Skills (HOCOS) is an
evidence-based and theory-based psychosocial coping skills
program based on CBT principles [37] and the Technology
Acceptance Model [54]. HOCOS was developed by Folarin
Babatunde (PT) during his doctoral studies at McMaster
University In collaboration with ateam of PTs (JM and LM),
OT (MS), hand therapists (JM and MS) and an orthopedic
surgeon (RG). HOCOS involves five ‘hand therapist-guided’
modules. It is a multi-component, interactive online-based
program consisting of hand and upper-limb specific information
covering pain education and training in coping skills
(activity-rest  cycling, pleasant activity scheduling,
problem-solving, identifying and challenging negative thoughts,
relaxation response and their applications) to daily lifefor adults
with hand and upper limb injuries (Table 1). Asynchronous
learning was facilitated using PowerPoint (Microsoft Office)
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presentations, audio files, workbooks, and downloadable PDF
(Adobe) and Word (Microsoft Office) files. Links to
evidence-based external educational resources were included
toreinforcelearning. The program was designed to supplement
traditional hand therapy with coping skillstraining. The design
and development of HOCOS were guided by the 5 steps of the
Anaysis, Design, Devel opment, Implementation, and Evaluation
from the ADDIE model [55,56]. The structure and specific

Table 1. Outline of hand therapy online coping skills session contents.

Babatunde et d

ingredients of HOCOS were based on the following
recommendations suggested by Bennell et a [57]: (1) impact
of psychosocial factors on pain and disability in hand injuries,
(2) evidence base for the effects of CBT on MSK conditions,
(3) the importance of incorporating the management of hand
injuries into a biopsychosocia framework, and (4) practical
issues related to the delivery of the intervention.

Session  Projected duration Outline of content

1 1 week .

Logging in and account set up using provided password

«  Completing battery of questionnaires (demographic information, self-report of hand pain and function,
psychosocial factors, and assessment)

« Information provided about the psychosocia aspects of prolonged pain

« Introduction to the module contents

« Introduction to SMART (Specific, Measurable, Achievable, Realistic or Relevant and Timed) goals
and using the program calendar to plan activities

«  Providing information on contacts for technical difficulties

2 2 weeks .

Module 1: introduction to pain (meaning, definition, and impact on recovery)

«  Thismodule teaches concepts from therapeutic neuroscience education using stories and metaphors
« Promoteinterest in exercise and physical activity

3 2-4 weeks

4 2 weeks

5 2 weeks .

Module 2: introduction to the cognitive model

Encourages users to identify and rate their moods

Encourages users to reflect on their thinking style and identify patterns
Encourages users to follow the guidelines for completing a thought record

Module 3: introduction to activity management principles

Encourages users to pace activities to avoid boom and bust situations

Encourages usersto review their day planner and spot patterns of overactivity and underactivity
Encourages users to focus on activities that have high mastery and pleasure value

Module 4: introduction to problems limiting recovery and how to solve them

«  Encourages usersto consider barriers to coping exercises and reflect on how to overcome those

barriers

«  Discussion on challenges to exercise and physical activity adherence and steps to regain control

6 2 weeks

7 Posttraining (single or multi-
ple modules)

progress

Module 5: introduction to stress management, relaxation response, and sleep training
Encourages users to reflect on the cycle of stress, muscle tension, and pain
Encourages users to practice and adopt 1 or 2 relaxation techniques to their day plan
Encourages users to include downtime in their daily plan

This session focuses on how to continue recommended activities after completing the program
Users are encouraged to continue to access the resources on the website if necessary

Clinicians are provided with follow-up strategies to ensure patient success

Users complete afeedback form on their experience and a battery of questionnaires to measure their

Objectives

This paper aimed to provide a brief overview of the web-based
system and to report on its usability from the perspectives of
information and communicationstechnology (ICT) expertsand
clinicians practicing in the field of hand therapy. Usability
testing is a critica step in the development of online
interventions and involves obtaining feedback to understand
what is positive or negative about asystem and identify existing
gaps in content or functionality using iterative cycles of
prototype ateration [58].

http://humanfactors.jmir.org/2020/2/€17088/

Methods

Design and Procedure

A mixed methods usability testing approach with semistructured
interviews, observations, and questionnaires was undertaken,
with iterative cycles to determine the usability of HOCOS and
to further refine the prototype [59,60]. Participants were
recruited using snowball sampling by asking key informantsto
suggest another participant who they believe is suitable for the
study and introducing that person to the researcher [61]. This
paper reported on step 3 of the ADDIE process (Figure 1).
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ADDIE is commonly used in instructional development as a
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systematic way to achieve the desired results [62].

Figure 1. Diagram depicting thefirst 3 steps of Assessment or analysis, Design, Development, of the ADDIE Model. HOCOS: Hand Therapy Online

Coping Skills; ICT: information and communications technol ogy.

Step 1
Needs assessment

or analysis

Needs assessment
and analysis with
hand therapist

Paper version
adopted for web-
based version of

HOCOS

Participants

We recruited ICT experts online through the Weebly support
(Weebly) portal to participate as heuristic evaluators in phase
1 of usahility testing. In phase 2, PTsand OTsbased in Ontario,
Canada, and practicing inthe clinical areaof hand therapy were
invited to participate in the study to enhance the development
of HOCOS. Clinicians were messaged directly using contact
details available to the public on the Canadian Society of Hand
Therapy (CSHT) website. Interested participants contacted the
research team directly by telephone or email and were provided
with a letter of information and signed consent forms before
datacollection. Log-in accessto the password-protected HOCOS
website was provided free of charge.

Procedure

One of the researchers, FB, facilitated data collection by
conducting interviews, taking notes, and observing participants
behavior. Appointments were made to meet with participants
at the study site or at adesired destination within 2 hours of the
study site. A brief description of the study was provided to each
participant, with emphasis that the evaluation was about the
content and functionality of the website. An explanation of
cognitive interviews and information about privacy, and
protection of the data collected were also provided. Before the
interviews, demographic data, including age, gender, educationa
level, practice area, and use of technology, were collected. All
participantswereidentified by pseudonymsto ensure anonymity
[63]. According to Nielsen [56], 5 users are adequate to identify
most usability problems. Current evidence shows that 80% of
usability problems can beidentified with 4 to 9 participantsand
95% with 9 participants [64], thus we proposed a convenience
sample of 12 participants for usability testing and to account
for attrition. The usability testing protocol was approved by the
Western University Health Sciences Research Ethics Board (no.
108064). Guided by steps 1 and 2 (Figure 1), we revised the
prototype and developed a preliminary version of HOCOS that
was tested by ICT experts (n=4) and therapists (n=12). No
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Step 2
Tool design

Step 3
Tool development

0y
HOCOS web- HOCOS
based prototype P preliminary
developed version produced
~ @@ J
Prototype I R
Heuristic testing
analyzed by |
therapists from by ](i‘."l;_e:;:ens
step 1 (n=7) -
N ( N
- User testing by
Revision of /
HOCOS prototype hand(:l;elr;)plsw
~
Final version of
l— HOCOS produced
for user testing

with patients

incentive was provided to participate in this study. Parking costs
were covered for participantsinvolved in face-to-face cognitive
interviews.

Phase 1: Heuristic Testing

Heuristic testing is a usability inspection method completed by
usability experts and involves evaluating an application to find
usability problems, assigning them to a specific category of
heuristics and ascribing aseverity rating [58]. ICT expertswere
given a brief introduction to the background and rationale of
the web portal under review and given instructions on how to
conduct the heuristic testing. Between March and May 2018,
the evaluators each separately conducted a heuristic evaluation
of HOCOS through a page-by-page review of the website and
noted violationswheretheinterface did not conform to two sets
of heuristics of predetermined criteria: the Monkman heuristics
[65] and Health Literacy Online (HLO) checklist [66]. HLO
was designed for the creation of usable online health content
and comprises 35 separate criteria, categorized into 5 domains:
write actionable content, display content clearly on the page,
organize content and simplify navigation, engage users, and
testing site with userswith limited literacy skills[66]. Thefifth
domain was not factored in this study becausethis study focused
on system design and development rather than implementation
in practice. Monkman heuristics [65] comprises 11 checklist
items and was designed for experienced heuristic evaluators by
summarizing design guidelines from the HLO guide and
incorporating research from electronic health (eHealth)/health
literacy and usahility literature [67]. The evaluators conferred
using Skype clx and aggregated their results only after
completing individual reviews. This phase resulted in the
construction of alist of usability violations that were used to
inform design changes before user testing commenced.

Phase 2: User Testing

User testing involved asking each participant to go through the
website using the thinking aloud method [68], followed by a
semistructured interview to elicit further feedback about user
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interaction. Each session was completed during a1.5- to 2-hour
face-to-face visit between September 2018 and March 2019.
This enabled the researcher to capture the ongoing thought
processes of the participants while going over the program and
any difficulties encountered [69]. First, participants were
required to log on to the website, read an introductory script,
and familiarize themselves with the online learning environment
using hyperlinksto move between pages. Next, the participants
completed the following tasks: (1) logging in, (2) reading the
introductory page, (3) completing aset of psychosocial outcome
measures, (4) listening to an audio recording, (5) reading a
PowerPoint presentation, (6) downloading a PDF or Word
document script, (7) completing one activity in the workbook,
(8) setting up an activity plan for homework, (9) finding contents
by browsing, (10) finding contents by searching, (11) completing
afeedback form, and (12) contacting the web manager. These
tasks tested the user’s ability to follow the session plan and the
amount of assistance required to use the online el ectronic tools.
The facilitator did not offer any help during the tasks unless
explicitly requested by the participants [68,70]. The facilitator
encouraged the participants to talk about what they felt, saw,
or thought while browsing through the website during the
cognitive interviews. Verbal probes were also used to clarify
the participant’s answers [70].

The facilitator also asked the participants to explain or
demonstrate the information in the video related to the module
that was reviewed, such as metal practice and breathing
exercises in module 1 and module 5, respectively. The
participant’s ability to follow the instructions correctly was
observed, and any difficulties, doubts, and reports were
documented using a 3-point scale (1=correctly demonstrated,
2=assistance required from an evaluator or replaying the video,
and 3=difficulty demonstrating the activity correctly after being
assisted) [56]. At the participant’s request, whole or specific
areas of content were revisited. On the basis of the benchmark
by Rubin and Chisnell [71], atask was classified as a usability
problem requiring attention to remedy if more than 70% of
participants were unable to complete the task. The system
usability scale (SUS) questionnaire[72,73] was used to eval uate
satisfaction. SUS comprises 10 open-ended, polarity
balance-based questions with a 5-point Likert scale for
responses. The average scores were categorized based on a
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descriptor rating scale [74]. Finaly, the facilitator interviewed
each participant using a semistructured interview guide
(Multimedia Appendix 1) adopted from the study by Stinson et
al [75] to obtain feedback about navigation, content, and layout
at the end of the second cycle of user testing.

Data Analysis

All interviews were audiotaped and transcribed verbatim in an
anonymized format. The usability testing and interview data
were analyzed together using triangulation [ 76]. Content analysis
[77] of transcripts from the thinking al oud sessions, field notes,
and feedback interviews was coded using predetermined codes
related to usability issues (navigation, content, layout,
learnability, errors, and satisfaction) after each iterative cycle.
The interviews from the first cycle were analyzed and used to
make minor modifications to the website before evaluation in
the second cycle of testing. Very few modifications to the
prototype were required after the second cycle of testing. To
calculate the SUS score, the score contributions from each item
are summed. Each item'’s score contribution ranges from 0 to
4. Foritems 1, 3, 5, 7, and 9, the score contribution isthe scale
position minus 1. For items 2, 4, 6, 8, and 10, the contribution
is 5 minus the scale position. Quantitative data from SUS (10
guestions, each scored from 0to 4 points) were transformed by
multiplying by 2.5 to convert scores to a 0 to 100 range and
categorized using adjectiveratings[74]. The descriptive analysis
(means and SD) of the quantitative data was conducted using
Stata 13 software for Microsoft Office.

Results

Participants Characteristics

We enrolled four ICT experts to act as evaluators during
heuristics eval uation, which meets the optimal requirement for
detecting all usability problems [78]. During user testing, 26
clinicians agreed to participate in this study (14 for needs
assessment, and 12 for usability testing). A total of 69% (18/26)
of participantswerefemale (Table 2). Most participants (17/26,
65%) had abackground in occupational therapy, had at |east 16
years of experiencein hand therapy (10/26, 38%), and practiced
in outpatient rehabilitation facility (10/26, 38%). Most therapists
were very comfortable using a computer/tablet or internet. See
Table 2 for participants characteristics.
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Table 2. Demographic and computer and internet use characteristics of therapists participating in needs assessment/analysis and usability testing of
the study (N=26).

Demographics Needs assessment (n=14) Usahility testing (n=12)

Age (years), n (%)

21-30 3(21) 2(17)
30-40 5(35) 2(17)
40-50 2(14) 3(25)
>50 4(29) 5(42)
Gender, n (%)
Male 6 (43) 2(17)
Female 8(57) 10 (83)
Prefer not to say 0(0) 0(0)
Profession, n (%)
Occupationa therapists 10(71) 7 (58)
Physiotherapists 4(29) 5(42)
Education, n (%)
Entry level (baccaaureate degree) 4(29) 3(25)
Entry level (master degree) 8(57) 8(57)
PhD 2(15) 1(8)
Work experience (years), n (%)
<5 2(15) 0(0)
10-15 4(29) 3(25)
16-20 6(43) 4(33)
>20 2(15) 5(42)
Practice setting, n (%)
Private practice 2(15) 2(17)
Acute care 3(21) 3(25)
Inpatient rehabilitation 2(15) 3(25)
Outpatient rehabilitation 6 (42.8) 4(33)
Other (teaching) 1(6) 0(0)
Employment, n (%)
Full time 9 (64) 9(75)
Part time 3(21) 3(25)
Casual 1(6) 0(0)

Information about computer use, n (%)

Computer/tablet use at home

Yes 12 (85) 12 (100)
No 2(15) 0(0)
Computer/tablet use at work
Yes 14 (100) 12 (100)
No 0(0) 0(0)
Hours spent on computer/tablet each week
<5 0(0) 0(0)
>5 14 (100) 12 (100)
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Demographics

Needs assessment (n=14)

Usability testing (n=12)

Hours spent on theinternet each week

<5 5(35)
>5 9 (65)
Comfort level on computer/tablet
Not at all comfortable 0(0)
A little comfortable 0(0)
Comfortable 4(29)
Very comfortable 10 (71)
Comfort level on theinternet
Not at all comfortable 0(0)
A little comfortable 2(14)
Comfortable 4(29)
Very comfortable 8(57)

4(33)
8(67)

0(0)
0(0)

4(33)
8 (67)

0(0)
0(0)
4(33)
8(67)

Phase 1: Heuristic Testing

The heuristic evaluation of HOCOS against the HL O checklist
identified violationsin 15 of the 35 criteriawith violations seen
acrossall domains (Multimedia Appendix 2). Domain 1 showed
violationsin 2 of the 7 criteria. There were 4 violations in the
13 criteriafor domain 2. Most of the violationswere represented
in domain 3, with 6 of the 10 violations reported. Violations
included (1) the home page image not representing the context
of the website, (2) lack of a search function, and (3) links that
are difficult to differentiate from the surrounding text or other
graphic elements. Corrections were made and included adding
awelcome image on the home page, adding a search function,
and creating a box around link icons. Domain 4 reveded 3
violations in the 5 criteria because of heavy reliance on
text-based information, lack of quizzes or forms, and lack of
socia media sharing options. We included more pictures and
reduced the words per page, creating a separate link for the
form. We decided against adding a social media link because
of privacy concerns and the sensitive nature of psychosocial
issues. Evaluation of HOCOS using Monkman heuristics
identified violationsin 5 of the 11 criteria (Multimedia A ppendix
3) including lack of optionsfor tailoring information to the user,
poor use of plain language including medical jargon and
Gunning Fog readability index greater than 8 [79,80],
information in multiple languages, few succinct summaries
versus more detailed information, need for scrolling to find
important information, and poor communication of risks. The
remaining violations were managed by adding activities that
could be personalized, editing the content for therapists and
patients using the Gunning Fog index, creating a summary of
key pointsin the slides, adding anicon to important information,
and adding a disclaimer to express inherent risks and benefits
of the program.

Phase 2: User Testing

This included findings from the user task performance and
cognitive interviews (thinking aloud) components of usability
testing of the HOCOS.

http://humanfactors.jmir.org/2020/2/€17088/

Task Performance

We measured user performance based on ease of navigating
through the site, assessing the ease of learning for afirst-time
user without familiarity with the interface, and the frequency
and importance of errors. Errors observed during usability
testing were reported in 3 categories. completed with ease,
completed with help, and not completed [ 75]. The performance
of the 10 tasksis presented in Table 3. In summary, seven tasks
were completed easily by participants: logging in, browsing,
reading the introductory pages, listening to audio files, reading
PowerPoint presentations, filling a homework plan, contacting
the researchers, and downloading a document. The remaining
five tasks revealed difficulties with usability. Navigation errors
were defined as failures to locate functions, excessive
keystrokes, or failuresto follow recommended screen flow [81].
Five participants were not able to find the assessment page to
fill outcome measures. The page was accessible through the
resources page, athough the opening comments on the page
highlighted contents on the resource page. There were 6
participants who did not realize that the workbook contained
both educational information and homework despite text
alongside the introduction highlighting different module
assignments.

Control usage errorswere defined asimproper toolbars or entry
field usage [75]. Five participants were unable to identify the
iconsfor submitting answers to some activities on the modules.
This error was corrected by typing click on the link to write
your answers on thelink to provide answers. Providing feedback
using the website form was the most difficult task for
participants. Users did not click on the next page at the end of
every module where the feedback form was placed. Weincluded
a text highlighting where to find the feedback form on the
modul€’s introductory page and on the final page of every
module. Presentation errors were defined as failures to locate
and properly act upon desired information or selection errors
because of labeling obscurities [75].
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Table 3. Task performance findings during usability testing (N=12).
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Task performance

Completed, n (%)
Withease  With help

Not completed, n (%)

Cyclel
Log into the website

Read information on the home page and each modul€'s introductory page

Complete a questionnaire from the list of outcome measures
Listen to an audio recording

Read a PowerPoint slide

Download a PDF or Word document of a workbook or PowerPoint slide

Complete 1 activity in aworkbook

Set up an activity plan for homework

Find content of interest by browsing

Find content of interest by searching

Complete afeedback form

Contact the website manager
Cycle2

Log in to the website

Read information on the home page and each modul€’s introductory page

Complete a questionnaire from the list of outcome measures
Listen to an audio recording
Read a PowerPoint slide

Download a PDF or Word document of a workbook or PowerPoint side

Complete 1 activity in aworkbook
Set up an activity plan for homework
Find content of interest by browsing
Find content of interest by searching
Complete afeedback form

Contact the website manager

8 (66) 3(25) 1(8)
1083  2(17) N/AZ
4(33) 3(25) 5 (42)
8 (66) 4(33) N/A
8 (66) 3(25) 1(8)
10(83)  2(17) N/A
4(33) 2(17) 6 (50)
7(58) 3(25) 2(17)
9(42) 2(25) 1(8)
4(33) 3(25) 5(42)
2(17) 3(25) 7(58)
8(33) 4 (50) N/A
12(100)  N/A N/A
12(100)  N/A N/A
10(83)  2(17) N/A
8 (66) 4(33) N/A
12(100)  N/A N/A
12(100)  N/A N/A
8 (66) 4(33) N/A
1083  2(17) N/A
9(75) 3(25) N/A
8 (66) 4(33) N/A
9(75) 3(25) N/A
12(100)  N/A N/A

8N/A: not applicable.

Searching was a bit of a challenge for 5 participants because
they did not know what to search for, unsure of search termsto
use, or struggled to come up with a health topic in the context
of the website. Participants completed the 12 tasks in phase 2
at the end of the second cycle of testing.

Cognitive I nterviews

The key usability findings from the thinking aoud interviews
were organized into the following themes: design aesthetics,
content, functionality and features, and desire for future use.
Multimedia Appendix 4 shows participants quotes from
cognitive interviews.

Design Esthetics

Overall design aestheticswas critical to enhancing engagement
and mativation to use the website and related to the layout,
navigation, visual assets, and appeal. Participantsliked theidea
of different textures, colors, and cultures represented in the
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graphics. It was suggested that the font sizes should be set at
size 14 to 16, and a large amount of information should be
grouped and broken up with visual assets (graphics and
illustrations). In response, we divided the PowerPoint slides
into parts A and B and/or C to reduce information overload and
reduce the feeling of being overwhelmed. Part C was created
as an addendum with the caption, Please see part C for a deeper
learning on this topic. Users also recommended that the most
important message on each page should be at the top of the
page. Asthe modul es were stand-al one content, the participants
suggested that adecision tree or matrix would reduce the burden
of prescribing the appropriate module to patients based on their
presentation and treatment goals. In response, we created a
matrix with information on key learning points, indications, and
contraindications for each module. For example, patients with
paradoxical responsesto visualization avoid thinking about their
hand injury, and those focused on the loss may find mental
imagery distressing. Changes were also suggested to some
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featuresto increase user interest and reduce negative responses.
For example, we changed thetitles Mental Practiceto Picturing
My Movement, Thought Reprocessing to Healthy Thinking, and
Board of Directors to Thinking Traps.

Content

Program content was described in terms of completeness,
understandability, quality, credibility, relevance, and interest.
The comments on program content, such as texts, images, and
multimedia components, were generally positive. The layout
structure of presenting information in different formats and
having a summary of key points after each lesson was valued.
All participants judged that the site content was relevant and
credible. Generaly, participants were pleased with the
completeness of the website, but additional content was
suggested. Examples of additions included creating reflective
pieces to improve engagement with the slideshows and linking
activities under Mental Practice to portray the multisensory
nature of hand movement. HOCOS was created with a focus
on understandability, and all text developed to meet grade 6 to
7 reading levels. Most participants valued this consideration
and commented that the information, language level, and
medical term explanations were helpful in furthering
understanding of topics that were unclear or new to them.
However, some of the language used still had to be changed to
conjure everyday talk and meet societal norms such as changing
wife/husband to spousal partner and routine to day-to-day.
Several language changes were made to clarify meaning, such
as changing tissues to body, thought record to thought journal,
healthy to uninjured, and food for thought to pause-stop-think.

Functionality and Features

These refer to the adaptive and interactive features on the
website and included module 1 to 5 audio clips, printable PDF
information formsfor patient and clinician users, and videos of
simulated patients completing module activities. It was agreed
that these features allowed for an increased level of
personalization of HOCOS content to meet the individual needs
of the users. To further enhance participants motivation and
engagement, we added the following functions: interactive
questions (quizzes after each PowerPoint presentation), an Ask
an Expert link to allow users to send an email question to the
web developers and a goal plan journal to keep track of goals
and activities. Participants suggested having features that
allowed the program to support socia interactions among
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participants, such as a discussion board. However, because of
budgetary and time constraints, we were unableto include these
functions in HOCOS. Other features that were introduced to
help patients incorporate the new information to their daily
routine was the How to Make It Work Guide.

Desirefor Future Use

Overall, participantsreceived HOCOS very well and expressed
adesire to use the program in the future. It was agreed that the
website would be especially useful if available to patientsfrom
initial contact for presurgical screening with surgeons or
immediately after surgery in acute care. The therapists
commented that they valued the fact that the site content focused
on supplementing current hand therapy practice for patients
struggling with psychosocial issues. The accompanying
navigation of the workflow would make it easy to prioritize
programs for their patients. Most participants suggested that
collaboration with the CSHT and hand programs in Ontario
would help facilitate increased uptake in the hand therapy
community.

System Usability Scale and User Satisfaction

The SUS scores from both cycles of usahility testing are listed
in Table 4. Scores above 68 (SD 12.5) indicate above-average
usability [82]. The mean SUS score for this study improved
from 62.5 (SD 8.5) to 84 (SD 8.2), indicating that the average
participantswere highly satisfied with the usability of thisonline
learning tool on all items of the SUS questionnaire, in terms of
learnability, efficiency, memorability, errors, and satisfaction
[56]. After addressing cycle 2 usability issues, we made some
revisions to the final version of HOCOS. Specifically, a
do-it-yourself (D1Y') guide was created to support each module,
aGo to homepage tab was created as asignpost to the respective
sessions after logging in, and a navigation tutorial video and
informational videos on the clinical impact of psychosocial
factors on hand and upper limb injuries were created. Finally,
weincluded patient-friendly resources on chronic pain, problem
solving, time management, and asleep guide. Overall, therapists
found that HOCOS was a detail ed and helpful learning resource
for therapists and patients. Participants liked the web layout,
tabs for modules, and resource page. There were no reported
harms or unintended effects on participants, privacy breaches,
or technical problems during usability testing. Overall, HOCOS
system usability improved from good to excellent based on
adjective rating scale described by Bangor et al [74].
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Table4. System usability scale (N=12).

Babatunde et d

Questionnaire items Cycle1, Cycle2,
mean (SD)?  mean (SD)?
1. I think that | would like to use this website frequently (+)° 3(08) 4(0.5)
2. | found the website unnecessarily complex (-)° 2(0.7) 3(0.9)
3. 1 thought the website was easy to use (+)° 2(0.6) 3(0.0)
4. | think that | would need the support of atechnical person to be able to use this website ()¢ 3(1.08) 4(05)
5. | found the various functions in the product were well integrated (+)° 3(05) 3(05)
6. | thought there was too much inconsistency in this website (-)° 3(04) 4(0.5)
7. | imagine that most people would learn to use this product very quickly (+)° 2(07) 3(04)
8. | found the website very awkward to use (-)¢ 3(09) 4(0.5)
9. | felt very confident using the website (+)° 2(04) 3(04)
10. | needed to learn alot of things before | could get going with this website (-)° 2(0.9) 3(04)
Total scoreof items 1, 3,5,7,and 9 2.4(0.5) 3.2(0.6)
Total score of items 2, 4, 6, 8, and 10 2.6(0.7) 3.6(0.5)
Total score 25(3.4) 3432
sus? score® 62(8.5) 84(8.2)

8Rating scale, 1=strongly disagree and 5=strongly agree.

bFor items 1, 3,5, 7,and 9, the score contribution is the scale position minus 1.

CFor items 2, 4, 6, 8, and 10, the contribution is 5 minus the scale position.

dsus: system usability scale.
®SUS score=total scorex2.5.

Final Version of Hand Therapy Online Coping Skills

Thefinal version of HOCOS was built on the Weebly platform,
customized and styled using platform add-ons and publicly
available pictures on Creative Commons. The platform included
alanding page, aresource library, tabs for each of the modules,
afeedback page, an assessment page, agoalspage, and therapist-
or patient-specific resources (Figure 2). Multimedia Appendix
1 gives a brief overview of the HOCOS content. Sessions can
be accessed by logging in and completed using a suggested

http://humanfactors.jmir.org/2020/2/€17088/

timetable. Figure 3 shows a navigation pathway to complete
the 5 modules. Each module can be completed as stand-alone
materials based on patient presentation. However, we
recommend that every patient complete the introductory and
pain education sections. Completing al five modulesis projected
to take approximately 6 to 8 weeks based on the structure of
similar coping skill programs [83]. HOCOS is designed to be
beneficial for both acute and chronic hand injuries. A therapist
manual was also devel oped based on participant feedback.
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Figure 2. Navigation workflow of the Hand Therapy Online Coping Skills (HOCOS) training program. HCP: health care professional.
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Figure 3. Screenshot of webpages showing the architecture of the website. FAQs: frequently answered questions; HOCOS: Hand Therapy Online

Coping Skills.
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Discussion

Principal Findings

The overall objectives of this paper wereto provide an overview
of HOCOS and report the findings from usability testing with
ICT experts and clinicians practicing hand therapy. HOCOS is
designed to help patients with hand and upper limb injuries
learn how to better manage psychosocial issues. The uniqueness
of HOCOS is an interface design that offers learning
opportunitiesto both clinicians and patients. Overall, therapists
were pleased with the objective and content of HOCOS and
found it a useful resource for meeting patients' needs in hand

therapy.

Usability Testing

Formal usability testing is akey process required to ensure the
relevance of content and make the website easy to use, learn,
efficient, and acceptable to users [75]. Usability testing
uncovered severd violations during heuristic testing with ICT
experts. Furthermore, user performance errors and areas for
enhancing user satisfaction were also identified by therapists
during user testing. Therapists reported some positive features
of the website including being simple, user-friendly, and
engaging and having afunctional design that was accessible on
several browsers following usability testing. Several changes
were made to the online portal that corrected the errors
uncovered and improved overall user satisfaction. Although
HOCOSwasinitialy designed for all modulesto be completed
together, feedback from clinicians highlighted the benefits of
having modules as stand-alone options to reduce potential

http://humanfactors.jmir.org/2020/2/€17088/

RenderX

participant burden. Hand therapists expressed confidence that
patients could execute the activitiesin the workbook, especially
withthe DIY guide. Testing also demonstrated that the primary
condition of the patients determined the modul esthat therapists
chose to introduce and apply in clinical practice. This process
was enhanced by providing a guide on how to use the features,
when to introduce the modules, and how the website may fit
within the broader tool kits used in hand therapy.

Thisstudy contributesto the dearth of literature on the usability
testing of web-based portals developed for managing
psychosocial factors in orthopedic hand and upper extremity
services. Chad-Friedman et al [84] reported the use of an online
interface designed to deliver a brief 60-second mindfulness
exercise for hand and upper limb pain with improvements in
state anxiety, pain intensity, distress, anxiety, depression, and
anger after watching the video. In another study by Westernberg
et a [42], afree online mindfulness-based video exercise was
targeted at individuals with upper extremity conditions and
psychosocial problems. Study findings reported improvement
in momentary pain, anxiety, depression, and anger in patients
with low levels of pain and psychologic distress. Similarly,
Vranceanu et a [85] described the Toolkit for Optimal Recovery
(TOR), a 4-session, live video, and manualized program
informed by the fear-avoidance model to prevent chronic pain
in at-risk adults with orthopedic injuries. TOR combines
relaxation response with CBT, Acceptance and Commitment
therapy skills. HOCOS provides a larger platform offering
multiple options to therapists and patients using concepts from
pain education science, relaxation response and behavior change
techniques. On the basis of postcognitive interview feedback,
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therapists involved in this study preferred an online program
that teaches patients how to change maladaptive cognitions and
not simply accept such thoughts for long term effects. To close
existing gapsintheliterature, HOCOS was designed using CBT
principles which teaches patients how to challenge automatic
thoughts by holding them up to disproving evidence and then
change them into different thoughts [86,87]. CBT begins by
identifying a primary treatment goal and continuous striving to
meet those goals [88]. HOCOS also provides modules that can
be targeted at psychosocial problems associated with acute to
subacute and chronic hand and upper limb conditions with
therapist guidance. This is important because the untargeted
use of psychological interventions in hand therapy and when
self-directed by patients has been shown to demonstrate no
benefits [89].

Dissemination of evidence-based therapies remains poor in
routine practice [90]. Although allied health care professionals
(HCPs) are aware of the benefits of incorporating psychol ogical
interventionswithin their practice, they fedl insufficiently trained
to optimize their use of such interventions [91]. Barriers to
practicing the evidence-based therapiesinclude alack of access
to resources that contain such evidence [92,93] and limited
usable formats of the evidence [94]. Training hand therapists
to manage the physical and psychological sequelae of hand and
upper limb conditions using HOCOS would increase their
knowledge of psychosocial interventionsand build their capacity
and confidence to deliver it in clinical practice.

Limitations

Our study should be viewed with consideration of certain
limitations encountered. The study was conducted among hand
therapists in Ontario, and most participants were comfortable
using the computer and the internet, which limit the
generalizability of the study results. This may not be
representative of the end users, such as patients seen in most
hand therapy clinics. In recruiting participants for this study,
we chose snowball sampling, aform of convenience sampling.
Thisincreasestherisk of compiling anonrepresentative sample.
We planned to create an online platform that is user friendly
for a significant portion of patients with hand and upper limb
injuries who are mostly elderly [95], low skilled [96], and with
less education [97]. These groups of individualstend to be less
computer literate, and to thisend, we did our best to incorporate
recommendations to ensure accessibility and ease of usein the
web design and simplify the user experience[66]. Thisincluded
alarger font size, white space around texts, and a simple color
scheme to enhance readability.

The presence of one of the researchers (FB) during the usability
testing sessions may have affected the behavior of end users
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conducting the testing. The participants may have felt reluctant
to becritical despite encouragement to highlight both weak and
strong features of the website. Furthermore, we were unable to
test the HOCOS website in the context of the patient-user’s
experience to gain a comprehensive view of the system’s
functioning in a clinical setting because of financial and time
congtraints. This needs to be addressed in future research by
examining the effectiveness of HOCOS in a randomized
controlled trial to determine if the present system design can
contribute to improved outcomes in practice.

User testing of an onlineintervention should include the ultimate
end users, including patients, to alow for the examination of
factors related to participants (age, gender, and education),
disease (severity and duration of symptoms), and experience
(access to and comfort with using the internet and computers)
[75,98]. Onthe basis of ergonomic quality and safety principles,
it has been recommended that prototypes of eHealth
interventions should be fully inspected and walked through by
HCPs before exposure to potentially vulnerable user groups
such asindividual swith significant psychosocial problems after
a hand injury [99]. Financial and time constraints were
significant barriers to testing HOCOS in patients with hand
injuries. The next phase of the project is to evaluate the impact
of HOCOStraining on the actua implementation of the program
on patients. We plan to carry out further testing in a
proof-of-concept study to establishif individual swith hand and
upper limb conditions and psychosocia problems are willing
and able to complete the HOCOS program, complete the
activities correctly, and adhere to the program principles.

Conclusions

Thisstudy providesinitial support for the usability of HOCOS.
Ensuring that therapists were involved in the design and
development process of HOCOS enhanced the user-centeredness
and user-friendliness of the website. Usability testing during
the formative stage of eHealth intervention development is
necessary to ensure that online interventions are effective and
acceptable to potential users. HOCOS has the potentia to
increase access and acceptability of coping skills training
programsfor many individual swith hand and upper limb injuries
who are not able to receive hospital- or clinic-based treatment
psychotherapy. We plan to conduct a pilot study to determine
the feasibility of the website for adults with hand and upper
limb injuries and further refine the tool for a fully powered
randomized controlled trial. If effectivein improving outcomes,
this program could be used as a template to develop more
interventionstargeting the psychosocial challenges confronting
individuals with hand and upper limb injuries.
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Abstract

Background: Children with hearing loss, even those identified early and who use hearing aids or cochlear implants, may face
challenges in developing spoken language and literacy. This can lead to academic, behavioral, and social difficulties. There are
apps for healthy children to improve their spoken language and literacy and apps that focus on sign language proficiency for
children with hearing loss, but these apps are limited for children with hearing loss. Therefore, we have developed an app called
Hear Me Read, which uses enhanced digital stories as therapy tools for speech, language, and literacy for children with hearing
loss. The platform has therapist and parent/child modes that allow (1) the selection of high-quality, illustrated digital stories by
a speech-language pathologist, parent, or child; (2) the modification of digital stories for a multitude of speech and language
targets; and (3) the assignment of stories by a therapist to facilitate individualized speech and language goals. In addition, Hear
Me Read makes the caregiver a core partner in engagement through functionality, whereby the caregiver can record video and
audio of themselves to be played back by the child.

Objective: Thisstudy aimed to eval uate the user experience of the Hear Me Read app through afocus group study with caregivers
and their children.

Methods: We recruited 16 participants (8 children with and without hearing loss and 8 caregivers) to participate in 1-hour focus
groups. Caregivers and children interacted with the app and discussed their experiences through a semistructured group interview.
We employed thematic analysis methods and analyzed the data. We used feedback from the focus group to improve the elements
of the app for alarger clinical trial assessing the impact of the app on outcomes.

Results: Weidentified three themes: default needs, specific needs, and family needs. Participants found the app to be esthetically
pleasing and easy to use. The findings of this study helped us to identify usability attributes and to amend app functionalities to
best fit user needs. Caregivers and children appreciated the enhancements, such as highlighting of parts of speech and caregiver
reading of video playback, which were made possible by the digital format. Participants expressed that the app could be used to
enhance family reading sessions and family interaction.

Conclusions: The findings from this focus group study are promising for the use of educational apps designed specifically for
those with hearing loss who are pursuing listening and spoken language as a communication outcome. Further investigation is
needed with larger sample sizes to understand the clinical impact on relevant language and literacy outcomes in this population.

(JMIR Hum Factors 2020;7(2):€16310) doi:10.2196/16310
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Introduction

Background

Nearly 2 to 3 per 1000 newborns are born with hearing loss,
making hearing loss one of the most common birth anomalies
[1]. Approximately 1 to 3 million children in the United States,
and 34 million children worl dwide suffer from disabling hearing
loss [2]. Children with hearing loss face challenges in
developing spoken language and literacy. Historicaly, the
reading skills of deaf children have been poor, with graduating
teenager reading scores comparable with first- to fourth-grade
reading level [3-5]. Infants with hearing loss can now be
identified at birth and fit with hearing aids and cochlear implants
early inlife, allowing them to have greater access to sound and
improved oral language abilities [6-9]. However, even with
modern hearing technology, many children who are deaf or
have hearing loss may continue to read at significantly lower
levelsthan typically hearing peers[10-12]. Young children who
donot attain early literacy skillsare at ahigher risk for academic
and socia problems[13-16].

To address these challenges, we have developed a mobile app
called the Hear Me Read. The National Association of Education
of Young Children and other educational institutions emphasize
the importance of reading storybooks to young children to
enhanceliteracy [17-20]. In line with thisrecommendation, our
intention with Hear Me Read isto use digital stories astherapy
tools for speech, language, and literacy and to develop a
platform for delivery that enhances family engagement for
children with hearing loss. The Hear Me Read app is not meant
to replace traditional storybook reading, but rather to enhance
the user experience by providing the additional content
individuals with hearing loss are expected to benefit from (eg,
lip reading and audio-visual combination).

Current Practiceand Technology Usein the Education
of Children With Hearing I mpair ment

Mobile phone and tablet technologies with digital electronic
books (eBooks) and storybook reading are now commonplace
in modern homes and schools. The impact of this technology
on emerging literacy can be positive. However, digital eBooks
can aso be distracting when compared with traditional print
storybook reading [21]. The impact of digital eBooks on the
shared-book reading experience could be harmful if it increases
distractions and reduces face-to-faceinteraction [22]. Thus, the
design of educational apps should be done thoughtfully [23],
especiadly in vulnerable populations such as children with
hearing loss, with afocus on minimizing distractions and design
flaws to promote engagement.

Although many apps deal specifically with certain parts of
speech such as articulation, phonics, vocabulary, grammar, and
comprehension, only a few are designed for children with
hearing loss (Multimedia Appendix 1 showsalist of these apps).
Furthermore, although sign language apps exist for children

http://humanfactors.jmir.org/2020/2/€16310/

who are deaf or have hearing loss, there are no apps that are
designed to develop spoken language and literacy in children
with hearing loss pursuing a listening and spoken language
outcome. The current gold standard for children with hearing
loss to develop spoken language and literacy is through
in-person one-on-one therapy sessions with a pediatric hearing
loss expert (speech and language therapist or auditory-verbal
therapist) [24]. Hear Me Read isdevel oped to work specifically
in the direction of a speech-language therapist, using digital
stories as therapy extenders. Our app fits the principle of
auditory-verbal intervention, where the caregivers are coached
to bethe primary language facilitators of their child’'slanguage
and literacy skills. When coaching is carried over into the home
setting, we observe the most significant progress. Our appisan
extension of this philosophy by enabling caregivers and their
children to complete therapy activities outside of therapy
sessions.

Children with hearing loss vary widely in their auditory access
and how they acquirelanguage or literacy skills[25]. They may
benefit from multiple presentation modalities, including
auditory, visual, or a combination of these approaches [26].
However, data regarding the efficacy of digital storybook
interventions targeting children with hearing loss or how these
children use existing digital reading technology are scarce. In
this study, our objective was to understand user needs and
expectations and the usability of Hear Me Read. The findings
from this study were used to inform the app’s design process
and improve the interface and functionality. Our next step will
beto test Hear Me Read in a prospective study of children with
hearing loss by measuring the impact of app usage on language
and literacy outcomes.

Methods

Hear Me Read App

Hear Me Read is an interactive mobile app for improving
language and literacy, which is targeted for auditory-based
learning for children with hearing loss. Hear Me Read is
composed of general features for improving literacy, including
interactive storybook reading and syntax highlighting,
audio-visual features including video recording and playback
functionality, and atherapist mode, for the creation of individual
therapeutic language and literacy goals. Some of the features,
such as the ability to highlight and interact with vocabulary
words that show arelated image in Hear Me Read, are broadly
applicable to children with and without hearing loss, whereas
others, such as the playback of caregivers recorded video
narration or the ability to highlight particular auditory training
words, are specific to children with hearing loss.

Hear Me Read provides an interactive digital environment for
caregivers and children, using high-quality children’'s stories
(provided by Highlights for Children, Inc) in multiple formats
and modalities (Figure 1). Hear Me Read allowsthe same digital
story to be read in multiple ways. (1) text alone, (2) with
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illustrations, (3) with highlighted text targets, and (4) with audio
and/or video recording of the parent reading (customized to
display thetext for the narrator to read and placeit in aposition
relative to the camera that would produce a video where the
narrator seemsto be looking directly at the user).

Furthermore, Hear Me Read can help caregivers and therapists
track reading progress and prescribe new reading assignments.
In-app metrics can also measure the time spent in the book, the
number of timesread, and progress within the book. With these

DefForte et al

fundamental features, Hear Me Read is a one-of-a-kind app for
children with hearing loss that leverages child-caregiver
engagement. The development of the app used an iterative and
user-centered approach. The layout of the user interface went
through afew iterations during development and internal testing,
as we narrowed down the scope of the project. Through
observation and anecdotal feedback, we positioned and reshaped
buttons to match the natural hand positions and interaction
instincts of the users. A video introduction for the app is
available in Multimedia Appendix 2.

Figure 1. Screenshots from the Me Read app. The app provides multiple user menu options based on the therapeutic objectives (upper left). The app
alows caregivers to record video and audio of themselves reading sentences and words (upper right), and caregivers and children can play back this
video and view other associated media (lower right) during reading sessions. The app gives users the option to highlight parts of speech for targeted
learning (lower middle) and a view for therapists to select custom learning objectives (lower right).
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The app was developed for the iPhone operating system using
Unity. The app isintended to be used with the built-in speakers
of themabiledeviceit isplayed on, and no additional calibration
is provided for use with headphones. The digital content for the
children’s book uses stories created by and retrieved with
permission from Highlights Inc. We made a parser to translate
the HTML exports of the PDFs of the Highlights books to a
format that we could push into Unity. All content interactions
are logged in the background and can be exported in
comma-separated values (.csv) document format. The log files
include user interaction event type, time of occurrence, and
relative event state (eg, true/false, number, string). The event
types include book open/close, book completion, narration
start/stop, word click, app launch/close, video enable/disable,
images enable/disable, audio enable/disable, highlight
enable/disable, book assigned/unassigned, and Ling 6 sound
[27]. Hear Me Read iscurrently not availablefor consumer use;
however, this app will undergo further study in children with
hearing loss to assess how it impacts language and literacy
outcomes.

Focus Group Study Design

After approval of the Nationwide Children’s Hospital’s (NCH)
institutional review board, we recruited children with and
without hearing loss and their caregivers. We included children
without hearing loss because it allows us to explore usability
across all literacy and hearing levels. Hearing loss can go from
near-normal to completely deaf, and literacy capabilities can
go from far below or far above peers. In clinical assessment,
we would have to separate groups, but we wanted to make sure
we had the entire spectrum of abilitiesand agesfor the usability
part. Following a demonstration and a short trial period of the
Hear Me Read app, caregiver-child groups participated in a
focus group discussion. Semistructured interviews were held
among caregiver-child groups. This method is suitable for
collecting rich information to understand the needs and
expectations of families toward a technol ogy-based solution to
improve language and literacy skills for children with hearing
loss. Observing caregiver-child relationships and engagement
with the technology isalso helpful. The session objectiveswere
to identify obstacles that may interfere with the regular use of
the app; to verify that participants can interface with and find
value in the reading, recording, and language tasks; and to
understand how the app may influence users and fit within the
daily life of caregiver-child groups. The coauthors, SD and ES,
designed and moderated the interviews. PM and JH helped
recruit participants.

Participants

Participants were recruited from a tertiary children’s hospital
system. They were drawn from the Hearing and Cochlear
Implant program or speech-language therapy department or
were healthy volunteers. Participants—children and their
caregivers—were invited via phone calls or during clinic visits.
Participants were informed about the study aims, voluntary
participation, and financial compensation. Gift cards were
provided to families who participated in the study.

http://humanfactors.jmir.org/2020/2/€16310/
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Data Collection

A total of 2 focus group sessionswere held in apediatric therapy
room for approximately 1 hour each. Before the focus group
sessions, JH provided a written description of the study and
collected consent forms from caregivers. Caregivers were then
asked to complete a questionnaire (Multimedia Appendix 3)
that provided information about child and caregiver hearing
status, reading habits, and use of technology. The focus groups
began with abrief introduction of the study and the team, study
aims, participant’srights, and the agenda. Parti cipants watched
a short video, which demonstrated the app (Multimedia
Appendix 2). Then, an assigned speech therapist assisted every
2 to 3 caregiver-child groups to use and test the app together.
Familieswere encouraged to use the Hear Me Read app without
additional guidance, and speech therapists primarily observed
and answered questions as needed. Participants were provided
iPads with the Hear Me Read app installed, and participants
engaged with the app using the iPad speakers for playback. For
20 min, caregiver-child groups explored the app and compl eted
the tasks of (1) recording a video, (2) selecting highlights for
words and letters, and (3) reading a book. Following app use,
the study administrators facilitated a semistructured focus group
interview. The focus group participants (both children and
caregivers) were first asked usability questions concerning the
app’sdesign and layout, functionality, ease of use, learnability,
satisfaction, future use, and system reliability [28]. Usability
questions were followed by questions intended to help
understand the caregiver-child relationship with technology and
use (eg, What technologies do you use at home? Which apps
do you use mostly on your phone? Have you used any apps
related to hearing before?). At the end of the session,
caregiver-child groups filled out reaction cards together [29],
where they highlighted the words from alist that express their
feelings and opinionstoward the app. Thefocus group sessions
were audio recorded and transcribed.

Analysis

We employed athematic analysis to analyze the data collected
during the study. Thematic analysis is a common approach in
qualitative research to identify, assess, and analyze the patterns
in the data[30] and is commonly used to eval uate usability for
mobile apps [31,32]. The recorded audio of the focus group
sessions was transcribed, and meeting notes and observational
notes were curated into a single document. Coauthors ES and
SD implemented inductive thematic coding on Microsoft Excel
software (Microsoft, Inc) following Braun and Clarke's [30]
thematic analysis guideline. The following steps were used in
the analysis process. (1) familiarizing with the data,
(2) generating initial codes, (3) searching for themes,
(4) reviewing and refining themes, (5) defining and naming
themes, and (6) reporting the findings [30]. ES and SD went
through multiple readings to extract codes and themes. Memos
and observational notes were used to elaborate on the analysis.
After independently devel oping themes and subthemes, ES and
SD compared their independent coding schemes and agreed
upon the 3 main themes used in the analysis and the division
of individual comments. ES and SD then independently recoded
74 participant commentsinto 3 consensus themes (default needs:
26 items; specific needs: 34 items; and family need: 14 items).
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Cohen kappa inter-rater reliability testing was employed to
ensure rater agreement for the themes (Multimedia Appendix
4) [33]. The scores were in the range of 0.81 to 1.00, which
counted as an almost perfect agreement for each theme [33]
with a highly significant P value (95% CI 0.57-1.0; P<.001),
which meansthe agreement is significantly different from what
would be achieved by chance. We used RStudio 1.2 as statistical
software (RStudio, Inc). The authors employed 2 additional
onsto discussand build aconsensus upon themes and codes
with the coauthors, where discrepancies were present.

Results

Demogr aphics

In total, 8 caregiver-child groups participated in the study
(caregiver: n=8; children: n=8) divided into 2 focus groups

Table 1. Participant demographics.

DeForte et al

(group 1 and group 2), with the younger children (aged 2-5
years) in group 1 and the older children (aged 7-13 years) in
group 2. One child attended a session with 2 caregivers, and
another single caregiver attended a session with 2 children.
Demographic and hearing loss information for the child
participants were collected (Table 1). The children’s average
age was 7.3 years (SD 3.5; range 2.4-12.4 years; median 7.2).
Four (4/8, 50%) children werefemale. Five children (5/8, 63%)
had moderate-to-severe sensorineural hearing loss, and all these
children managed their hearing loss with bilateral cochlear
implants. The caregivers of the children all used spoken
language as the primary mode of communication at home, and
13% (2/15) of caregiversat home (1 child had asingle caregiver
at home) had hearing loss.

ID Group Age Gender Age|D? Hearing ageb Management Sensorineural hearinglossseverity e d
(vears) (months) (months)
R Lf R L 1 2

1 1 24 F9 4 25 ch ¢ Sev-Profl Sev-Prof No  No
2 1 48 F 36 36 cl cl Mod-Sevi Mod-Sev No  No
5 1 37 MK 0 4 Cl cl Profound' Profound No No
3 2 113 F 0 6 Cl Cl Profound Profound No No
4 2 9.3 M 0 4 Cl Cl Profound Profound Yes No
6 2 124 F N/AM N/A None None pHP NH No No
7 2 73 M N/A N/A None None NH NH No No
8 2 7.0 M N/A N/A None None NH NH Yes N/A

8age ID: age of diagnosis of hearing loss.

PHeari ng age: age of cochlear implantation.

°CG: caregiver.

IHL: hearing loss.

°R: right.

fL: left.

9F: female.

hCI: cochlear implant.

iSev-Prof: severe to profound hearing loss (>70 dB to 91 dB HL).
IMod-Sev: moderate-to-severe heari ng loss (>40dB to 70 dB HL).
KM: male.

IProfound: Profound hearing loss (>91 dB HL).

MN/A: not applicable.

"NH: normal hearing.

Technology Use

Questionnaire information regarding digital technology use in
children in this study is mainly descriptive, given the small
numbers (Table 2). All but one family used digital devices at
home, although these devices were usually not used for digital
reading.

http://humanfactors.jmir.org/2020/2/€16310/

Participants were given a survey before they interacted with
Hear Me Read that asked about their current experiences with
apps for hearing loss and features that they would ideally like
in areading app (Table 3). Participants are using training apps
that provide visual and audio educational components. All
caregivers of children with hearing loss knew what Ling 6
sounds were, and no children with normal hearing did (Table
3).
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Table 2. Digital technology use.
ID Device use at home Apps commonly used Digital reading device
Devices Primary use at home Caregiver app use Child app use Oown?  Device Reading done
digitally
1 N/A2 N/A N/A N/A Yes Smartphone  None
2 Televisionb, smart- Videos Social media, news ABC Mouse, No N/A N/A
phone YouTube Kids
3 Television smart- Work Text (Telegram) YouTubeKids No N/A N/A
phoneb
4 Television, computer, Web, communication, Navigation (Mapquest, Music, games, No N/A N/A
iPad, smartphone® music Waze) videos
5 iPadb, smartphoneb Appsfor speech, Netflix, Social media Games Yes Kindle linevery 20
work reading session
6 Television, computer, News, communication,  Web, email, text, Face- Games, camera, Yes Kindle 6inevery 10
Kindle, smartphoneb social media, music, book, running tracking, Kindle reading sessions
videos music
7 Television, computer, News, communication,  Web, email, text, Face- Games, Kindle Yes Kindle 2inevery 10
Kindleb, smartphone spcial media, music, bool§, running tracking, reading session
videos music
8 Television, i Pad® Learning Facebook iConnection No N/A N/A
3N/A: not applicable.
bDevices most frequently used.
Table 3. Hearing loss app use.
ID Appsused for hearing  Read differently because of hearing loss? What would you like to have in areading app? Know Ling 6
loss In what way? sounds?
1 None Yes—"“We have done signs quite a bit “Show the sign after | reads it. That way, when achild Yes
with reading; Using our fingersto point  knowsthe sign it can make the link from the sign to the
out each word aswe read.” audio part of the object; repeat on the page.”
2 None Yes—“| break down every part to make  “It would need to grab their attention. Also makethem Yes
sure she understands what is happening.”  feel like they could understand and work the app.”
3 My Signing Time, Sign  No “An app that needs a passcode to exit the app whileus-  Yes
and Sing ing it. Videos that demonstrate the task that is being
teached. Vivid colors”
4 Lexia, RazKids N/A2 “Atthisage, | would say to help (name) pronounce more  Yes
challenging words and provide definitions of their
meaning as sheisreading.”
5 Speech Stickers, Hope No “Have it have precise speech comprehension questions  Yes
Words, Kids Vocab- at theend.”
Read Comp 1
6 None N/A N/A N/A
7 None N/A N/A N/A
8 None N/A “To slowly pronounce words asthey are said and seen  N/A
on screen.”
3N/A: not applicable.
hearing loss. The subthemes are the reading and language

Focus Group Discussion Themes

Focusgroup analysisidentified 3 major themes. Thefirst theme,
default needs, represents the generic needs from an app. The
subthemes are ease of use, the intuitiveness of navigation,
layout, and workflow, with comparisons to generic apps. The
second theme, specific needs, represents the needs regarding
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comprehension functionality, user engagement, and preferences,

including attention, learning, and design. Thethird theme, family
needs, includes family suggestions about how the app could be
used, family interactions, and how Hear Me Read might fit
within the daily lives of the participants. The subthemes are
family relationships and daily life.
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Theme 1. Default Needs (Ease of Use Compared With
Generic Apps and | dentifying Common Needs)

Ease of Use

Participants generally found the app to be easy to use with a
pleasing design. M ost participants agreed that the app compared
favorably with other appsthat they used frequently. Despite the
difficulty in use because of the new components and compl exity
of functions, users confirmed that Hear Me Read iseasy to learn
and afulfilling app at thefirst use. Caregiversand children were
ableto overcome difficulties and navigate the app after watching
the short introductory video and briefly exploring the app:

..., did you find doing the tasks difficult? Was it easy
and intuitive to learn it? Was there anything you got
stuck on? [facilitator, group 1]

No, just after | clicked around a little. [caregiver,
group 1]

Yeah, once you' re exploring, you kind of get the hang
of it. [caregiver, group 1]

Navigation

However, 2 functions are presented for modifying the usability
of the app. Thefirst wasthe page-turning functionality. Initially,
the app required a long swiping motion across the bottom of
the screen to navigate to a new page. However, participants,
especialy young children, found this method of navigation to
be complicated:

Children | think are going to really struggle. | think
with flipping pages, if you have to have your finger
in the small little corner to get it over, instead of just
hitting a button to go to the next page or anywhere
on the screen. [caregiver, group 1]

The chief complaint seemed to be that the swiping motion was
too specific and not forgiving enough when general swiping
movements or single taps were used. The children who were
using the app tended to ingtinctively press a single point to
navigate to the next page:

Yeah, at first | just tapped it, and | thought it waslike,

if youtapit, it'll go. [child, group 2]
However, caregivers mentioned that they tended to see children
using a swiping motion more often for other apps:

| think kidsin general, when they think of any kind of
devicetheyjust kinda go likethis[didesafinger from
bottomto top of iPad] and it’s just what they're used
to doing. [caregiver, group 2]

L ayout and Wor kflow

The second function with noted concerns was the recording
function, which required the user to click record on every page.
Thisaction was not intuitive to most caregivers and caused them
not to record once they progressed past the first page:

| didn't realize you had to hit the record button after
every page. We just kept right on going. [caregiver,
group 2]
The app allows the ability to playback either video or audio.
Although some participants only engaged with the audio, others

http://humanfactors.jmir.org/2020/2/€16310/
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did not realize that audio only was an option. In addition, some
participants did not comprehend that the recording could be
deleted and replaced.

Theme 2: Specific Needs (Core Functionality,
Engagement, and User Preferences)

Reading and L anguage Functionality

Participants mentioned multiple times the ability to highlight
parts of speech as afavorite feature:

| liked the feature of highlighting the word,
vocabulary, stuff like that. That was a good idea.
[caregiver, group 1]

I loved how you could highlight pronouns and verbs
and adjectives, and | see where that could be hel pful
with both of my children, both hearing and
non-hearing. | think that's a real plus of the app.
[caregiver, group 2]

User Engagement

However, groups 1 and 2 engaged in the game differently. For
younger children (group 1), the video of a caregiver was

especially engaging:

When she did see metalking though, shedid get really

excited at first, like“ | seemommy.” [caregiver, group

1]
In addition, caregivers of younger children expressed concern
that the text was too dense, and visual interest was insufficient
to maintain engagement. Participants suggested increasing visual
interest for younger children through pictures, colors, and font
choices:

I think if the book waslonger and had some pictures...
for each sentence have like a picture of what...the
story istrying to tell. Cause he [referring to son] got
excited when he saw the photos. [caregiver, group 1]

| feel like since it's for a kid, it should have more
color to attract kids. [caregiver, group 1]

He's till reading books that are kind of fun to look
at. Even chapter books that he reads, the font is a
more playful font, and it's just more, | think,
eye-catching for them. [caregiver, group 2]

User Preferences

Older caregiver-child groups wanted more advanced features,
chapter books, and quizzes for comprehension:

I think maybe you should add like a little quiz at the
end or like something, just kinda refresh your memory.
[child, group 2]
...S0 to have a couple questions at the end...that would make
him think about what he just read. [caregiver, group 2]

Although the app isintended for caregiversto record themselves
reading, some caregivers also suggested that the children could
record themselves:

Or you could even work with them, and they could
even learn a sentence and record it themselves doing
it; so | thought that was cool, too. Once they learn
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the word, you could have them do the book and then

play it back to them. [caregiver, group 1]
However, a caregiver also noticed that it was very distracting
for her child to record himself:

| like the fact that | can record mysdlf, but that it's
extremely distracting for him to record himself. All
hewantsto doislook at himself...very distracting for
him. [caregiver, group 2]

Theme 3: Family Needs (I ntegration of the Appin
Family Relationships and Daily Life)

Family Relationships

Participants emphasized the value of family engagement and
joint use of the app for education and training of the children.
In that regard, they agreed that they liked the use of custom
videos of family. Participants also suggested that they could
use the app to include extended family members (eg,
grandmother) for video recording, which can help to bond family
members through this media:

And that my face is on there, that he recognized. It's
not like some random voice or a stranger’s face or
something, | like that. [caregiver, group 2]

But to your point, at least it could be a family member
this way. [caregiver, group 2]
Yeah! Like a grandparent, that is a way they could
help them. [caregiver, group 2]
So, you recognize the voice, it'snot like some random
person. [child, group 2]
Daily Life
Caregivers cited after school and bedtime as the most likely
time for interaction with the app and estimated that they would
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spend 15 to 30 min interacting with their child and the app each
day:
Well he started reading in school, so we would
probably use it for after homework or something.
[caregiver, group 2]
If you had a parent who traveled, | think it would be
wonderful to re-record bedtime stories, and they see
you. | mean, that is a really nice thing! [caregiver,
group 2]
Some caregivers referenced current reading times for their
children and suggested that they could use the app during these
times:

He has required nightly reading so that would be
nice. [caregiver, group 2]

| feel like before bedtime would be easiest when he
does hisreading. [caregiver, group 1]

User Reactions

At the end of the interview session, participants were given
reaction cards with a series of words and asked to mark each
word that they felt applied to the app. This method was used to
quickly capture their thoughts and feelings about the app. In
Figure 2, the reactions are arranged from the highest number
of marks in the upper left corner to the lowest at the bottom
right of the figure. The highest number of marks was found for
those words most related to ease of use (usable, easy to use, and
straight forward) and value (valuable, useful, and motivating).
In addition, words related to positive design aspects had high
and medium representation (desirable, attractive, appealing, and
inviting). The wordsintimidating and slow each had one mark,
whereas other negative words received no marks.
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Figure 2. User reactions. Users were asked to mark words that they associated with the app. Displayed are the total counts for each word that was

marked. Words were rearranged by count for display.
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Discussion

Overview

Hear Me Read isan app built to expand upon the gold standard
practice for developing literacy in children with hearing loss,
which consists primarily of in-person therapy sessions with a
pediatric hearing loss expert. Hear Me Read allows caregivers
to work with therapists to devel op lesson plans within the app,
thereby facilitating at-home interactions between caregivers
and their children regularly. Furthermore, the recording
functionality allowsthe caregiver to prerecord reading sessions
that the child can use alone. Children can, therefore, interact
with the text in multiple ways. Caregiver and child engagement
while using this technology is the core objective of this app.
Joint caregiver-child engagement with mediafacilitates|earning
[34] and can enhance family relationships [35]. Few
commercidly available apps promote the caregiver's
involvement while the child is engaging with the app. Hear Me
Read is developed with a user-centered perspective and makes
the caregiver acore partner in engagement through functionality,
whereby the caregiver can record video and audio of themselves
to be played back by the child, assign customized reading
objectives, and read together with their child. Hear Me Read's
utility isdesigned to supplement the joint book reading in which
caregivers are already engaging their children. Hear Me Read
is not designed to replace traditional printed storybooks.
Caregivers can apply the knowledge from the Hear Me Read
app to their shared storybook reading experiences using avariety
of platforms, including both printed text and digital text.
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The objective of this study wasto usefocus groupsto investigate
the usability of the Hear Me Read app within caregiver-child
groups. Through participant interaction with the app followed
by a focus group discussion, we sought to identify areas
requiring modifications and improvements during the use of
the app, to understand how caregivers and children interacted
with the core functionality of the app, and to determine how
they might use the app in their daily life.

Principal Findings

We conducted two focus groups, one with children aged 2to 5
years and their caregivers and the other with children aged 7 to
12 yearsand their caregivers. All children with hearing loss had
bilateral cochlear implants. The majority of family groups used
either smartphones or Kindle as their primary digital devices,
although not al participants used these devices for digital
reading. When considering the generic attributes of Hear Me
Read, participants agreed that the app was visually pleasing,
generaly easy to use, and compared favorably to other apps
they use (both general apps and apps related to literacy). We
identified two obstacles (default needs) for ease of use in the
app, namely the page-turning functionality and the recording
functionality. Without a clear consensus on the preferred way
to turn the page (swiping vs pressing), we changed the
navigation to accept either ageneral swiping motion or abutton
press on the right or left side of the display. In addition, our
participants tended to assume that recording continued as they
changed the pages, so we also updated our app to alow for
continuous recording rather than requiring it to be halted and
then reinitiated at each page. Despite these two usability issues,
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participants marked the app high for ease of usein the reaction
cards. The aforementioned favorable attributes and obstacles
may be common issues for any user group. We have not
identified any significant correlation with those who have
hearing loss and these user preferences.

In terms of user-specific needs, akey objective wasto determine
if functionality deviates from non-digital standard practices. In
that regard, participants found that customized options such as
recording and playback and dynamic word highlighting were
accessible and valuable. The participants also expressed
appreciation for both the video recording and highlighting
capabilities, suggesting that these features would be useful for
improving literacy. Such user-level customization isasignificant
driving factor in the digital health app literature as well [36].
Most caregiver participants aready included daily reading
activities with their children, either after school or before bed,
and were able to see using the app as fitting within their daily
schedules for 15 to 30 min. Most of the participants expressed
appreciation for the recording functionality and the ability to
record afamily member rather than to have avideo of astranger.
They suggested that this feature may increase engagement
because of familiarity and may also increase family bonding,
even when caregivers and children are not reading together.
This finding supports the importance of including coviewing
design elementsin devel opment through joint media engagement
with family members. This aspect will be investigated further
inaclinical trial.

Limitations

Participants in this study interacted with the app for only a
limited time (40 min), which may have limited their experiences
to be able to interact with all the features of the app. We
observed that different participants interacted with different
features of the app. However, none of the participantswere able
to interface with the full suite of features. Testing time
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constraints may have limited further investigation of usability
issues. The two focus groups represented a relatively small
sample size (n=8) and may not have been representative of the
full spectrum of the patient and caregiver population.
Furthermore, heterogeneity in terms of the children’s age and
gender may limit the generalization of age- or gender-specific
implications. The presence of children both with and without
hearing loss means that our feedback was skewed toward more
general featuresthat are accessibleto children with and without
hearing loss. However, we found that the feedback we received
from both groups was congruent.

TheNCH clinic recruited participants with asnowball approach,
and therefore, familiarity with some of the staff, including the
speech therapists who were present during the focus group, may
have had an inhibitory effect on negative feedback. Finally, the
scope of this study was limited to an evaluation of the usability
of core functions. We did not ask participants to consider
evaluating all features (eg, the therapist tools) of the app in
depth. Future studies should expand to evaluate all featureswith
an extended user time, and therapeuti c tasks should be assigned
and personalized for each participant.

Conclusions

We conducted a focus group study for usability testing of the
Hear Me Read app. Participants primarily found the app to be
easy to use, esthetically pleasing, and valuable. Feedback from
this study was used to improve the app and contribute to the
literature by reporting user needs and expectationsfrom children
with hearing loss and caregiver population for a mobile app.
The findings are promising for the use of educational apps
designed specifically for the hearing loss population. Further
investigation is needed with larger sample sizes and the actual
impact on relevant language and literacy outcomes in this
population.
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Multimedia Appendix 2
A video explaining how to use the Hear Me Read app.
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Abstract

Background: Using mobile technology to support health care (mobile health [mHealth]) has been shown to improve health
outcomes across amultitude of health specialties and acrossthe world. Exploring mHeal th user experiences can aid in understanding
how and why an intervention was successful. The Mobile Alliance for Maternal Action (MAMA) was a free maternal mHealth
SMSS text messaging service that was offered to pregnant women in Johannesburg, South Africa, with the goal of improving
maternal, fetal, and infant health outcomes. We conducted focus group discussions with MAMA users to learn about their
experiences with the program.

Objective: The aim of this qualitative study was to gather opinions of participants of the MAMA maternal mHealth service
regarding health care atmosphere, intervention use, and intervention feedback.

Methods: Prenatal and postnatal women (N=15) from public antenatal and postnatal care sites in central Johannesburg who
were receiving free materna health text messages (MAMA) participated in 3 focus group discussions. Predefined discussion
topics included personal background, health care system experiences, MAMA program recruitment, acceptability, participant
experiences, and feedback.

Results: The feedback regarding experiences with the health system were comprised of afew reports of positive experiences
and many more reports of negative experiences such as long wait times, understaffed facilities, and poor service. Overall
acceptability for the maternal text message intervention was high. Participants reflected that the messages were timely, written
clearly, and felt supportive. Participants also reported sharing messages with friends and family.

Conclusions: These findings suggest that maternal mHealth interventions delivered through text messages can provide timely,
relevant, useful, and supportive information to pregnant women and new mothers especialy in settings where there may be
mistrust of the health care system.

(IMIR Hum Factors 2020;7(2):€14078) doi:10.2196/14078
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Introduction

Attendanceto antenatal care and postnatal follow-up carevisits
which provide professional maternal and infant health services
during pregnancy is important for healthy maternal, neonatal,
and child health outcomes [1,2]. Such visits allow health
professionalsto identify and treat maternal and neonatal health
issues and have been found to decrease mortality and morbidity
[3]. Together antenatal care, postnatal follow-up carevisits, and
infant vaccinations constitute the core of the maternal, neonatal,
and child health continuum of care [4].

South Africa did not meet key child and maternal mortality
United Nation Millennium Development Goals (goals 4 and 5)
by 2015, largely dueto the high prevalence of HIV [5]; however,
these mortality statistics did show improvement. In 2007, at the
height of the HIV epidemic, South Africahad 48.1 infant deaths
per 1000 live births which halved to 23.6 per 1000 by 2013 [6].
Between 2004 and 2015, South African child (under 5 years of
age) mortality decreased from 66.9 to 38.0 deaths per 1000 [6],
and in 2013, the maternal mortality ratio was estimated to be
148 per 100 000 [7]. Despite these positive changes, more
improvement is needed in order to achieve national and global
maternal, neonatal, and child health goals.

Mobile technology, when used to support health care services,
is often referred to as mHealth (mobile health) [8]. Previous
systematic reviews of maternal mHealth interventions in low-
or middle-income countries have highlighted the improvement
in maternal and neonatal health outcomes, but have also
recommended further research into the factors contributing to
successful and unsuccessful mHealth interventions in practice
[9-12]. A gap in research exists because most mHealth
evaluations tend to use quantitative methodology. There is a
need for rigorous and continued evaluation of mHealth
interventionsin order to understand how they worked and why
they succeeded (or did not succeed) and to ensure future
mHealth interventions are implemented successfully. Process
evaluations of mHealth interventions have been used only a
handful of times globally [13-15] and were used as part of pilot
projects to identify participant need and interest rather than to
look at large-scale implementation [16-18]. A qualitative
analysis [19] of a nationally implemented (in South Africa)
maternal mHealth intervention included only one clinic in the
study. Another South African study [20] investigated the
acceptance of ad hoc use of mobile technology by patients and
providers, rather than that of a specific mHealth intervention.
This study aimsto address gaps in knowledge by exploring the
experiences of participants of the Mobile Alliancefor Maternal
Action South Africa (MAMA) project, an SMS text
message-based maternal mHealth intervention that was offered
in Johannesburg between 2012 and 2014.

MAMA Intervention Overview

The MAMA intervention sent maternal health and infant care
information by SMS text message to approximately 12,000

http://humanfactors.jmir.org/2020/2/€14078/

pregnant women and new mothers in Johannesburg, South
Africa, throughout pregnancy and until their infant was one year
of age[21]. At the time of recruitment, women were given the
option to receive one of two types of text message
content—general maternal health information or prevention of
mother-to-child transmission of HIV materna health
information; however, due to a high rate of women who were
pregnant and HIV-positive [22], both streams of messages
contained some HIV content, such as regular HIV-testing
reminders (see Multimedia Appendix 1). Thedifference between
the prevention of mother-to-child transmission of HIV content
stream and the general maternal health content stream was that
approximately 20 general maternal health support—related
messages were replaced with prevention of mother-to-child
transmission of HIV—elated messages. The intervention
predated, however retrospectively, was in line with the World
Heath Organization Classification of Digital Health
Interventions[23], whereby specific digital health interventions
can be used to address health system challenges; in the case of
the MAMA intervention, targeted health information was
transmitted to a certain demographic (pregnancy) clients to
provide health education and to decrease attrition rates [23].

Through routine operational research [22], MAMA SMS text
message recipients had previously provided feedback regarding
a number of contextual factors such as poverty, violence,
alcohal, socia support, the underresourced health care system,
the high rate of HIV infection, and the high rate of miscarriage.
Participant discussions of poverty and violence subthemes
included topics of long-term unemployment and sharing living
space with multiple other families, as well as perspectives on
the effects of excessive acohol use on both themselves and their
community. |ncome-related concernsthat were provided during
feedback included not being ableto afford high-quality medical
services, witnessing verbal or physical fights between couples
on the subject of finances, and being unable to regularly afford
meals that included meat. Social support subthemes included
social norms such as being able to turn to siblings and older
generation members of the family for support after delivery to
enable a safe and supportive environment for themselves and
their newborns.

Previous nonrandomized quantitative studies [24,25] that
investigated MAMA health outcomes looked at mother-infant
pairs who received the MAMA SM S text messages compared
to the mother-infant pairs who did not receive MAMA SMS
text messages and showed that those in the intervention arm
had a higher rate of antenatal care attendance, an increased
likelihood of avaginal birth, areduced likelihood of emergency
cesarean delivery, and were more likely to have attended all
recommended postnatal follow-up care visits up to one year
after birth. Furthermore, an analysis[26] found that the MAMA
text message intervention would be a cost-effective strategy to
improve antenatal care attendance and vaccination rates, even
if only brought to scale in Gauteng, one of South Africa's
provinces.
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Methods

Study Design

This was a qualitative study with an inductive and descriptive
design. An inductive approach involves drawing codes,
categories, or themes directly from the data, and is useful when
knowledge about a phenomenon is limited [27].

Study Setting and Participants

In late 2013 and early 2014, adult women (18 years of age or
older) attending routine antenatal and postnatal follow-up care
services at 3 sites were invited to participate in focus group
discussions. Participants were purposively selected to identify
women who were either at various stages of pregnancy or after
delivery with infants less than one year of age on the day of
recruitment. Potential participants were women who were
already receiving MAMA messages and who were identified
by asking; if the women responded affirmatively, they were
invited to participate in the study. Women who agreed to
participate in the study provided informed consent. Of the 21
women who were invited to participate, 15 women agreed to
participate in the focus group discussions.

All three sites in the study were public health care facilitiesin
Hillbrow, Johannesburg. Hillbrow has a high popul ation density
with high diversity, predominantly low-income households, and
had an unemployment rate estimated at 23% in 2013 aswell as
high rates of behaviors such as alcohol use and gender-based
violence [28]. In Hillbrow in 2013, 27% of women who were
pregnant were HIV-positive [24].

Study Procedures

A focus group discussion guide was created prior to the study
and was designed to €licit feedback from participants about

Table 1. Focus group discussion themes (categories and subcategories).
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their experiences related to the intervention text messages
(MultimediaAppendix 2). Thetopics covered general questions
about the message content, usefulness, the signup procedure,
and sharing of the messages with others. Focus group
discussionsweretimed so that participants had received at |east
four months of messages which allowed them to have sufficient
experience to provide feedback but was early enough in the
intervention life span to alow for optimization, change, and
improvement, if necessary.

Focus group discussions were held in a private room in an
antenatal and postnatal follow-up care site that offered the
intervention. A total of 3 focus group discussions, each with
4-6 participants, were held. Each discussion group lasted
between 60 and 90 minutes and was conducted in English. At
each focus group discussion, 2 to 4 research staff were present,
one of whom was experienced in qualitative research and who
acted as the moderator. The other research staff observed and
trand ated between local languages and English, when necessary.

Data Collection and Analysis

Audio recordings of each focus group discussion were
transcribed verbatim, and managed in Dedoose [29], an online
qualitative data analysis tool. Focus group discussions were
separately read and coded by 3 members of the study team who
then agreed on a hierarchical coding system. The hierarchical
coding system was refined using an inductive-deductive
approach based upon thefocus group discussion interview guide
and initial review of the transcripts. Genera categories were
identified, reviewed, and then organized into major categories
and subcategories to capture specific detail (Table 1). The 3
researchers then analyzed the text using latent content analysis
inspired by Graneheim and Lundman [30]. When differences
of opinion arose, coding was compared, reviewed, and discussed
until there was consensus.

Category

Subcategory

Factors contextualizing the intervention

Factors contributing to intervention success

Project feedback

Poverty/employment/income

Socia support

Experiences of the public health care system
Positive

Negative

Recruitment was facilitated by helpful staff members
Privacy concerns were alayed
Communication preferences

Messages arrived regularly

Text message content was accessible
Relevance of text message content

Trust in the content

Acceptability of the intervention

http://humanfactors.jmir.org/2020/2/€14078/
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Ethics

The study was approved by the Human Research Ethics
Committee (Medical; M120649) at the University of the
Witwatersrand in Johannesburg. Participation in the study was
voluntary and informed consent was given by each participant
prior to the collection of any personal information. Participants
wereinformed that they were not required to disclose their HIV
status.

Results

Participants

The 15 participants ranged in age from 20 to 36 years (median
31, IQR 7). All women were black, African, and residents of

Table 2. Overview of focus group participant characteristics.

Coleman et a

Hillbrow, Johannesburg. Women who were pregnant (prenatal,
n=8) ranged from being between 26 and 39 weeks pregnant at
the time of their focus group discussion, the other women
(postnatal, n=7) had given birth between one week and 52 weeks
prior. Each focus group discussion included both post and
prenatal participants as well as a women who ranged in age
from their twentiesto thirties (group 1: 20-36; group 2: 28-35;
group 3: 21-36 years of age). All participants received MAMA
SM Stext messages sent twice aweek for at least 16 weeks (ie,
at least 32 SM S text messages).

Focus group Participants, n Age (years), range Prenatal, n (weeks gestation) Postnatal, n (weeks since)
Group 1 5 20-36 3(30-34) 2 (4; 20)

Group 2 4 28-35 2 (26; 39) 2(1;52)

Group 3 6 21-36 4(34-39) 2(17: 34)

Experiences of the Public Health Care System

There were divergent opinions about the health care system. A
few participants had positive feelings and experiences, but most
expressed negative feelings. Those with positive experiences
mentioned having trust in the medical procedures and the experts
who work there. On the other hand, a number of participants
described having poor opinions of both the health care system
and staff. One participant was able to differentiate her opinion
between the system and individuals who worked within it.
Specific topics are explored in more detail below.

Feedback about the health care system related to HIV testing,
care, and treatment was positive. There were comments about
public HIV clinics being more trustworthy than private clinics
that conducted HIV tests:

Sometimes the tests from the [private] doctors they
come wrong but normally at the clinic, if you know
you are testing at the clinic | don’t think your status
would ever come wrong, if it's negative it will come
back negative. [Postnatal woman, 32 years of age]

In addition, there was a perceived benefit in the antenatal HIV
testing services:

For me, | think the most important reason that you

should book at the clinic is so that you may know your

[HIV] status before you proceed with the pregnancy

[and] so that your baby will be checked so that you

can proceed with your pregnancy [ knowing your baby

is healthy] . [Postnatal woman, 32 years of age]
Notwithstanding HIV testing, care, and treatment services,
health care—related feedback was |l ess positive and participants
were vocal about their negative health care experiences.
Analyzing these experiences, 3 main barriers were identified:
long wait times, poor treatment (by staff), and that staff seento
be overworked. One spoke about staff treating patients with

http://humanfactors.jmir.org/2020/2/€14078/

disdain and disrespect, making them feel that they must “ obey”
and that they had made a mistake by becoming pregnant:

| wouldn't suggest anyone to go to the clinic
especially [clinic name] if she's pregnant, no |
wouldn’t suggest [it] .... There[at the antenatal clinic]
if you are pregnant you are being treated like you are
stupid and if you don't obey that stupidity they won't
help you, you don’t get the dignity asa human being. ..
You're just nothing just because you are pregnant
which is not fair. [Prenatal woman, 33 years of age]

Others described the long wait times and the perception that
staff chose not to treat all patients who arrived on a given day:

People are coming 3 o'clock [in the morning];
imagine a pregnant person coming 3 o’ clock to [wait
until] 07:30. People have to come that early because
[the staff] only seea small number [ of patients a day]
or you get turned away; no they shouldn’'t do that.
[Unidentified participant, focus group 3]
Participantsin focus group discussions recounted feeling scared
of the treatment by staff, but explained that they continued to
seek these services because of the importance of antenatal care
for infant health:

The problemisthat evenif you try to talk to themthey
will tell you that you challenging them...we scared
but we just thinking of our babies...| always tell my
friends just go there don't worry about how they
treating usthink about our babies. [Postnatal woman,
36 years of age]

Factors Contributing to I ntervention Success

This section identifies aspects of the intervention that were
mentioned by focus group discussi on participants as being useful
or enabling its use and integrating the information that they
received into action. These included using a personalized and
private recruitment technique, using an accepted and reliable
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communication method, and receiving simple, relevant, and
supportive message content.

Recruitment to the text message intervention was done with the
support of study staff who identified themselves as working
with the study as opposed to identifying themselves asworking
for the healthcare facility:

| think the approach was good because it was
professional she was able to explain what is it that
I’'m expecting and the messages which will, the
usefulness of the message and what will it be helping
me with so | think she was professional enough.
[Prenatal woman, 36 years of age]

Participants also noted that privacy was an important issue. One
participant appreciated the careful way that staff invited her to
take part in the mHealth intervention, using a discreet
conversation that did not disclose her HIV status to others:

What | was happy for is she asked me[if | wanted to
receive HIV-related messages] in private she didn't
just ask mein front of people so | just tell her that |
know my status so she say those messages will help
me so that | won't be having stress or to think too
much about it so every Monday or Thursday | was
alwayswaiting for the messages so that if I'mnot OK
if I haven't gotten those messages | will fed better
than before. [Postnatal woman, 28 years of age]

I nter vention Communication

The focus group discussion included a query about preferred
communication methods which aimed to identify if text
messages were a barrier in any way. The discussion covered
text messages, radio, email, television, and print, but did not
include smartphones due to their low utilization. Participants
reported that text messages were their favorite method of
communication asit felt more personal, was inexpensive (“free
to receive!”), ubiquitous, and easy to use.

| also think like the cell phone is the easiest way
because everyone is using a cell phone ...I think the
cell phone SMS is the best. [Postnatal woman, 28
years of age]
Most participantsin focus group discussionswere ableto recall
that the messages were sent twice a week, with all but one
participant able to recite the precise time and days of the week.

Interviewer: So how often do you receive these SMS
[ messages] ?

Group response: Twice a week, Monday and
Thursday, 9 0’ clock exactly.

Being able to count on the text messages to arrive on time, all
the time, was mentioned by multiple participants. Two female
participantsin different focus group discussions mentioned that
they waited for their Monday morning message before they
decided to bring their infant to the clinic, to see if that day’s
message dealt with an issue that they had had over the weekend.

In South Africa, with 11 official languages, accessibility of the
text message language was a concern among the implementers
and was brought up at each focus group discussion. All focus

http://humanfactors.jmir.org/2020/2/€14078/
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group discussion participants claimed that English-language
messages were not abarrier, but rather that English wasthe best
option since it was easy to share with others who might not
speak their mother tongue.

I ntervention Feedback

Feedback regarding theintervention highlighted that it provided
helpful, relevant information at appropriate times, was
trustworthy, and was accepted.

Message content was brought up repeatedly throughout the
focus group discussions as being an enabler of trust in the
intervention and source of the messages. Thistrust ishighlighted
by discussions of the timeliness of messages and relevant to
issues they were dealing with.

At a time my baby had a problem with her skin |

received an SMS saying you can take that aqueous

creamand just rub your baby and | did that | saw the

skin of my baby change and | was so happy...| was

so happy thank you so much...I am getting so much

advice... Thank you. [Postnatal woman, 20 years of

age]
Other topics that were remembered by participants included
nutrition during pregnancy, how to handle being pregnant and
HIV-positive, learning about and preparing for delivery,
understanding how to connect with anewborn, and dealing with
teething. Participants also mentioned feeling more confident in
caring for their infants as aresult of the messages, and believed
that the messages were trustworthy and were considered expert
material.

Some participantsidentified their mothers as barriersto having
healthy children. Two varying methods of dealing with this
disconnect were shared; the first was explicitly telling their
mother that the messages should be followed because it came
from professionals and the second was telling their mother that
their (the mother’s) advice would be followed, but actually
adhering to the message-based advice. The difference between
which method was used was, in general, related to where their
mothers were located. Women whose mothers were close by
were more direct while women whose mothers were outside
Johannesburg frequently used the second approach.

All participants showed an interest in continuing to receive SMS
text messages after their baby reached one year of age. This
was a recurring theme in all focus group discussion and was
further evidenced by some focus group discussion participants
claiming awillingness to pay for the messages, if necessary:

As now that I’ ve received the SMS[text messages] |
know about the SMS [text messages] already... if |
have to pay | would pay because | know they are
worthy, and SMS rate | would mind paying it.
[Prenatal woman, 33 years of age]

None of the focus group discussions brought up any negative
comments about MAMA, nor did they have suggestions for
improvement when probed for this.
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Discussion

Principal Findings

In this qualitative study of user experiences of the MAMA
maternal mHealth intervention, we found that, in contrast to
poor experiences with the heath system, MAMA maternal
mHealth messages were considered to be reliable and useful.
Despite mixed feelings regarding the quality of care provided
by the health care system, participants were happy with the
mHealth intervention and the content of the text messages. The
text message intervention had an easy and discreet signup
process, the use of text messages for communication was
appropriate, and the content was accessible by the participants.
The message content was reported to be relevant, trusted by the
participants, and accepted by them.

Participants identified various barriers when trying to receive
maternal health care and support. Each of these barriers may
have been an indication of an underresourced health care system
with high demand on staff. Participant feedback highlighted
current health system barriers and disincentives for patients
deciding how and when to attend health carefacilities. Negative
experiences at health care facilities, such as disrespectful staff
and distrust of medical advice, among others, highlighted the
need for a service that provides genuine, respectful, and
trustworthy messaging for patients.

Focus group discussion participants generally had positive
feedback and experiences of the SMS intervention because of
the private recruitment, simple signup, and easy to understand
messages that were relevant and timely. Most of the recruitment
team were previousdy employed as HIV counselors which
enabled them to be sensitive to the stigmarthat isrelated to HIV
issues. This previous experience encouraged them to find
recruitment methods that provided full patient confidentiality.
Participants also reported having limited access to expert
maternal health information outside of the intervention. Health
care workers were seen as overworked and to only be able to
provide limited support during maternal health care (antenatal
careand postnatal follow-up care) visits. Thus, receiving timely
and trustworthy maternal health information at no additional
cost was seen as an enabler of good health, and it has, in fact,
been shown to lead to better health [24]. Furthermore, given
the national emphasis on HIV care, treatment, and support
throughout South Africa over the last decade, the finding of a
strong level of trust in the non-MAMA services provided by
the public health care system was reassuring.

Comparison With Previous Wor k

Being outside the health care system enabled study staff to
differentiate themselves from the health care system and its
negative connotations. Additionally, the staff had the ability to
focus entirely on the patient and provide as much information
and support as was necessary to ensure the patient felt
comfortable with the signup process. The combination of high
HIV rates in the target population, significant HIV-associated
stigma, and cramped waiting rooms where recruitment took
place meant that recruiters had to be tactful. The depth of trust,
relevance, and acceptability reported by participantswasinline
with another maternal mHealth study [15] that took place in
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rural northern Canada and which used focus group discussions
and showed patient perception of the mHealth intervention to
be highly acceptable and relevant. The same study [15] also
found a high level of trust in the messaging that was provided;
participants mentioned that they could believe the messages
because of the source. This similarity shows the perceived
pedigree of the message content is an important factor with
regard to both the trust and the acceptability of an mHealth
intervention.

The request for additional messages and the willingness to pay
suggested that the text messages were not just accepted by focus
group discussion participants but welcomed. Willingnessto pay
for mHealth services has not been studied extensively. While
awillingness to pay was identified in this study, we feel this
claim should be taken in context given the previously identified
poverty-related issues. Participant acceptability of the
intervention might be due to lack of stigma around pregnancy
and infant care, and the relatively young age of participants,
who were, by definition, of childbearing age. Watkinset al [20]
suggested that acceptability of mHealth interventions could be
based on age; older individuals reported having difficulty
reading text on their phones and were less receptive to
technology-based interventions. Additionally, maternal health
isan areathat has virtually no stigma associated with it, unlike
other health conditions such as HIV. A qualitative study in
Kenya [14] that looked at the acceptability of SMS text
message-based HIV support reported that many individuals
had concerns about the use of HIV-related termsand highlighted
the potential for accidental disclosure of their HIV status. In
contrast, MAMA was designed to support maternal and infant
health. This might help reduce stigma, even though discussions
of HIV were held privately, and this in turn may encourage
women to get care for this critical health issue.

Participant feedback suggested that mHealth interventions may
feel more compassionate than in-person visits. Lester et a [30]
highlighted this same issue in their study which showed
HIV-positiveindividualswho received SM Stext messagesfrom
health care workers had improved clinical health outcomes
compared to that of nonrecipients, many who received the
messages reported that it seemed “like someone cares’ (p 1843).
Patient feelings that someone cares about them and their
pregnancy could be a contributing factor to the positive effect
demonstrated in previous MAMA research [24,25].

Limitations

This qualitative study included the feedback of only 15
participants in Johannesburg, South Africa, and might not be
representative of the population as awhole. Additionally, there
was potential for participantsto be affected by social-desirability
bias [32] as the focus group discussions were conducted close
to therecruitment site. This could be areason for thefew critica
statements about the intervention. Conversely, previous
qualitative maternal mHealth studies [33,34] have shown that
individualstend to see mHealth based interventionsin apositive
light even beforethey are offered, which could partialy explain
the responses of participants in the current study. We are also
aware that the thematic focus group discussion guide contains
several closed questions which could have made the discussion
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less free. Surprisingly, there were no negative comments Conclusions

regarding MAMA. This could be due to the participants  \4emg mHedlth interventions, delivered through text messages
perceiving the researchers as coming from MAMA, and .y yrovidetimely, relevant, useful, and supportiveinformation
therefore, not wanting to give any negative feedback; however, ;. pregnant women and new mothers, especially where mistrust
the participants were outspoken and seemed honest When , the health care system may exist. Maternal, neonatal, and
discussing other topics. We believe the participants genuinely i hegith is afield where this combination (timely, relevant,
saw MAMA as an important tool that helped them during their and supportive) is especially important and mHealth could be

pregnancy. Lastly, theseresultsshould not replace acceptability 5 1oq) ysed to attain maternal, neonatal, and child health goals,
testing in other situations or among other populations. globally.
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Abstract

Background: Anesthesiainformation management systems (A1M Ss) automatically import real-timevital signsfrom physiological
monitors to anesthetic records, replacing part of anesthetists' traditional manual record keeping. However, only a handful of
studies have examined the effects of AIMSs on anesthetists’ monitoring performance.

Objective: This study aimed to compare the effects of AIMS use and manual record keeping on anesthetists monitoring
performance, using afull-scale high-fidelity simulation.

Methods: Thissimulation study was arandomized controlled trial with a parallel group design that compared the effects of two
record-keeping methods (AIMS vs manual) on anesthetists' monitoring performance. Twenty anesthetists at a tertiary hospital
in Hong Kong were randomly assigned to either the AIM S or manual condition, and they participated in a45-minute scenario in
a high-fidelity simulation environment. Participants took over a case involving general anesthesia for below-knee amputation
surgery and performed record keeping. The three primary outcomes were participants' (1) vigilance detection accuracy (%), (2)
situation awareness accuracy (%), and (3) subjective mental workload (0-100).

Results: With regard to the primary outcomes, there was no significant difference in participants vigilance detection accuracy
(AIMS, 56.7% vs manual, 56.7%; P=.50), and subjective mental workload was significantly lower in the AIMS condition than
inthemanual condition (AIMS, 34.2 vsmanual, 46.7; P=.02). However, the result for situation awareness accuracy wasinconclusive
as the study did not have enough power to detect a difference between the two conditions.

Conclusions: Our findings suggest that it is promising for AIM S use to become amainstay of anesthesiarecord keeping. AIMSs
are effectivein reducing anesthetists' workload and improving the quality of their anesthetic record keeping, without compromising
vigilance.

(IMIR Hum Factors 2020;7(2):€16036) doi:10.2196/16036

KEYWORDS
anesthesia information management system; automated record keeping; vigilance; situation awareness, mental workload

: vital signs from physiological monitors to replace traditional
Introduction handwritten records [1] and is increasingly being adopted by
An anesthesia information management system (AIMS) is a hospitals[Z]. Despitethe.increasing popularity of AIMSs, recent
computer-based system that automatically imports real-time  Studies on AIMSs mainly addressed the completeness of
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anesthetic records [3,4] but not the other attributes that are
central to anesthetists’ monitoring performance, such assituation
awareness and mental workload. The purpose of this paper was
to report afull-scale high-fidelity simulation that compared the
effects of AIM S use and manual record keeping on anesthetists
monitoring performance.

Vigilance is the ability to maintain sustained attention over a
long period of monitoring [5]. The most recent studies
examining the effect of automated record keeping on vigilance
were conducted 20 years ago [6,7]. Those studies focused on
visual vigilance, which was operationalized as the time taken
by participants to detect visual stimuli, including simulated
abnormal values on a patient monitor [6] and flashing of an
alarm light [7]. Anesthetists’ vigilance was not affected when
record keeping was carried out by machines or assistants [6].

Situation awareness refersto one’s mental representation of the
status of a dynamically changing environment. Situation
awareness is measured at the following three levels: perception
(level 1), comprehension (level 2), and projection (level 3) [8].
Situation awarenessiscritical to the administration of anesthesia
because anestheti sts need to monitor and be aware of numerous
patient physiological variables (perception), detect unstable
conditions and intervene appropriately (comprehension), and
anticipate the effects of the intervention (projection) [9].
Situation awareness affects and is aff ected by mental workload,
which is characterized as a subjective experience of the level
of attentional demandsimposed by performing tasks[10]. Noel
suggested that anesthetists might become less attentive to the
details of anesthetic events and patients' status when they do
not have to scan patients' vital signs and write them down, as
required in manual charting [11].

An AIMS would change the role of anesthetists from active
processers of information to passive recipients [12,13]. As a
result, anesthetists might be less attentive to the operating room
(OR) surroundings and their patients’ status during monitoring.
However, an AIMSis expected to reduce anesthetists' subjective
mental workload. Our three hypotheses specify that when
compared with anesthetists who use manual record keeping,
anesthetists who use AIMSs would have lower vigilance
detection accuracy (H1), would have lower situation awareness
accuracy (H2), and would experience lower subjective mental
workload (H3).

Methods

Study Design and Approval

A parallel group experimental design was employed in this
study. Ethical approval was obtained from Tuen Mun Hospital
(TMH) (NTWC/CREC/17065) and Lingnan University
(EC-063/1617). Written informed consent was obtained from
all participants in advance and their data were deidentified.

http://humanfactors.jmir.org/2020/2/€16036/
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Participants

Participants were recruited from among the members of the
Anaesthesiaand Intensive Care Unit, TM H between September
2017 and March 2018. Participants were eligible if they were
resident trainees or speciaists. Based on the limited availability
of anesthetists, we included 10 participants in each of the two
conditions (ie, AIMS and manual), with a total of 20
participants. To achieve simple randomization of group
assignment, one experimenter (MKT) placed 10 red
(representing the AIM S condition) and 10 green (representing
themanual condition) stickersinto an opague envel ope and then
randomly drew a sticker to generate the allocation sequence.
Assoon as participants enrolled in the study, they were assigned
to a condition according to the allocation sequence.

Simulation Design

A full-scale high-fidelity simulation was carried out in an OR
at TMH. A clinical scenario specific for this study was designed
by three anesthetists (THC, CPC, and KML). The scenario was
designed to simulate uneventful monitoring with few critical
incidents at intervals [14]. The scenario was set during the
intraoperative portion of an emergency amputation below the
right knee with general endotracheal anesthesia. It lasted for 45
minutes and comprised the following three phases. (1)
preincident, (2) incident, and (3) postincident. The pre- and
postincident phases were relatively uneventful, but the incident
phase included the following three clinically relevant events:
tourniquet pain, tourniquet deflation, and bleeding. The patient
vital signs and progression were designed by an anesthetist
(THC) and verified by a consultant anesthetist (CPC). When
participants entered the simul ation, they were asked to take over
a case from a senior anesthetist (THC), who was a confederate
in the study.

Apart from the participant, the simulation involved seven people,
each with aspecific role asfollows: (1) senior anesthetist (THC);
(2) runner nurse (a registered nurse colleague at TMH); (3)
surgeon (CWL); (4) scrub nurse (KML); (5) patient simulator
operator (CPC); and (6) two experimenters (MKT and SYWL).
The confederates and the patient simulator operator were
cliniciansfrom TMH. The two experimenters were researchers
from Lingnan University.

Each simulation session was recorded by two digital video
recorders; one captured a general view of the OR (Figure 1A)
and the other was head-mounted (GoPro Hero 5; GoPro, San
Mateo, California, USA) to capture the participant’s point of
view (Figure 1B). A Fluke ProSim 8 Vital Signs Patient Monitor
Simulator (Fluke Biomedical, Cleveland, Ohio, USA) was
connected to a SimMan 3G (Laerdal Medical AS, Stavanger,
Norway) patient simulator and a physiological monitor to
display vital signs during the simulation.
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Figure 1. Video capture from the perspective of the operating room (A) and participant (B) while the participant was entering data into the anesthesia

information management system during the simulation scenario.

Before the simulation began, participants were given abriefing
to introduce them to the purpose of the study. The participants
were then informed about the role of each confederate and the
function of the patient simulator. In a training session,
partici pants were given instructions and demonstrations on how
to respond to assessments of vigilance, situation awareness, and
mental workload during the simulation. Participants in the
manual condition were also trained on how to manually
complete an anesthetic record, because resident anesthetists at
the hospital use an AIMS in their usual work practice. The
simulation began when the senior anesthetist completed the
handover to the participant. The participants were debriefed
when the simulation was compl eted.

Design of Situation Awareness Queries

The situation present assessment method (SPAM) [15] wasused
to measure participants’ situation awareness. At predetermined

http://humanfactors.jmir.org/2020/2/e16036/

XSL-FO

RenderX

moments of the ssimulation, the experimenter MKT called the
participants mobile phone to deliver situation awareness
queries. The queries covered the three levels of situation
awareness (perception, comprehension, and projection). For
generating the situation awareness queries, we followed the
process recommended by Endsley [16] to conduct a
goa-directed task andysis (GDTA), which involved
semistructured interviews, formulating agoal tree, and extracting
and finally trandating situation awareness requirements into
scenario-specific queries. Details of the GDTA and situation
awareness requirements are provided in Multimedia Appendix
1 and Multimedia Appendix 2, respectively. A total of nine
situation awareness queries (Table 1) were generated with input
from five anesthetists (CPC, KML, THC, an associate
consultant, and a resident specialist).
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Table 1. The nine situation awareness queries used in the scenario with their locations of information and their target answers.

Phase, Situation awareness queries Location of the information Target answer

Preincident

Level 1: What isthe level of hemoglobin of the pa-
tient?

Preoperative assessment Approximately 11

Level 2: What isthe most possible cause for thepa
tient’s hypertension?

Physiological monitor (BP? baseline BP) Tourniguet pain

«  Understanding of the surgical procedure
« Maedica knowledge

Level 3: If you do not provide any intervention, what «  Physiological monitor (BP, baseline BP) Increase
Id h to the BP?
wollid happento the »  Understanding of the surgical procedure
«  Medica knowledge
Incident
Level 1: What is the patient’s baseline BP? o AIMS/manual record 125/80

«  Physiological monitor

Level 2: What isthe most likely cause of the patient’'s
hypotension?

Physiological monitor (HR?, BP) Bleeding/volume loss
«  Understanding of the surgical procedure

« Maedica knowledge

Level 3: If you do not provide any intervention, what «  Ventilator (CO,, baseline CO,, medical Increase

would happen to the end-tidal CO,? knowledge)
«  Understanding of the surgical procedure

Postincident

Level 1: How much blood has the patient lost? «  Suction bottle (volume of blood) 500-700 mL

«  Communication with nurses (volume of saline (within +5% is acceptable)
drip applied)

« Blood gauze

Level 2: Isthe bleeding controlled? Why? Suction tubing sound
Suction bottle
Physiological monitor (BP, HR)

Surgical field (eg, blood gauze)

Yes, thereis no more blood in suc-
tion tubing/HR and BP become
normal

Level 3: If you do not provide any intervention, what «  Medica knowledge
would happen to the hemoglobin level ? «  Understanding of the surgical procedure
« Blood analysis

Increase. Not enough volume re-
placement, making the haemoglobin
concentration higher. Or decrease.
Due to severe blood loss

3BP; blood pressure.
PHR: heart rate.

situation awareness accuracy); and (3) self-reported mental

Primary Outcomes

There were three primary outcomes as follows: (1) accuracy of
detecting suction tubing sounds (ie, vigilance detection
accuracy), which were sounds made from actual suction tubing
controlled by the scrub nurse (KML); (2) accuracy of correctly
answering scenario-specific situation awareness queries (ie,

http://humanfactors.jmir.org/2020/2/€16036/

RenderX

workload ratings on The National Aeronautics and Space
Administration Task Load Index (NASA-TLX) [17].
M easurements of the primary outcomes were performed by the
experimenters MKT and SWL at predetermined times during
the 45-minute scenario. Figure 2 shows how the measures were
distributed over the three phases of the scenario.
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Figure 2. Design of the predetermined vital signs used in the clinical scenario of the simulation and the timeline of vigilance (V), situation awareness
(9), and mental workload (W) assessments. BP: blood pressure; HR: heart rate.
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Secondary Outcomes

The secondary outcomes involved the distribution of the
participants’ time across different task activities (ie, task time
distribution), the quality of their anesthesiarecord (ie, anesthesia
record completeness), and their attitude toward the AIMS. We
assessed participants' attitude toward the AIMSin terms of trust
and acceptance, using a 45-item questionnaire (Multimedia
Appendix 3) after the simulation was completed.

Statistical Analysis

Operationalization of the Primary Outcomes

Vigilance was operationalized as detection accuracy for each
participant. The score was calculated as the proportion (%) of
the six tubing sounds that a participant detected. Situation
awareness was operationalized as response accuracy, which
was calculated as the proportion (%) of the nine situation
awareness queries that the participant answered correctly. Each
participant’s answers to the situation awareness queries were
first evaluated against a predetermined marking scheme. When
an answer did not match thetarget answer, an anesthetist (THC),
who was blinded to the condition allocation, helped determine
the accuracy of the answer according to expert judgement.

We performed the subjective mental workload measurement at
the end of each simulation phase, in which participants rated
each NASA-TLX dimension on a scale from O (lowest) to 100
(highest). The NASA-TLX comprises six dimensions (mental
demand, physical demand, temporal demand, effort, frustration,
and performance). The mean overal TLX score for each
participant was cal culated across the three simulation phases.

Operationalization of the Secondary Outcomes

Participants' task activities in the simulation were video
recorded and were reviewed to extract data on the different task

http://humanfactors.jmir.org/2020/2/€16036/
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activities. Task time distribution for each individual task
category was computed as a percentage of the time spent on
that category over thetotal timefor all four tasks, including (1)
entering record data, (2) monitoring the patient (eg, looking at
the patient record, physiological monitor, anesthetic gas
machine, or simulated patient), (3) performing patient care
activities (eg, administering medication into patient’s
intravenous access), and (4) interacting with the surgical team
(eg, talking to the surgeon, asking the runner nurse to order
medication, etc). Datawere not coded for tasks that did not fall
into any of the four task categories (eg, tidying up equipment
wires, walking around the OR, €tc).

Two raters assessed the participants' anesthetic records for
completeness using the 15-item checklist by Edwards et al [4],
which was modified from the Austraian and New Zeaand
College of Anesthetists’ recommendations on anesthetic records
[18]. Thetwo raterswere an anesthetist (THC) and a consultant
anesthetist (CPC), and they scored each checklist item with 1
(present), 0.5 (partially present), or O (absent) for the anesthetic
records. The scoring was carried out by the raters independent
from each other. The scores of individua checklist items were
summed to produce atotal score for each anesthetic record.

The trust and acceptance questionnaire had the following two
parts: “trust in the AIMS’ (adapted from a scale on trust in
automated systems[19]) and “ acceptance of the AIMS” (adapted
from ascal e based on the technol ogy acceptance model [20-22]).
All items in the questionnaire were rated on a 5-point Likert
scale, with 1indicating strongly disagree, 2 indicating disagree,
3indicating neutral, 4 indicating agree, and 5 indicating strongly
agree. Separate mean scores for trust and acceptance were
calculated for each participant.

Prior to analysis, the Shapiro-Wilk test and Levene test were
performed to assessthe normality and homogeneity of variance,
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respectively, of the studentized residuals of the data. The
independent sample t test was used to compare differences
between the manua and AIMS conditions for normally
distributed data. The Mann-Whitney U test was performed for
non-normally distributed data.

According to the directions of the hypotheses, one-tailed
significance tests were performed for the primary outcomes,
whereas two-tailed tests were performed for the secondary
outcomes. Task time distributions of the four tasks were

Figure 3. CONSORT disgram for the simulation study.
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compared between the two conditionswith Bonferroni correction
to obtain amore stringent alphalevel of .0125 (.05/4).

Results

Response Rate

All 20 participants completed the trials without any dropout
(Figure 3). Participantsin the AIM S condition and those in the
manual condition had comparable years of experience in
anesthesia, with mean experience durations of 3.4 and 3.2 years,
respectively.

[ Enrollment ]

Assessed for eligibility (n=50)

Excluded (n=30)
+Not meeting the inclusion criteria (n=23)
+Not meeting the simulation schedule

(n=7)
Randomized (n=20)
v [ Allocation ] v

Allocated to the intervention (n=10)
+ Received the allocated intervention (n=10)

Allocated to the intervention (n=10)
+ Received the allocated intervention (n=10)

Follow-Up } v

S

Lost to follow-up (n=0)

Discontinued the intervention (n=0)

Lost to follow-up (n=0)

Discontinued the intervention (n=0)

Analysis ] v

J

Analyzed (n=10)
+ Excluded from analysis (n=0)

Primary Outcomes

There was no significant difference in vigilance accuracy
between the AIMS (mean 56.7%, SD 32.6%) and manual
conditions (mean 56.7%, SD 31.6%) (t;g=0.00, P=.50,
one-tailed); therefore, H1 was not supported. Although there
was nho significant difference in situation awareness accuracy
between the AIMS (median 88.9%, range 66.7%-100%) and
manual conditions (median 88.9%, range 77.8%-100%) (U=40.5,
P=.48), we carried out a post-hoc power analysisusing G* Power
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[23] on the basis of an emerging difference in trend between
the two conditions. The achieved power (1 [3) calculated was
0.13, which was below the lowest conventionally acceptable
level of 0.8. This suggests that the study did not have enough
power to detect a difference in situation awareness accuracy
between the AIMS and manual conditions. Therefore, H2 was
inconclusive. However, we found that participants reported a
significantly lower overall TLX score in the AIMS condition
(mean 34.2, SD 12.5) than in the manual condition (mean 46.7,
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SD 11.5) (t1g=—2.34, P=.02, one-tailed). Therefore, H3 was
supported.

Secondary Outcomes

Some video data were not coded (30% in the AIMS condition
and 26% in the manual condition), as they either could not be
classified or involved tasks that did not fall into our predefined
task categories. Of the data that were coded according to the
four task categories, only the proportion of time spent on record
data entry differed significantly between the AIMS (mean
26.0%, SD 4.9%) and manual conditions (mean 33.7%, SD
6.9%) (t,=—2.87, P=.01, two-tailed). We also found that the
level of completeness of anesthetic records was significantly
higher inthe AIM S condition (median 100%, range 93%-100%)
than in the manual condition (median 75%, range 55%-87%)
(U=0.000, P<.001, two-tailed). The two raters for record
completeness had a high degree of reliability, with an average
intraclass correl ation coefficient of 0.893 and a95% Cl ranging
from 0.68100.96 (F,g 19=11.59, P<.001). Finally, datafromthe
trust and acceptance survey indicated that 45% (9/20) of
respondents showed a positive attitude (agree or highly agree)
of trust toward the AIMS and the remaining 55% (11/20)
showed a neutral attitude. In terms of acceptance, 90% (18/20)
of respondents showed a positive attitude (agree or highly agree)
and 10% (2/20) showed a neutral attitude.

Discussion

Overall Findings

Despite the increasing adoption rate of AIMSsin hospitals[2],
their effect on the monitoring performance of anesthetists has
not been thoroughly examined. This study compared the effects
of AIMSuseand manual record keeping in terms of anesthetists
levels of vigilance, situation awareness, and subjective mental
workload with a randomized controlled trial in a high-fidelity
simulation setting. The primary outcomes indicated that while
there was no relevant difference in participants vigilance
between AIMS use and manua record keeping, subjective
mental workload was much lower among participants using the
AIMS than among those using the manual method. However,
the effect on situation awareness accuracy was inconclusive
because the study was under-powered to detect its difference
between the two conditions.

AIMS use might have two advantages over manua record
keeping with respect to mental workload. First, the lower
subjective mental workload with AIM S use might be a product
of reduced physical movements. Informal inspection of our
GoPro video data revealed that participants in the manual
condition exhibited extensive head movements owing to the
shifting of attention between the physiological monitor and the
paper anesthesia chart. These movements may imply that more
cognitive and perceptual activities (eg, remembering, looking,
and searching for information) are involved in manual record
keeping, and thereby, they result in higher subjective mental
workload. Second, manual record keeping might have placed
a high demand on participants prospective memory
(remembering afuturetask) [24], becausethey needed to remind
themselves to update vital signs on the paper chart regularly.

http://humanfactors.jmir.org/2020/2/€16036/
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The secondary outcomes indicated further benefits of AIMS
use. First, participants who used the AIMS spent about 8
percentage points less of their total time on record data entry
than those who used manual record keeping. Thisresult confirms
previous findings that electronic record keeping allows
anesthesia residents to spend less time on record keeping as
compared to that with manual record keeping [7]. Second, AIMS
use produced more complete anesthetic records than those
produced by manual record keeping. Thisfinding is consistent
with the result of a previous study that retrospectively assessed
400 anesthetic records created by AIMS or manual record
keeping methods [4] and reported more complete AIM Srecords
than manual records. It is likely that AIMS use spares
anesthetists from charting patients' vital signs and allows them
to spend more time on including other required information in
the anesthetic records. Third, the attitude survey of AIMS use
indicated that participants had a positive attitude toward trusting
and accepting AIMS usein their practice.

Compared with previous studies on AIMS use that only
examined visua vigilance [6,7], our study tested auditory
vigilance. In this study, vigilance was operationalized as
participants’ accuracy of detecting suction tubing sounds. This
stimulus was chosen based on its clinical relevance, given that
anesthetists often interpret it as a sign of patient blood loss
during surgery. Although adirect comparison to visual vigilance
might beimpossible, our current results and those from previous
studies suggest that AIMS use does not harmfully decrease
anesthetists' vigilance level [6,7]. However, irrespective of the
type of record keeping, participantsin this study demonstrated
only afair vigilancelevel inthat they only detected, on average,
3.2 out of al 6 suction sounds (54%) in the vigilance
assessments. We had not anticipated this result, but given the
clinical importance of detecting suction sounds, this should be
further investigated in future studies.

Limitations

Thisstudy had six limitations. First, our simulated scenario only
represented anesthetic cases that involve an uneventful period
followed by critical incidents. Therefore, our findings can only
be applied to the context of anesthesia with critical incidents.
In anesthesia, many cases occur without any critical events.
When the anesthetic procedureis uneventful, the effect of AIMS
use on anesthetists’ vigilance and situation awareness might be
different because complacency might arise, and this warrants
further investigation.

Second, our participants were more accustomed to AIMS use
than manual record keeping in their usual practice becausejunior
anesthetistsat TMH are trained on the AIM S but not on manual
record keeping. Therefore, participants in our simulation had
to beretrained on manual record keeping for comparison. While
this retraining might seem artificial, it was the aim of TMH'’s
Department of Anaesthesia & ICU to investigate the tacit
assumption of the effectiveness of AIMS use over manual record
keeping. Retraining in the manual condition might have
increased participants perceived mental workload, degraded
their vigilance, and decreased their record keeping efficiency.
This possible confounding factor could be addressed in future
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studies by sample screening or providing participants with
prolonged training in manual record keeping.

Third, the findings of our study cannot be generalized to all
models or brands of AIMSs. Other models of AIMSs might
have different functions or interfaces and might interact with
anesthetists differently.

Fourth, the participants, experimenters, and confederates were
not blinded to the condition assigned to each participant owing
to the nature of the manual and automated record keeping
conditions.

Fifth, although our results suggest that AIMS use reduced the
time spent on record data entry, it is unclear whether the time
reduction led to an increase in time spent on monitoring patients
or performing patient care activities. This could be addressed
in future studies by examining how anesthetists reallocate the
time saved with AIMS use to other tasks.

Sixth, we used a GoPro camera attached to each participant’s
head in an attempt to capture visual data. However, the GoPro
camera, at its best, could only provide us with the participant’s
gaze direction. If accurate visual attention data are to be

Tseeta

gathered, amobile eye tracker should be used in future studies.
Eye tracking data would alow for not only better inference of
participants’ visual attention in general, but also identification
of what activities they focus on when not interacting with the
AIMS.

Conclusions

Despite the increasing popularity of AIMSs in hospitals, no
previous studies have analyzed their effects on comprehensive
monitoring performance. The findings of this study provide
support for the adoption of AIMSsin the OR by demonstrating
a number of benefits of AIMS use, including reducing
anesthetists’ perceived mental workload, saving their time spent
on data entry, and producing complete anesthetic records,
without compromising vigilance. M oreover, the mgjority of our
anesthetists expressed a positive attitude toward trusting and
accepting AIMSsin the OR.

The level of automation in health care is likely to increase as
medical technology advances. It isimportant to know the effects
that automation will have on patient care, as it could affect
clinicians care quality and, ultimately, patients’ well-being and
safety.
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Abstract

Background: Knee extensor muscle performanceisreduced after lower extremity trauma and orthopedic surgical interventions.
At-home use of neuromuscular electrical stimulation (NMES) may improve functional recovery, but adherence to at-home
interventionsislow. Greater benefits from NMES may be realized with closer monitoring of adherence to at-home prescriptions
and more frequent patient-provider interactions.

Objective: This study aimed to develop a cyber-physical system to monitor at-home adherence to NMES prescription and
facilitate patient-provider communications to improve adherence in near real time.

Methods: The RehabTracker cyber-physical system was developed to accomplish this goal and comprises four components:
(1) hardware modifications to a commercialy available NMES therapy device to monitor device use and provide Bluetooth
functionality; (2) an iPhone Operating System—based mobile health (mHealth) app that enabl es patient-provider communications
in near real time; (3) aclinician portal to allow oversight of patient adherence with device use; and (4) a back-end server to store
data, enable adherence analysis, and send automated push natifications to the patient. These four el ements were designed to be
fully compliant with the Health Insurance Portability and Accountability Act. The system underwent formative testing in acohort
of patients following anterior cruciate ligament rupture (n=7) to begin to assess face validity.

Results: Compared with the NMES device software-tracked device use, the RehabTracker system recorded 83% (40/48) of the
rehabilitation ons, with 100% (32/32) of all sessionslogged by the systemin 4 out of 7 patients. In patientsfor whom tracking
of automated push notifications was enabled, 100% (29/29) of the push notifications sent by the back-end server were received
by the patient. Process, hardware, and software issues contributing to these inaccuracies are detailed.
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Conclusions:

Stevens et al

RehabTracker represents a promising mHealth app for tracking and improving adherence with at-home NMES

rehabilitation programs and warrants further refinement and testing.

(JMIR Hum Factors 2020;7(2):€16605) doi:10.2196/16605
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Introduction

Background

Traumatic injury to the knee joint, including rupture of the
anterior cruciate ligament (ACL), is common and highly
debilitating [1]. Despite surgical reconstruction and
rehabilitation, many patients suffer muscle weaknessfollowing
theindex traumaand surgical intervention that persistsfor years
after surgery [2,3] and are not satisfied with their knee
functionality [4]. Current rehabilitation regimens are designed
to restore muscle function to preinjury or presurgery levels but
are only marginally effective [5]. This may be due, in part, to
how pain, impaired neural activation, restricted range of knee
motion, and risk for damaging the healing ACL graft limit the
rehabilitation regimens available in the early, postinjury, and
postsurgical periods. Thereisaneed for improved rehabilitation
modalities that can be used at these times to mitigate atrophy
and weakness and improve long-term function.

Neuromuscular electrical stimulation (NMES) is an ided
candidate intervention for the early postinjury and postsurgical
periods. This patient-directed therapy uses aportable, hand-held
devicetoinitiate muscle contraction by passing current through
electrodes placed over the muscle of interest. NMES s effective
at preventing skeletal muscle atrophy caused by experimentally
induced muscle disuse in closely monitored research studies
[6,7] and is approved by the Food and Drug Administration
(FDA) for thisindication following injury and surgery. In fact,
studies show that it prevents quadriceps weakness and atrophy
following ACL rupture and surgical reconstruction [8,9] and
enhances long-term functional recovery [10]. However, use of
NMES in orthopedic patients in the postinjury and early
postsurgical periods may be limited by the need for associated
costly outpatient clinic visits. Although NMES devices are
amendable to home use, low adherence to home-based
rehabilitation interventions [11-13] have tempered enthusiasm
for itsusein this setting. Some NMES devices alow for covert
monitoring of adherence in the device software that provides
the capacity to track at-home NMES use; however, as this
oversight is retrospective, there is no opportunity to intervene
and correct nonadherence as it occurs. New tools for
administering and monitoring rehabilitation may improve
adherence with at-home interventions such as NMES by
allowing closer provider oversight and facilitating
patient-provider interactions to address specific adherence
issues.

http://humanfactors.jmir.org/2020/2/e16605/

Sensors and communication equipment can be coupled to
medical devicesto form cyber-physical systems that allow for
near real-time monitoring of treatment adherence and clinical
statusaswell as provide novel opportunitiesfor patient-provider
communication. As of 2018, over 95% of adultsin the United
States owned acell phone[14], suggesting tremendous potential
for cyber-physical systemstoimprovetreatment adherence and
monitor health outcomes. Such systems have been devel oped
to monitor glucoselevelsin diabetics[15] and posture and joint
loading in patients following hip surgery [16], to name a few.
In patients recovering from muscul oskeletal injury and surgery,
efforts to develop cyber-physical systems to aid rehabilitation
have been limited. Recent reports describe Web-based resources
to assist patients with self-guided, at-home orthopedic
rehabilitation [17]. To our knowledge, however, no reports have
described the construction of acyber-physical system to support
adherence monitoring of at-home rehabilitation with NMES.

Objectives

To address this technological gap as well as the clinical needs
of patientsand rehabilitation professionals, we sought to devel op
a cyber-physical system, comprising an instrumented medical
device, a mobile health (mHealth) app, and back-end server
architecture, to monitor and improve adherence with at-home
NMES therapy. Along with the basic functionality, a crucial
feature of our system is compliance with the Health Insurance
Portability and Accountability Act (HIPAA), which is a law
that requires strict protections for the storage of and access to
protected health information. In addition, we performed initial
formativetesting of the systemin patientsfollowing ACL injury
to assess its functionality in a real-world setting and discern
whether the system would be suitable for further development
and testing.

Methods

System Components

The RehabTracker cyber-physical system comprises four main
components (Figure 1): (1) the modified NMES device, (2) the
iPhone Operating System (iOS) mobile app (mHealth app), (3)
the back-end server, and (4) the clinician portal Web interface.
As patients perform NMES with the modified device,
rehabilitation session data are recorded. After each session,
patients use the RehabTracker app to transfer the session data
from the embedded device to the database. In turn, the
Web-based data are viewed by the clinician and used for
automated adherence tracking and push notifications. The
following sections detail each component of the system.
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Figure 1. Simplified overview of the components of the RehabTracker cyber-physical system and user interactions. The RehabTracker mobile health
(mHealth) app receives and transmits neuromuscular electrical stimulation (NMES) use data and serves as a conduit for patient-provider interactions.
A secure, Health Insurance Portability and Accountability Act—compliant, back-end server receives the device use data, displays the adherence data for
care provider review, and sends automated push notifications to the mHealth app, with the goal of improving adherence to the NMES prescription.

NMES: neuromuscular electrical stimulation.
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The core of this system is the Empi Continuum (Figure 2), an
FDA-cleared multifunctional electrotherapy device that offers
adjunctive electrophysical rehabilitation therapies, including
the NMES therapy considered herein. The main goals of the
modifications to this system were (1) to render it capable of
tracking device use and (2) communicate data to a companion
iOS app via Bluetooth 4.0.

The instrumentation to achieve both these goals is built upon
the RedBearLab’'s Blend BLE (Figure 2), asmall devel opment
board that includes an integrated microcontroller and Bluetooth
4.0 module. Thefour output leads of the EMPI device are passed
through a custom rectifier and voltage divider circuit (Figure
2) and sampled through two analog inputs of the Blend. The
resulting signal provides adirect measure of device activity that
is logged quantitatively using custom firmware on the device.
The Blend was a so integrated with areal-time clock to provide
absolute time stamps that were used to characterize the duration
of each rehabilitation session. All this information is
communicated to a mobile phone via Bluetooth ow energy.

The combined Blend-EMPI system is powered by two AA
rechargeabl e nickel metal hydride batteriesand iscontrolled by
amaster switch (Figure 2), ensuring that arehabilitation session
cannot be completed without also being tracked by the
monitoring hardware. A step-up regulator (Figure 2) is used to
provide the requisite 5 V to the Blend. The EMPI’s internal
low-voltage cutoff is retained, ensuring that the system cannot
be used if the batteries are no longer capable of providing

http://humanfactors.jmir.org/2020/2/e16605/
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sufficient power to enable astandardized rehabilitation session.
If thisstateisreached, an indicator light-emitting diode (Figure
2) will not illuminate when the master power switch is engaged.
The Blend system is enclosed within a 3D-printed housing that
is secured to the back of the EMPI (Figure 2). The batteriesare
housed in an external enclosurethat allowsfor easy replacement
by the user and acts as a kickstand for the device, when in use
(Figure 2).

The Blend firmware serves two purposes. (1) processes the
voltages from the NMES device into session dataand (2) sends
the datato the RehabTracker mHealth app viaBluetooth. During
atherapy session, the NMES device outputs alternating waves
of high and low voltage, which trigger muscle contraction and
relaxation, respectively. When enabled, the Blend constantly
monitorsthe NMES device voltage and automatically identifies
the beginning and the end of a therapy session as recorded by
an onboard real-time clock based on a simple threshold-based
state machine. Asameasure of the session intensity, an average
maximum voltage variable is calculated by determining the
peak voltage achieved during each muscle contraction cycle
and averaging across the session. When asession is completed,
the datafor that session (start time, end time, and average peak
voltage) are stored in the Blend's local storage until async is
initiated by the user. Data storage space is not an issue as the
Blend's 256 KB loca storage can hold the data of far more
sessions (approximately 24 bytes per session) than a patient
would complete. Once a sync is initiated by the user, stored
session data are sent to the RehabTracker mHealth app and
deleted from the Blend's storage. Data transmission from the
modified NMES device to the mobile app is enabled by the
Blend firmware and istransferred in a custom format.
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Figure 2. Modified neuromuscular electrical stimulation system can track the duration, intensity, and timing of rehabilitation sessions (labeled as“a’).
Exploded view of the system, comprising a RedBearLab’s Blend BLE (labeled as“c-i") and custom circuitry for quantifying device usage (labeled as
“c-ii") and integrated within a 3D-printed enclosure secured to the back of the EMPI (labeled as“b-iii”). Power is provided by two AA batteries secured
in an external housing (labeled as “b-iv") and is controlled by a master switch (labeled as “b-i") and step-up regulator (labeled as “c-iii”). An externa

light-emitting diode (labeled as “ b-ii”) indicates when the device is powered on.

P

-

Mobile Health App Development

Patients predominantly interact with the system through the
mHealth app. The app allows patients to view and sync their
session data (Figure 3) to the database. Communication with
the patient via push notifications is also supported by the app

http://humanfactors.jmir.org/2020/2/e16605/
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(Figure 3). The app was devel oped for iOS because of its high
preference in the age demographic most likely to sustain
traumatic knee injuries [18]. However, al supported
functionality could be replicated on the Android platform
without technical barriers.
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Figure 3. Sample screenshots from the RehabTracker maobile health app, which includes functionality to sync session data with the secure database
(shown in screenshot “@’) and encourages patients' adherence to the push notifications (shown in screenshot “b”).

iPod = 12:27 PM E 3]

User Sync

Date last Synced:
2018-5-23 2:00:00

Sessions This Week: 0

a) ;

Sync

App Interface

The most significant feature of the mobile app isthe sync feature
(Figure 3), which sends patient data from the modified NMES
device, through the app, to the database via our representational
state transfer (REST) application programming interface (AP!).
When a patient presses the sync button on the app, it initiates
the Bluetooth scanning procedure in an attempt to establish a
connection with any nearby modified NMES device. The process
occurs from within the app, and patients do not need to pair
their phone with their NMES device. After establishing a
connection, the app reads session data from the device's
Bluetooth characteristic until it reaches the end-of-message
symbol or the connection times out after 30 seconds.
Parenthetically, we did not include a layer of security that
required the modified NMES deviceto be paired with aspecific
user mobile device as the close oversight of the software and
device disbursement in this study meant that the likelihood of
the two devices and/or apps being in close proximity was
extremely remote. Nonethel ess, future versionswill incorporate
device pairing.

Datacollected from the NMES device are parsed into JavaScript
Object Notation objects and stored locally on the patient’s
phone. The app also attempts to upload these locally stored
sessionsto the database viaour REST Web API. On-phone data
storageisonly used to prevent dataloss from network errors or
when internet service is unavailable. These copies are deleted
after the data are successfully uploaded to the database. In
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Sunday, December 30

REHAB TRACKER

Each NMES session that you complete
is another step closer to getting you
back on your feet.

now

Press home to open
b)

ee D
addition to the one-button sync feature, the iOS app aso
provides user authentication for patients. This introduces
additional security to the app and ensures that the data synced
through the app will only be associated with the logged-in user.

Push Notifications

RehabTracker usesautomated push notificationsto communicate
positive and motivational messages to patients on an almost
daily basis, an approach designed to reduce overhead time for
cliniciansin the daily process of communicating with patients
regarding adherence to their rehabilitation prescription. The
notification method, based on social cognitive theory [19] and
outlined in Figure 4, reminds and encourages patients to
complete NM ES sessions, without contacting them so frequently
that they ignore notifications. There arethree eventsthat initiate
a push notification, including (1) a completed session, (2) a
week starting with no sessions, and (3) the end of aweek. For
each type of event, a message, randomly chosen from an
extensive set of messages associated with that event and the
patient's level of adherence, is sent to the patient via an app
notification. Mixing up the messages and assuring that thereis
sufficient number of messages make the experience less
automated. The examples of message content for each event
type are listed in Textbox 1, and a screenshot of how the
notifications appear to patients is presented in Figure 3.
Generally, the messages are designed to enhance motivation
and encourage the patients’ confidencein their ability to comply
with rehabilitation.

JMIR Hum Factors 2020 | vol. 7 | iss. 2 | 16605 | p.92
(page number not for citation purposes)


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

JMIR HUMAN FACTORS

Stevens et al

Figure 4. Patient adherence evaluation algorithm. Adherence is checked twice weekly. Positive and remedial push notifications are sent based on the

number of neuromuscular electrical stimulation sessions completed.

For each patient

b J

;—i:jllr;: T:;a:,;}; Yes Completed Mid-week
compliance » session this reminder
chI:-,ck"i' week? notification
Mo l Yes
¥
i
Yes
¥
Mumber of
sessions this

week

Moncompliant
notification

Semicompliant
notification

=4

Compliant

notification

Textbox 1. Examples of text used in different types of notifications sent to patients.

After session

o “Great job finishing your NMES session!”

Compliant

Semicompliant

can do to help?’

Noncompliant

Midweek reminder

. “Fantastic week! You met your goal for NMES sessions. Keep up the good work!”

«  “Wewould like to see you complete 5 NMES sessions per week. You did great last week but didn’'t quite sync 5 sessions. Is there anything we

o “Tough week? We saw that you did not sync 5 sessions of NMES. Let us know if there is anything we can do to help.”

«  “Wenoticed you have not completed an NMES session in the last 3 days. Isthere a problem? Can we help? Give usacal”

After apatient syncs session data with the system, they receive
a positive reinforcement notification from the system. As
patients should be completing five sessions every week (each
7-day period starting with thefirst day of RehabTracker system
use), these are the most frequent notifications. If apatient begins
their week with three consecutive days without syncing a

http://humanfactors.jmir.org/2020/2/e16605/

RenderX

session, then a reminder notification is sent inquiring if they
forgot to sync their sessionsor if they are having problemswith
the device or app. Finally, at the end of a patient’s week, the
patient receives a notification reporting their total adherence
for the week. We have created three subcategories for patient
adherence notifications for these weekly communications: (1)
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compliant (>4 sessions completed), (2) almost compliant (3-4
sessions completed), and (3) noncompliant (<3 sessions
completed). Thisclassification scheme ensuresthat the patients
who are completing some, but not al, of the required sessions
receive positive reinforcement while also being nudged to
improve adherence during the next week. In noncompliant
patients, care providers are aderted to the patients
noncompliance so that additional patient-provider
communication can be undertaken to resolve issues contributing
to the nonadherence.

Clinician Portal Web I nterface Development

The clinician portal provides near real-time access to patient
adherence and session data. The site's front end is written in

Stevens et al

hypertext preprocessor (PHP) language and directly interfaces
with the MySQL database. Queries are sanitized by our
structured query language (SQL) database API. The siteisalso
hosted with hypertext transfer protocol secure (HTTPS) to
ensure HIPAA compliance. Dataareimmediately updated after
a patient’s data sync. Upon logging in with a username and
password, clinician usersreceive various views of their patients
data (Figure 5). The home screen sorts patients by their
adherence status to aert clinicians of noncompliant patients
who may need more attention. Clinicians can also see device
use data on a session-specific level. The portal also alows
cliniciansto enroll patientsinto RehabTracker and allows admin
clinicians to add other clinicians.

Figure 5. Sample screenshot of the clinician portal, which identifies patients who are nonadherent; provides summary information on the current
patients; and offers functionality to view all patients, individual patient sessions, and to add clinicians (administrator only) and patients.

Rehab Compliance Portal

Patient ID: Compliance: Week Start: Device Synced:

chun 0 2018-05-29  2018-02-11
zav 0 2018-05-29  2017-10-26
234567 0 2018-05-29  2018-02-13

Patients who are OUT of compliance:

Summary of Active Patients for Clinician tim

Pateint ID Clinician Device Synced Start Date C liance Checked Week C liance Goal Week Start
chun tim 2018-02-11 2017-10-10 2018-05-29 0 0 2018-05-29
zav tim 2017-10-26 2017-10-26 2018-05-29 0 0 2018-05-29
234567 tim 2018-02-13  2018-02-07 15:13:23 2018-05-29 0 0 2018-05-29

Back-End Server

The back-end server that enables the RehabTracker
cyber-physical system includes the following
components/features: (1) REST AP, (2) MySQL database, (3)
adherence assessment, (4) push notifications, and (5) HIPAA
adherence and security. Each component is described in more
detail below.

Representational State Transfer Application
Programming I nterface

The RehabTracker iOS mobile app followsa3-tier client-server
architecture when interacting with the database. For the middle
tier, we implemented a REST APl in PHP. The primary
functions of the RehabTracker cyber-physical system are
enabled by this API. When a patient presses the sync button in
the iOS app, all session data are transferred through the API to
the database. It also creates a push notification for the patients

http://humanfactors.jmir.org/2020/2/e16605/

RenderX

when they sync, to provide immediate positive feedback.
Additional features of the Web API include authentication of
users.

MySQL Database

A MySQL database was used to store data on a
HIPAA-compliant server. A total of five tables store and relate
clinician, patient, session, push, and notification data. The
patient and clinician tables store information about patients that
will remain constant throughout the study. When a patient
completes a session, anew row is added to the session table to
log it, and whenever anew push notification is sent, it is added
to the push table. The notification table contains the text of the
push netification ordered by the push notification category.

Adherence Assessment

RehabTracker automatically checks a patient’s adherence on
the third and the seventh day of each week relative to their start
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date (Figure 4). A scheduled server process performs these
checks. According to the NMES prescription for these patients,
adherenceisdefined asthe completion of a1-hour session each
day for 5 days every week. The push notification regime
associated with this adherence checking is discussed in detail
above.

Push Notifications I nfrastructures

The RehabTracker server uses three components to generate,
store, and send A pple push notifications (APNs). The adherence
script and APl generate push notifications based on the user
data, the database storesthe notifications, and a scheduled server
job sends the notifications with APN. The data sync API
endpoint and adherence script described above upload push
notifications to the database. Each notification is stored in the
database with the ID of the patient who is receiving the
notification and the index of the notification body.

Every hour, the push notification script queries the database for
al unsent notifications, builds natification objects with the
notification bodies and the universally unique identifier of the
patients' phones, and sends these notification objects to users
with APN. Natifications are stored in the database agnostic of
purpose; that is, with regardsto adherence or compl eted session.
Accordingly, the same notification-sending script is used for
both. The push natification script iswritten in Python and takes
advantage of the Python APNSs library for sending APNs. The
script also uses the REST API to receive al information from
the database. This minimizes exposed database credentials and
ensures that the messages are encrypted when sent from the
database to the script.

Health Insurance Portability and Accountability Act
Compliance and Security

All patient datain RehabTracker are anonymous. When a patient
is signed up to use the RehabTracker, they receive an
anonymous user 1D from the clinician with no correlation to
their personal information. The patient uses this ID as their
RehabTracker username, and all data in the database for that
patient is related to this ID. This approach ensures that data
stored in the database are anonymous, and, thus, are not
protected health information, as defined by HIPAA [20]. The
app itself does not use passwords. Instead, users log in with
their anonymous I D. In addition, the use of the app requiresthe
customized NMES device. All these elements further reinforce
data security.

The database, Web API, and provider portal are hosted on a
HIPAA-compliant server. The database uses Research Electronic
Data Capture to secure permanent data storage. To access the
data, one must use the Web API or provider portal. Each of
these points of access actively limits the SQL injection to
minimize the data one may access. The API and portal are also
implemented using HTTPS, taking advantage of the transport
layer security encryption. In addition, the provider porta is
username and password protected. Only developers have root
privileges. These security and privacy measures have allowed
usto test RehabTracker in the clinical setting.

http://humanfactors.jmir.org/2020/2/e16605/
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Pilot Clinical Study

We undertook a formative evaluation of the RehabTracker
system on a convenience sample of patients who were taking
partinaclinical trial of NMES usein patientswho had suffered
ACL injury and undergone surgical reconstruction
(NCT02945553).

Participants

A total of 7 patients (3 women and 4 men) were selected to use
RehabTracker. All patientswere aged between 18 and 50 years;

had BMI <35 kg/m?; had suffered an acute, unilateral, first-time
ACL rupture; and were scheduled to undergo reconstructive
surgery. Patientswere excluded based on thefollowing criteria:
(2) history of knee injury/surgery of either leg or nonsurgical
intervention; (2) abnormal laxity in any other lower extremity
besides the injured ACL; (3) signs or symptoms of arthritis,
autoimmune or inflammatory disease, or diabetes; (4) grade
[11b or greater articular cartilage lesions; and (5) women who
were pregnant or planning on becoming pregnant. Written
informed consent was obtained from all volunteers before their
participation, and al protocols and procedures were approved
by the Committee on Human Research in the Medical Sciences
at the University of Vermont.

Procedures

Patients (age: mean 22 years, SE 1; BMI: mean 26 kg/m?, SE
1) used RehabTracker for 1 to 2 weeks, performing between 5
and 10 NM ES rehabilitation sessions. The RehabTracker system
was used after a patient had experience using NMES therapy
so that the errors in use of the device would not affect the
usability of the RehabTracker system. Each patient was enrolled
in the RehabTracker study by a single participating clinician.
Following enrollment, the RehabTracker app was downloaded
to their personal iOS device using Apple's TestFlight service.
The download links were sent to an email address created as a
part of the enrollment procedure. While using the RehabTracker
system, patients simultaneously logged their NMES use on
paper-based log sheets. Patients' self-report logs were kept to
document the NMES device use and were compared with the
use data recorded by RehabTracker to verify the functional
correctness of the system for recording NMES sessions.

Results

Functional Correctness

We conducted aninitial assessment of thefunctional correctness
of the system, specifically, its ability to perform the two main
functions for which it was designed: (1) to sense and convey
information about the NMES device use to the back-end
server/clinician portal and (2) to function as a platform for
provider-patient communications about device use adherence.
Numerical results are provided as these are the basis for the
assessment of functionality; however, we acknowledge that
these numbersreflect the prototype functionality rather than the
true adherence to the NMES prescription. Nonetheless, our
efforts to define functionality uncovered issues that will be
addressed in future prototypes.
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With regard to the first design goa of our system, before we
could define the aspects of the system that functioned properly
and the onesthat did not, we had to define whether the sessions
that the patients completed were tracked by our system. Of the
total number of sessions that the patients self-reported using
the modified NMES device, 75% (55/73) were recorded by the
RehabTracker system. In 2 patients, 100% (26/26) of the
self-reported sessions were tracked by the system, whereas 2
patients had ~90% (20/22), one patient had 75% (6/8) and one
patient had 23% (3/13) of the self-reported sessions tracked by
the system. Finally, in another patient, none of the sessions
(n=4) were recorded as the modified NMES device was not
synced with the RehabTracker app. Thisfailureislikely related
to the patient not using the device, as no sessionswere recorded
by the device use tracking feature of the NMES device stock
software. Thus, excluding this last patient, 80% of the
patient-reported sessions were recorded by the system.

We initially chose patient-reported NMES device use as our
comparator for RehabTracker system functionality. However,
in the home environment, patient-reported adherence data may
be less reliable [11]. To explore this possibility, we used the
covert monitoring feature built into the EMPI Continuum
softwarethat tracks device use. Using thisdevice use monitoring
feature, results from our broader trial with nonmodified EMPI
Continuum devices showed that patients overreported device
use by approximately 12%. Overreporting of device use by
patients could cause biasin our assessment of the functionality
of the RehabTracker system, specifically toward the
RehabTracker recording less sessions compared with
patient-reported device use.

Owing to this potential bias in self-report, we also examined
the ability of the RehabTracker system to monitor home NMES
device use by comparing the sessions recorded by the system
with those logged by the device use monitoring feature of the
software. This approach uncovered an issue with our device
modifications on the NMES device'sinternal software. In two
patients, the number of device-reported onswere spuriously
high (34 and 135 sessions), suggesting that, in some cases, the
NM ES device modificationsmade for the RehabTracker system
interfered with the covert monitoring feature such that it did
not accurately record the number of sessions completed. Not
considering these two patients, the device software reported 48
total sessions completed by the remaining patients. For these
remaining patients, the self-report records showed 55 sessions
completed, which represents a 15% (55/48) overestimate. This
estimateisin accord with the data from the unmodified devices
used by other participants throughout the remainder of thetrial
showing overreporting bias. The RehabTracker system reported
40 sessions for these same patients, which corresponds to 83%
(40/48) of the device-reported sessions.

With regard to the second goa of providing a platform for
communications aimed at improving device use adherence,
patients for whom the tracking of automated push notifications
was enabled (n=3), received 100% (29/29) of their expected
push notifications. An additional 2 patients reported receiving
push notifications; however, we did not have records that they
received these notifications as the patients' device ID became
dissociated from our system log because of log-ins from
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different devices. In addition, two patients did not receive the
push notifications as the notification-sending script was not
scheduled to run during their system participation. The system
functioned properly for patients with complete notification logs.

Other Software and Process | ssues

We discovered software issues with the mHealth app during
formativetesting. In thefirst version, abug in the authentication
logic prevented users from logging in. This was fixed, but it
delayed the patients’ use of the system. In addition, the patient
enrollment and app install ation procedure required coordination
among the developers and study coordinators and several
distributed steps. The added complexity of this process delayed
the patients' participation.

Hardware | ssues

Several hardware issues were uncovered with testing. First, the
peak NMES device voltage logged by the RehabTracker did
not match with the patients' self-reports of intensity. One
volunteer did not self-report the device intensity and another
did not sync sessions, leaving 5 volunteers for comparison.
Among these patients, the RehabTracker’s intensity matched
the patient-reported intensity on average (36, SD 13 vs 36, SD
2 arbitrary units, respectively), but did not match on an
individual basis (r=—0.20; P=.75). This individual inaccuracy
is likely related to the high degree of variability in the device
intensity recorded by the RehabTracker device. Second, the
modifications to the stock NMES device to enable the
RehabTracker system to monitor device use created problems
with the NMES use tracking feature available as part of the
stock device software. As reported above, in two patients, the
number of device use sessions were spuriously high (34 and
135). Thereason for thiserror was not readily apparent and will
require further testing. Third, one patient stopped using the
modified NMES device when the batteries ran out asthe patient
felt that the battery case was too cumbersome to open. Finally,
there was a problem with the real-time clock that caused clock
drift. We addressed this by time-stamping data in the app as
they were received from the device, using time on the device
hosting the app instead.

Discussion

Principal Findings

Knee extensor muscle performance is profoundly reduced in
the postinjury and early postsurgical period following ACL
reconstruction [3,21] because of a combination of neural,
biomechanical, and pain limitations. Although orthopedic
rehabilitation aimsto prevent or remediate these mal adaptations,
most fall short of this goal, as evidenced by persistent atrophy
and weakness in the years following surgery [3,22,23]. This
loss of strength could have consequences for the development
of future joint pathology [3], and interventions to prevent its
development may contribute to better health outcomes and
restoration of normal lower extremity function.

One potential reason why many rehabilitation programs do not
remediate the loss of strength and function to preinjury levels
isthat alarge proportion of the prescribed therapeutic exercises
and activities are performed a home, particularly during the
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early postsurgical period. In this environment, thereislittle or
no oversight by the rehabilitation practitioners. Greater
functional improvements may be realized with closer oversight
by clinicians and more frequent provider-patient
communications. In particular, approaches that facilitate
patient-provider communications and seek to improve adherence
could prevent strength deficits from developing. To this end,
we described the construction of a cyber-physical system that
enables the monitoring of home-based NMES use and an
mHealth app that facilitates communication of device use data
to clinicians and provides a platform for automated positive and
remedial messages via push notifications to patients who are
geared to improve device use adherence.

This study builds on our prior work to develop early
rehabilitation programs for patients suffering ACL injury who
have undergone surgical reconstruction [24,25]. In the prior
work, rehabilitation was performed during clinic visitsand was
supervised by study personnel. Although this is a rigorous
approach to test the safety and efficacy of such interventions,
it is impractical in a rea-world clinical setting. NMES has
shown promisein preserving muscle size and function [8,9] and
enhancing long-term functional recovery [10] in orthopedic
surgical patients. The use of NMES over extended periods of
time after injury and surgery may be problematic, however, as
much of this rehabilitation would need to be performed at home,
where adherence is generally low. Moreover, adherence with
rehabilitation interventions decreases over time [25]. The
cyber-physical system described here seeks to address these
issues and improve adherence.

A goal of the RehabTracker system is to enhance the
patient-provider communication to improve adherence with
NMES device use prescription. Accordingly, our approach for
these communications deserves some discussion. The patients
psychological responses to knee injury, surgery, and/or
rehabilitation may beimportant for their ability to return to prior
levelsof activity and function [26] and, in turn, their satisfaction
with surgical outcomes. Self-efficacy, defined asanindividua’s
perceived ability to successfully engage in targeted behaviors,
is associated with rehabilitation adherence and functional
outcomesin patients who experience ACL traumaand undergo
surgical reconstruction [27]. With this in mind, the design of
our communication system was grounded in social cognitive
theory [19], which emphasizesimproving patients’ self-efficacy
toward adherence with rehabilitation prescriptions. Evidence
shows that this approach supports adherence to the targeted
behaviorsfor weight 1oss[28], diabetes management adherence
[29], cancer screening [30], and smoking cessation programs
[31].

We used a hybrid communications approach that included both
automated messaging as well as weekly provider phone calls
to patients. The admixture of manual and automated
communications could be modified according to the number of
outpatient rehabilitation visits, patient needs, and/or insurance
coverage for telehealth services. The automated messaging is
the most frequent contact and is designed to alleviate burdens
on cliniciansto monitor patient adherence on adaily basis, while
also providing early positive feedback to patients for their
adherence to the NMES use prescription. Short messaging
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service, or texting, has been used more widely than push
notifications in health care, including preventative care [32],
disease management [33,34], and patient education [35]
applications. However, the effectiveness of these interventions
has been difficult to judge because of the poor quality of the
evidence [36,37]. Although they have been less studied, we
used push notifications as they allow more control over the
appearance of notifications and support integrating functionality
into the notifications (eg, to launch the app). Push notifications
also do not require the patients’ cell phone numbers, reducing
the possibility of identifying patients using the data in the
database, which raises privacy concerns that may influence the
patients attitude toward using the app.

One goal of this study was to conduct an initial assessment of
the functionality of the system. With regard to the goal of
tracking at-home NMES use, RehabTracker functioned as
designed for most of the patients. Most patients were able to
successfully use the RehabTracker cyber-physical system to
sync data to the database and received push notifications from
the automated communication system. In this context, our initial
prototype of the system shows promise and warrants further
development and testing. However, we noted process-oriented,
hardware, and software shortcomings that are areas for
improvement.

The two major system usage problemswere largely because of
process-oriented issues. In the first instance, problems were
encountered by patients setting up the app. A total of 5 patients
set up RehabTracker in a knowledgeable clinician’s presence.
All of these patients were able to use the RehabTracker device
for the duration of their trial period without problem. The first
two patients who set up RehabTracker independently had
difficulties. Weinitially allowed patientsto enroll independently
through the Apple beta testing program, TestFlight, to simulate
real-world usage. However, this process was more involved
than downloading atraditional iOS app and proved too difficult
for these patients to perform independently. Following these
difficulties, one patient did not feel confident that the sync
procedure downloaded data from the NMES device to the app
and the back-end server, which affected their use of the system.
In the second issue, when one patient’s modified NMES device
ran out of batteries, they switched to a backup device rather
than replacing the batteries. Both incidents represent usability
concernsfor the system, albeit minor onesthat can be corrected
with hardware (ie, easier access to battery compartment) and
software (ie, patient setting up the app with clinician/study
personnel and better user notification to confirm data sync)
adjustments.

Our ability to identify the functionality of software, firmware,
and hardware components of the RehabTracker system was
influenced by the fact that we used a convenience sample from
anon-going clinical trial to assessthe functionality. Imprecision
intracking at-home use of the NMES device hampered assigning
specific functionality defects as user- or system-specific. Despite
this problem, our study identified several issueswith theinitial
prototype of this system that provide valuable information for
future modification.
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As data from our broader trial showed that patients overreport
NMES use, we used the device use tracking feature built into
the NMES device software for comparison with the device use
recorded by our system. However, in two patients, we
discovered that thiswas affected by the hardware modifications
made to the device to enable the RehabTracker system to track
device use. The nature of this interference is unclear and will
necessitate further testing and likely redesign of the sensor
system for tracking NMES current outflow. More broadly, this
initial functionality assessment reveals that our study, similar
to many in the field [11], lacks an accurate and objective
criterion for assessing at-home exercise/rehabilitation
participation and, in turn, functionality and usability of mHealth
systems designed to track at-home interventions. Accordingly,
future efforts to evaluate the system’s functional correctness
will need to incorporate initial |aboratory-based assessmentsto
test the usability and functionality of the hardware, firmware,
and software before assessments in the home environment.

Our sensor system aso did not accurately track the NMES
device's current delivery on an individual basis. Parity in these
measures was hot a primary design goal as the NMES device
intensity varies substantially from day-to-day following injury
and in the early postsurgical period, with changes in the level
of fluid infiltration in the surrounding tissue (ie, edema).
Nonetheless, some measurable NMES device intensity serves
as a verification of the device use, and the sensor system can
be further refined to improve accuracy in future iterations. In
addition, we noted problems with the real-time clock that were
likely because of a design flaw in the battery connection of the
real-time clock utilized in our prototype. Both of these issues
can be addressed in the next prototypeiteration by using higher
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fidelity componentsto improve upon the accuracy and precision
of recording device use.

With regard to the goa of the system to communicate with
patients via push notifications, our system functioned largely
asdesigned. That is, sessions that were successfully monitored
by the system initiated the automated push notification
communications protocol designed to improve adherenceto the
NMES device use. We did, however, note severa
process-oriented issues that prevented us from documenting
and confirming the receipt of push notifications, which will be
fixed in future testing.

Conclusions

The cyber-physical system that we describe provides a system
to collect data on home-based NMES use and communicates
NMES device use datafrom patientsto the clinical environment
in a HIPAA-compliant, noninvasive manner in near real time.
These collected data can be reviewed directly by care providers
in the clinician portal and are also available to automated
subsystems for actively tracking and improving patients
adherence through positive and remedia push notifications.
Our system differs from prior work in thisfield that focused on
telehealth systems to aid in the performance of classical home
rehabilitation [17,27,38]. In contrast, RehabTracker seeks to
provide an mHeal th-assisted adjunctive rehabilitation modality
for patients recovering from orthopedic surgery to supplement
existing at-home programs along with an automated messaging
intervention grounded in social cognitive theory and designed
to improve adherence. With further advancements and testing,
the RehabTracker system has the potential to improve provider
monitoring of patients adherence with at-home NMES
prescription.
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Abstract

Background: Gaps exist between developers, commissioners, and end users in terms of the perceived desirability of different
features and functionalities of mobile apps.

Objective: The objective of this study was to co-design a prototype mobile app for people with chronic obstructive pulmonary
disease (COPD). We present lessons |earned and recommendations from working on alarge project with various stakeholdersto
develop amobile app for patients with COPD.

Methods: We adopted a user-centered, participatory approach to app development. Following a series of focus groups and
interviews to capture requirements, we developed a prototype app designed to enable daily symptom recording (experience
sampling). The prototype was tested in a usability study applying the think aloud protocol with people with COPD. It was then
released viathe Android app store, and experience sampling data and event data were captured to gather further usability data.

Results: A total of 5 people with COPD participated in the pilot study. Identified themes include familiarity with technology,
appropriate levels for feeding back information, and usability issues such as manual dexterity. Moreover, 37 participants used
the app over a 4-month period (median age 47 years). The symptoms most correlated to perceived well-being were tiredness
(r=0.61; P<.001) and breathlessness (r=0.59; P<.001).

Conclusions: Design implications for COPD apps include the need for clearly labeled features (rather than relying on colors
or symbolsthat require experience using smartphones), providing weather information, and using the same terminology as health
care professionals (rather than simply lay terms). Target users, researchers, and devel opers should be involved at every stage of
app development, using an iterative approach to build a prototype app, which should then be tested in controlled settings as well
asinthewild (ie, when deployed and used in real-world settings) over longer periods.

(IMIR Hum Factors 2020; 7(2):€16289) doi:10.2196/16289
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Introduction

Context

An estimated 65 million people worldwide and 1.2 million
peopleinthe United Kingdom aone[1] have chronic obstructive
pulmonary disease (COPD). COPD is projected to become the
third leading cause of death by 2030 [2,3]. COPD entails a
significant personal, economic, and societal burden [4].

COPD patients are predominately older adults, (ex)smokers,
and from lower socioeconomic backgrounds[5]. Strategies are
needed to help patients manage and monitor their condition
over time and between medical assessmentsto ensure effective
long-term management [6]. Importantly, COPD tends to occur
alongside various comorbidities (such as coronary heart disease,
lung cancer, anxiety, depression, and osteoporosis) dueto shared
risk factors (eg, aging and smoking) and shared underlying
pathophysiological mechanisms[7]. Thisincreases the disease
burden, worsens patients prognosis, and leads to increased
health care costs [7].

Background

The Department of Health in the United Kingdom has issued
recommendationsfor the prescription of appsas part of the care
strategy for various long-term conditions, such as COPD [§].
As COPD patients may not recall the small daily fluctuations
in their lung symptoms due to the highly symptomatic nature
of the disease, telemonitoring via mobile health (mHealth)
technologies may facilitate early intervention through daily
monitoring of symptoms[2].

mHealth technologies have been shown to reduce costs
associated with long-term COPD management [2]. Qualitative
insights show that using mHealth to complement regular care
is acceptable to both COPD patients and their health care
professionals [9]. The advantages of Web-based health
interventions include cost-effectiveness, round-the-clock
availability, customizability to personal preferences, and
anonymity (when compared with face-to-face interactions) [10].
However, mHealth apps also entail issues and risks, such as a
lack of quality control and lack of evaluations of their
effectiveness, and privacy and security risks [10-12]. A
systematic review of mobile apps used for self-management of
chronic conditions concluded that apps can potentially improve
health outcomes in long-term conditions through improved
symptom management [13]. A systematic review and
meta-analysis on randomized controlled trials (RCTs) assessing
mobile apps for COPD self-management found evidence for a
lower risk of hospital admissionsamong app users as compared
with usual care [14]. A further systematic review and

http://humanfactors.jmir.org/2020/2/€16289/

Davieset a

meta-analysis of RCTs found significant improvements in
health-related quality of life across 557 COPD patients who
used smart technology compared with face-to-face or written
support [15]. However, the evidence stemmed from only three
studies and was deemed to be of poor quality [15]. Moreover,
areview of relevant literature on apps as well as apps available
in app stores for people with COPD identified a scarcity of
published literature regarding the effectiveness of the apps[2].
There is a clear need for quality-controlled, effective, and
acceptable health apps if mHealth is to play a significant role
in efforts to prevent and manage diseases.

Objectives
This study aimed to provide in-depth insights into the views of
people with COPD and their caregivers regarding the use of
apps in COPD, highlighting key topics and issues around
usability that need to be taken into consideration during app
development.

Methods

Study Context

This study formed part of the large, multistakeholder project
CityVerve. The CityVerve initiative resulted in the city of
Manchester receiving Innovate UK funding for a 2-year period
to work on a range of initiatives to apply technology to four
Separate use cases in partnership with the National Health
Service, industry, and universities. The use cases comprised
health and social care, transport and travel, culture, and energy
and environment. One of the focuses of the health and social
care casewas COPD. The use of mHealth with this demographic
was considered, and a mobile app was developed using a
co-design approach and prototyping with participantswho were
diagnosed with COPD. Project members included academic
researchers, software engineers, and health care professionals.

Study Design

The approach taken in this study is similar to the iterative
convergent mixed-methods design proposed by Alwashmi et al
[16]. The authors propose the use of a mixed methods
framework in which both qualitative and quantitative data
collection and analysisare used in iterationsto devel op mHealth
interventions and enhance the usability of such interventions
[16].

Ethical Approval

Ethical approval for the study was granted by the University of
Manchester (2017-2941-4477). An overview of the main phases
can be seen in Textbox 1.
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Textbox 1. Overview of the project phases.

Davieset a

Phase 1. Patient and public involvement work and prototyping

« Aim: To co-design a prototype app with chronic obstructive pulmonary disease (COPD) patients and caregivers
«  Methods: Co-design, paper prototyping, focus groups, and direct observation
. Deliverables: A first version digital of the digital prototype on a mobile device

o Participants: approximately 48

Phase 2: Usability study

o Aim: To see how people would actually use the app and identify any usability issues
« Methods: Think Aloud, interviews, System Usability Scale (survey), and observations

« Deliverables: Data on user feedback, survey results, and update prototype with results

e Participants: 5

Phase 3: Wider deployment and usability testing

. Aim: To test the app with awider number of COPD patients not directly involved in its design

« Methods: Experience sampling, event data collection, and analysis
« Deéliverables: User event data

o  Participants: 37

Procedure

Development and evaluation of the app took place during the
three main phases. Thefirst phase consisted of patient and public
involvement (PPI) work, leading to the devel opment of mock-up
app designs and subsequently a prototype app. PPl work was
carried out by attending and hosting a number of events for
COPD patients and their families. We also invited members of
a COPD self-help group to attend several sessions to discuss
their needs and preferences. Together with participants, we
developed paper prototypes for the app. The main stakehol ders
involved in the project were patients, families, caregivers, and
members of the CityVerve project team. As this phase
constituted PPl work rather than research, sessions were not
audio recorded. Notes were taken following discussion and
observation of the participants.

The second phaseinvolved a usability study with the prototype
app, using the “think aloud” paradigm. Participants were
instructed to set up the app, browse its features, and verbalize
their thoughts about the app as they proceeded. Participants
then completed the System Usahility Scale (SUS) questionnaire
[17]. The “think aloud” sessions were audio recorded and
transcribed. In addition, 2 researchers attended each session to
observe and record notes. Transcripts and observation notes
were subsequently analyzed thematically using framework
analysis [18]. This is a qualitative method where themes are
represented in columns and participants in rows, with
participants’ responses summarized in the associated theme's
column (Multimedia Appendix 1). This facilitates comparison
across participants for the respective themes. All data were
coded by 1 researcher, and arandom subsel ection of quotations
was coded by asecond independent researcher to test for coding
agreement between the reviewers (interrater reliability). Cohen
kappa indicated substantial agreement (84.6% agreement;
K=0.75).

http://humanfactors.jmir.org/2020/2/€16289/

Thethird phase involved deploying the app on the Google Play
storefor a4-month period to collect the self-reported symptom
data and event data to evaluate the app over a longer period
with a wider group of the target population. The app was
advertised by disseminating a 150-word summary of the study
(or inthe case of Twitter, a 220-character summary) to relevant
groups on socia media, various mailing lists, websites, and
newsletters, with alink to the app’s playstore page. For mailing
lists, newsletters, websites, and Twitter, we approached the
relevant admin who sent theinformation out or posted it to their
website and Twitter account. For Facebook groups, we first
approached the admin to obtain permission before posting.
Targeted groups were either COPD-related (eg, COPD support
groups) or likely to include an older demographic (eg,
aging-related mailing lists) because COPD mostly affects older
adults[19].

The App

The app (Figure 1) was developed as a hybrid Web app using
Apache Cordova and the lonic framework and was designed to
exploit the experience sampling method (ESM), which allows
for the daily submission of data rather than retrospective
completion, leading to potential memory bias [20]. Once
downloaded, the app takes users through several setup screens.
These screens collect some one-time data about the user
(Textbox 2).

The main menu page displayed the current westher data,
including temperature, humidity, and wind speed, asseeninthe
gray box in the first screen (home page) in Figure 1. The My
symptoms page allowed usersto record their general well-being,
measured on a 3-point scale (great, so-so, and bad). Following
this, they entered information about five key symptoms of
COPD (breathlessness, coughing, mucus, tiredness, and sleep
quality on a4-point scale) and their medication use (Figure 2).
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The scales used to assess symptoms and well-being wereadapted  Educational material about COPD was presented on the what

from the Britain Breathing app [21].

Participants could view their self-reported ratings for each
symptom in the form of graphs presented on the My data page
(Figure 1, center). This is accessed by tapping the View my
symptoms menu option on the home page (Figure 1, left).

is COPD? page. The About page contained information about
the study and the participant information sheet. Each page had
a help button displayed in the top right-hand corner, which
included a video with an audio description of how to use that

page.

Figure 1. Screenshots of app: (left) home/landing page with the main menu and weather widget (center) graph showing ratings for breathlessness
symptom and (right) self-reported impact of symptoms.

S5O B = 75%0s5 WSSO W =4 7630 18:54
Home @ 1 <« My Data © He <« My Symptoms © Hie
Select tom from the list below to view th
CityVerve COPD Main menu dat‘;c @ symptom from fhe st below o view e How are your SymPtOmS

My symptoms

M3  View my symptoms
4 Whatis COPD?

-—n About

£ settings

@ Weather

Manchester
Temp: 44 8F (7.1 C)

Rain

7.1°C

Relative humidity: 99%

Wind speed: 0.9 MPH

affecting you?

Breathlessness ~
Breathlessness

Ratings for breathlessness symptoms
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< o
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/ \ "" \ \ Moderate O
) o r— ] Severe O
e o »

Coughing
®
Mild (e

Textbox 2. One-time setup data captured by the app (modifiable subsequently via the settings screen).

«  Gender (male or female)

«  Year of birth

«  Chronic obstructive pulmonary disease status (yes or no)
«  Smoking status (yes daily, yes occasionally, no never, or no but | used to)
o Number of daysthey exercise for at least 30 min (0-14 or >14)

«  Daily reminder for recording symptoms and medication (if relevant)
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Figure 2. Screenshots of the app pages for medication questions and flare-up medications.
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No

SUBMIT DATA
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Yes (O]
No O
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Steroids
Antibiotics

O Other

SUBMIT DATA

Results

Phase 1: User Engagement

Overall, users were enthusiastic about the concept of using an
app to manage and monitor their condition. They welcomed the
idea of being able to easily share information with family
members, caregivers, and health care professionals, especially

Figure 3. Homescreen mock-up.

Primary (reliever)
Inhaler showing
Remaining doses
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as several participants described difficulties communicating
with doctors. Participants saw a value in the app for COPD
patients in terms of recording, viewing, and monitoring
symptoms, monitoring medication, and providing information
about weather and characteristics of different locationsto enable
planning of activities. Figure 3 shows an example paper
prototype devel oped with users.

Main
menu

Weather widget
* Pollution
«  Pollen index

Temperature and humidity
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Chronic Obstructive Pulmonary Disease-Friendly Map

Participants suggested the inclusion of a COPD friendly map,
which could be utilized to display locations that were friendly
to COPD patients. This would include being able to view
COPD-relevant details, such asthe presence of elevators, stairs,
gradients, weather, air pollution, pollen, and air quality. They
were interested in using this information to help them plan
journeys to places that would cater to their individual health
needs. It was not possible to implement this feature for the
prototype app due to limited timescales. This was not deemed
to beacore requirement of the app by the participants but rather
adesirable but optional, additional feature. Given the technical
demands of providing such afeaturethat wouldinvolveallowing
users to mark features on maps and rate areas and sharing this
information with each other, this was not implemented in the

prototype app.

Smart Inhaler

Participants commented that a smart inhaler that links to the
app would be useful for monitoring the remaining doses. They
suggested that an inhaler icon should appear on the app home
screen, which would indicate remaining levels of medication.
Participants were also keen to obtain feedback on the
effectiveness of their inhaler technique. Smart inhder integration
was not implemented in the prototype app owing to project time
constraints.

Symptom and Medication Monitoring

Participants emphasized the utility of symptom monitoring due
to the fluctuationsin the condition leading to participants being

Davieset a

unsure about how best to use their medication for symptom
control. They described difficultiesrecalling these detailsduring
their infrequent medical reviews. They indicated a preference
for avisual depiction of this information. On the basis of the
patients' recommendations, we selected five symptoms to be
monitored within the app (breathlessness, coughing, mucus,
tiredness, and sleep quality).

Phase 2: Usability Study

On the basis of phase 1, we developed a prototype that was
tested with 5 people (4 females and 1 male) in the usability
study. This included 4 people, who self-identified as having
COPD, and 1 caregiver. The participants comprised 5 volunteers
(4 femaes, all aged =55 years), and al of them had
clinician-diagnosed COPD for more than 5 years. Participants
were recruited through a respiratory patient support group and
a general practice patient forum, and all of them had prior
experience of being members of research advisory or stakeholder
groups; hence, they were familiar with medical terminology.
All but 1 participant used a smartphone at least occasionally.
Moreover, 1 participant stated that she did not usually use a
smartphone. Participants gave an average score of 32.4 out of
55 (SD 8.47) on the SUS, suggesting that they rated itsusability
as poor. The results of the qualitative analysis of the audio
transcriptions and observational notes reveal the main issues
faced by users. The main themesidentified are shown in Figure
4. The number in brackets indicates the number of times that
theme was mentioned.

Figure4. Treemap depicting the number of references made to each coded theme.
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App Information Displayed to Users

Weather Information

Participants were specifically interested in information about
humidity, wind, and temperature changes. They also indicated
that they would prefer weather information for alonger period
to plan activities in the future:

it might be helpful if it could give you more than one
day, the anticipated, so for instance you could think,
oh, | don't think | better go shopping today I'll go
tomorrow. [P3, COPD]

This information was also considered useful for caregivers:

It's interesting for me to know that because if | look
atit and seethat it'sanything like 90 or above | know
he'snot going to bein afit state to do anything today,
and | don't suggest going out or do anything, you
know. So that's one of the places where a carer needs
to know. [P4, caregiver]

Educational Information About Chronic Obstructive
Pulmonary Disease

When reflecting on experiences of their initial diagnosis,
participants suggested that future COPD patients would want
to know more about the nature of the condition and the
prognosis. Participants particularly liked diagrams and felt that
these were most hel pful for understanding airway constrictions
and how they cause symptoms:

| think the diagrams are very clear and good. They
are helpful, and definitely show the changesthat take
place, and why, and it hel ps you think why you might
get some of the symptoms that you do.” [P1, COPD]

Information Feedback L evel

A main feature of our experience sampling app involved feeding
back information to usersto enable them to track their symptoms
and disease progression. We were interested in assessing which
level of information would best suit participants. Participants
were ableto interpret the symptom graphs (Figure 1) displayed
by the app accurately. Thiswas elicited by directly questioning
participants about their understanding of the graphs and what
they represented:

Interviewer 2: “ Okay, so can | just ask, on that graph,
so what do you reckon it shows, when it goes up and
when it goes down? What does that show?”

Participant 1: “ When it goes up and down, like I’ ve
just said, the further it goes up, the more breathless
| am, and for me, that’s how it would look for me, and
when it's down to zero, I'm not breathless at all”

Interviewer 2: “Yeah, okay. And on there, on the
horizontal axis?”

Participant 1: “ The days, that's fine”
Participants preferred graphs to be simple, clean, and minimal.
They made several suggestions to improve the appearance and
interpretability of graphs, including avoiding the use of color
alone, and ensuring graphs can be presented in a sufficiently
large format on the screen.
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One participant was unableto interpret the graph and expressed
little interest in understanding symptom fluctuation with
medication use:

Participant 5: “W&ll, that's your meds, isn't it, and
that'syour...Okay. [ ...] Yeah. But | don't know whether
that would make any difference to me, | don't know
whether it'srelevant”

Interviewer 2: “Mmm. What would you think?
Looking at this graph, what would you think does it
tell us about the medication in this case?”

Participant 5: “ Well, the green oneis medication not
taken. No, that's the red one. Yeah. Obvioudly, the
green oneistaken. | don't know what it really means
to me; it doesn't really mean anything.

Terminology

Participants recommended using terminology commonly used
by health care practitioners. They suggested that people with
the condition would be familiar with medical terminology due
to its frequent use by health care practitioners; they did,
however, suggest including other commonly used synonyms
for mucus, such as phlegm and sputum.

Usahility I ssues

Certain design features posed a challenge to participants dueto
manual dexterity issues, visual impairments, and unfamiliarity
with smartphone usage. Participants frequently accidentally
triggered functions within the app:

It didn't give me a chance to rate how | was feeling,
just clicked straight over into how are your symptoms
affecting you? [P1, COPD]

Participants struggled, particularly, with typing due to the small
size of thefieldsassigned to each | etter within their smartphone's
default virtual keyboard. This meant that security features such
asinputting aunique username and password were challenging:

Aren't they small these? [triesto type username] Well
that was supposed to say [NAME]. [...] But the size
of your finger doesn't cater for these does it? [P3,
COPD]

These issues were exacerbated when coupled with visua
impairments:

Yeah. Okay. Invalid password. My passwords don't
match, that's because I'mnot very good at hitting keys
either. | have a stigmatism, which means| tend to go
one to the right or one to the left, or that bit [P4,
caregiver]
Although most participantsreported no issueswith thefont size,
1 participant reported that the font was just about [her] limit
and suggested that being able to zoom in on the text would
improve readability.

Manual and visual issues as well as lack of familiarity meant
that certain design features common to many modern
smartphone apps, such as diders (Figure 5), were particularly
challenging to participants:
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It's hard for me because[...] I'm not used to sliding

things, that's the bit | forget to do. [P4, caregiver]
The toggle switch (Figure 5) proved particularly challenging
for users. Users were unsure how to engage with this function
(tap or dlide), struggled with the small size, and struggled to
interpret its meaning (the dlider turned grey when switched off
and green when switched on, asiscommon in many smartphone
apps). Participants preferred large buttons that they could hit
properly:

Interviewer 2: “ S0, can | just ask, doesthat mean you

prefer not to have a daily reminder?”

Participant 1: “ No”
Interviewer 2; “ Or would you like to have one?”

Participant 1: “Yes, the daily reminder would be
good.”

Interviewer 2; “ Okay.

Davieset a

Participant 1: “ So, the green means that it's set to
remind?”
Participants also appeared to prefer clearly labeled buttons,
rather than implicit symbols or color coding:

Participant 5: “ Yeah. Enable a daily reminder to
complete your symptoms and information. We did
that, but it was only when you asked me if | didn't
want a reminder. [...] The fact that | wouldn't have
doneif | hadn't have asked you what you wanted.’

Interviewer 1: “ Right”

Interviewer 2: “ So would it maybe be more useful if
it said something like, do you want a daily reminder,
and then there would be yes or no, and you'd click
yesor no?”

Participant 5: “ Yeah, exactly”

Figure 5. Screenshots of the app pages using slider controls (left of the vertical bar) before they were replaced following user feedback by a more

explicit list structure (right of the vertical bar).

EeO.. B 463581056 @+0.. B T4 63581054
= My Symptoms
Breathlessness L=
Rating: Moderate ®
0 4 . : 3
Alerts
Coughing Rating: Mild
Enable a daily reminder to complete
your symptom information
0 4 . . 3
Mucus Rating: Severe
09:00
Tiredness Rating: None

Technology Support and Help Requirements

Our observations revealed that participants may require help
and support with basic aspects of smartphone usage, such as
instructions on how to tap on items using the fingertip, as the
following interaction highlights:

Participant 3: [tries selecting anitemon screen using
fingernail]

Interviewer 1: “ Can | suggest that if you use your
finger rather than your nail because that's..”

Participant 3: “ It's also put the wrong date of birth
in. It doesn't like me” [triesto select item on screen
by pressing the fingertip down and holding]

Interviewer 2: “| thinkif you try..”

Interviewer 1: “ Shorter. Yeah, just a bit shorter, yeah,
there we go”’

Several users appeared to search for help functions when they
were unsure how to proceed, and they expressed a need for
additional support and instruction:

http://humanfactors.jmir.org/2020/2/€16289/
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They don't tell you where any of these things, it's not
just you, they don't tell you whereto tap. Do you have
to tap on female or do you want it tapped on the dot
at the end? That might make a difference. [P3, COPD]

Familiarity With Mobile Technology

All participants reported low familiarity and confidence in
smartphone usage:

You're dealing with a complete technophobe here.
[P1, COPD]

| presume that's a phoneisit? [P3, COPD]

Validity of Participant Feedback

In assessing participants' feedback regarding the app against
the researchers’ observation notes, some discrepancies became
evident. For example, observation notesindicate that participant
1 struggled with the slider controls, tending to tap rather than
drag the control, and switching functions off when they intended
to switch them on. When asked their opinion regarding the
sliders, the participant nevertheless replied:
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It'snice, it's not bad to use.

Following feedback from the usability study, design changes
were made to mediate the issues identified. These included the
following:

Adding a help feature (help videos)

Davieset d
« Replacing the diders with clearly labeled option lists
(Figure 5)
Improving the size and readability of text and input fields.

Figure 6 highlights the entire iterative design and devel opment
phases, including the key changes made in each iteration of the
app leading to the final changesin iteration 3 suggested for the
final deployment version of the app.

Figure6. Iterative design and development phases. COPD: chronic obstructive pulmonary disease.
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Phase 3: Pilot Testing Phase

Experience Sampling

In addition to the two devices the app was directly installed on
during the UE, afurther 41 users downloaded the app from the
Google Play store. Moreover, 48% of the downloads camefrom
the United Kingdom and 36.59% from the United States. A total
of 37 participants used the app between May 2018 and August
2018; median age of the participants was 47 years (mean 45.2
years, SD 238 vyears). Table 1 shows participants
demographics. In 83% (31/37) of cases, participants identified
as having a diagnosis of COPD and 16% (6/37) identified as
not having a COPD diagnosis. A total of 25 users entered the
data only once.

Figure 7 shows participants symptom ratings over the 4-month
period. The symptoms most correlated to perceived wellness
coded with the variable howFeeling were tiredness (r=0.61;

http://humanfactors.jmir.org/2020/2/€16289/

P<.001; 95% CI 0.51-0.68) and breathlessness (r=0.59; P<.001;
95% CIl 0.49-0.66). The average symptom ratings over the
4-month period (Table 2) show that the reported impact was
highest for tiredness and breathl essness. Dueto the small sample
sizeand variation in symptom reporting (discussed in the Event
Data section) in the pilot data, we would need to collect more
datapointsfor alonger period to carry out amore well-informed
subsequent analysis. This should also account for seasonal
variations in symptom reporting. Currently, these data are
insufficient to draw inferences from, asthe increased spread of
symptoms over time may be related to the decrease in data
points over time or other unknown factors. The subsequent
analysis of the number of users reporting symptoms and the
frequency of symptom reporting was important as it helped to
provide some context to the datapresented in Figure 7 (eg, being
able to see that the mgjority of consistent reporting data were
derived from only 3 participants, despite 37 people having
recorded their symptoms at |east once).
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Table 1. Demographic data self-reported by participants (N=37).
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Demographic Value, n (%)
Gender
Male 23(62)
Female 14 (37)
Self-identified COPD? status
Has COPD diagnosis 31 (83)
Has no COPD diagnosis 6 (16)
Smoking status
Yes, daily 4(10)
Yes, occasionally 8(21)
No, never 4(10)
No, but | used to 21 (56)
Exercise frequency
1 day per week 10(27)
2 days per week 9(24)
3 days per week 9(24)
4 days per week 4(10)
5 days per week 3(8)
6 days per week 2(9

8COPD: chronic obstructive pulmonary disease.

Figure7. Average scorefor al participants (N=37) per month for theimpact of symptoms. Note that "how feeling" israted on a 3-point scale (O=great,
1=s0-s0, and 3=bad), and the other symptoms are rated on a 4-point scale (0=none, 1=mild, 2=moderate, and 3=severe).
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Table 2. Average rating for each symptom for all participants (N=37) over a4-month period.

Symptom Value, mean (SD)
Perceived wellness (How feeling) 0.481 (0.59)
Breathlessness 1.085 (0.76)
Coughing 0.554 (0.79)
Mucus 0.747 (0.78)
Tiredness 1.036 (0.99)
Sleep quality 0.941 (0.75)
Event Data participants who entered their symptom dataon aregular basis

To gain a deeper understanding of how users were using the
app outside of a controlled setting, we deployed an event
capturing system into the app [22]. Event data were then
extracted and analyzed using a combination of the R [23]
package bupaR v0.4.0 and the WevQuery tool [24] to apply
pattern mining to the event data.

Figure 8 shows the number of times data were submitted by
each participant over the 4-month period. This suggests a high
dropout and low usage curve, with the exception of 3

(P36, P9, and P5). A total of 21 participants entered their data
only once. Moreover, 2 participants (P18 and P37) exhibited
unexpected behavior and entered their data 10 and 7 timesin a
single day, respectively, and did not enter any subsequent data.

The help button that appears on each page was selected by 4
users a total of 8 times. Figure 9 and Textbox 3 highlight the
most common sequences of events between pages. This shows
that, asintended, the symptom logging and viewing of dataare
among the most common sequences, suggesting that users
viewed their data regularly after submitting it.

Figure 8. The number of times each participant submitted his or her self-reported symptom data per day per month.

Number of times data submitted (n):
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Figure9. Most common sequence of events within an episode between pages.
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Textbox 3. Common mouse down event sequence patterns.

Mouse down event patterns

.  Menu (view my data button; n=86)
e Symptom page —> menu (view my data button; n=51)
«  Medication page —> menu (view my data button; n=51)

o  Menu (symptoms page button) —> symptom page —>medication page (n=173)

Discussion

Principal Findings

We found that many of the issues affecting our work with
participants were similar to those faced by O'Connor et al [25],
who attempted to co-design an app with dementia patients and
their caregivers, including unfamiliarity with technology and
incorrect perceptions about how users would interact with the
technology. This led to the initial design ideas being
significantly revised. So far, very little qualitative research
regarding the perception of patients and their caregivers and
how they experience technology has been carried out [26]. The
findings of our study reinforce the importance of considering
the unique users of the technology we are proposing. When
working with people with chronic diseases, their age, education,
and Information Technology literacy should be taken into
account [2]. Thisisespecialy relevant for the COPD population.

Many design features commonly used in mobile apps are
hitherto unknown to the COPD population, such as the sliders
that were initialy included in the app. Our research indicates
that such design elements are not optima for a COPD
population. Previousresearch corroborates this by showing that
older users require larger touch targets (minimum 15x15 mm)
with sufficiently large gaps between touch targets (minimum 6
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mm), ideally complemented through support functions such as
speech input [27].

Besides the physical impairments, our study highlights the
importance of considering lack of familiarity and confidence
in technology use. Our observations as well as participants
verbalizations while navigating the app suggest that older users
may require more help functions within apps that provide
support regarding app usage as well as general smartphone
usage (eg, how to tap items). Research shows that among those
older than 65 years, the majority do not feel confident in using
computers, smartphones, and other electronic devices [28].

We used ESM to capture patients’ symptom information, as it
has been shown to provide an adaptive and personalized system
for the monitoring and adaptation of trestment strategies aswell
as increasing ecological validity and reducing memory biases
[20,29]. ESM has also proven to be a useful method in other
conditionswhere theimpact of symptomsvariesover time[21].
Information about COPD was also included in the app. This
was introduced following input from patients attending lung
events, before app construction, as several patients highlighted
alack of information from their general practitioner about the
condition.

Our study highlights that physical impairments and lack of
familiarity can particularly affect initial registration processes,
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such as creating usernames and passwords. This step is crucial
for health-related apps, as password protection is needed to
protect sensitive data. On the basis of our findings, we
recommend that this process be kept brief and simple, for
example, by using a simple 4-digit pin. Registration pages
should also be supported through afeedback system to identify
errorsimmediately and reduce user frustration [27].

Given the demographic qualities of the COPD population, the
development of apps for this target population may be reticent
to present information in the form of graphs;, however, our
research suggests that graphs can be interpreted correctly and
perceived as useful if they are presented in a simple, clear
format. Previousresearch confirmsthat graphicsand multimedia
should be used sparingly and purposefully when targeting ol der
users, and text alternatives should be provided where possible

[27].

Another important insight from our work reflects on the validity
of user feedback. Features that users appeared to struggle with
according to observation notes were nevertheless described as
fine by users, suggesting a social desirability bias [30]. This
underscores the importance of developing apps not only based
on users verbalizations and responses to specific questions
(such as standardized usability scales) but on observations of
user behavior while engaging with the app. This limitation has
been noted in previous usability evaluations[31,32] and requires
due consideration during app devel opment.

Attrition rates are a known issue in digital health interventions
[33]. The high level of attrition seen in our study is, therefore,
not entirely unexpected. An understanding of why people
discontinue use is important and worthy of further research
given that retention is key for the management of chronic
conditions over time [33]. This is especialy challenging as
chronically ill people may experience diary fatigue and be
unlikely to keep accurate records of their condition, especially
when unwell [34,35]. Anacther factor that may have contributed
to the lack of useisthat the reminder notification did not work
on all devicesdueto anissuewith thelocal notifications plugin
path in a package of the lonic framework.

The usage dataindicate that the app was used as intended with
most of the activity surrounding the recording and viewing of
symptom data, which was the app’s principal purpose. The low
usage of the help feature may suggest that the app was also
fairly intuitive for most people. The biggest issue surroundsthe
lack of continued use of the app over time. More research is
needed to identify the intrinsic and extrinsic reasons behind the
attrition in this context. Longer-term analysis of app usage
before dropout using in the wild (deployed in the real world)
event capture may help to shed light on some of these reasons.

http://humanfactors.jmir.org/2020/2/€16289/
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Design Implications
As aresult of the usability work carried out with participants,

wecaninfer several considerationsfor designing COPD support
apps, including the following:

+ Largefont size

« Largeclearly labeled input (eg, buttons)

« Avoid items requiring greater tactile manipulation than
tapping (ie, sliders)

«  Provide easy to access help feature on each screen

« Label itemsclearly; do not rely on intuitive features

+ Include the ability to zoom into content

«  Passwords can be difficult; consider reducing the required
length and inclusion of special characters.

Chronic Obstructive Pulmonary Disease-Specific
Implications
The implications specific to those with COPD include:

- Information about weather was especially welcomed by
participants, given its effect on the condition. Participants
were keen to have everything in one place (app) rather than
using multiple different sources of information.

«  Future apps should consider implementing
COPD-friendly maps
and linking to smart inhalersto show remaining medication
levels and feedback regarding usage techniques.

«  Participants valued having information about the condition
in the app, as many highlighted during PPI eventsthat they
often received little or no information following diagnosis.
They valued easily accessible (not too technical) and
reliable information.

«  When developing disease support apps, discussing
terminology with patients and their health care providers
to determine which terminology they usually use is
advisable. It may be acceptableto use medical terminology,
as long as thisis commonly used. In some cases, this may
be more beneficial than trying to use lay terms. However,
this may be restricted to those with a longer history of
COPD who have had regular interactions with health care
professional s regarding their COPD.

Recommendations

The principal recommendation based on our experience of
working with achallenging target population on alarge project
with multiple stakeholders is that the population of interest,
researchers, and devel opers should all beinvolved at every stage
of the project and that an iterative approach be used to build a
prototype. This prototype should then be tested in a wider
environment with alarger group of thetarget population, where
their interaction with the app is evaluated over alonger period
to determine further issues and acceptability of the final
intervention. The main stages are summarized in Figure 10.
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Figure 10. Recommended steps.
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interviews)

¥

Software and intervention development

&

Longer-term evaluation

Deployment of intervention in wild, event
capture, and postuse evaluation

Limitations

Our PPI work involved parti ci pants from COPD support groups
who expressed an interest in building a smartphone app. Such
participants are more likely to be educated about COPD and
may have more familiarity with technology than the standard
COPD user. We attempted to mitigate this by capturing patterns
of event behavior (ie button presses and transitions) from a
wider group of users post deployment. There is an argument
that such interventionsin general do not adequately addressthe
digital divide, as only those with access to such interventions
in the first place may benefit. This rules out many older and
low-income users [36]. Moreover, as our usability study was
conducted with individualswho had a COPD diagnoses of more
than 5 years' duration, findings may not adequately represent
those who were recently diagnosed. In addition, thetime of year
is likely to have had an impact on the reported symptom
frequency and severity. Finaly, it should be noted that the
3-point scale for well-being used in our app is not a validated
measure. It was developed based on user engagement and has

high face validity, but it is not clear how well it correlates with
actual well-being.

Conclusions

We found that working with members of the target population
at al stages of the project was a useful strategy; stakeholder
engagement aids the development of research interventionsthat
are both adaptive to the needs of the patient and the preferences
of the provider [37]. This is different from a traditional
researcher-led approach or a pure software engineering
approach, such as agile. Placing the target population at the
center of thework and iteratively building the intervention with
the target users allows for the creation of a more acceptable
final product. The combination of qualitative data analysis and
data collected from open-source event capture tools also served
to offer afurther insight into app usage and dropout. We must
try where possibleto mitigate biaswhen carrying out such work,
including socia desirability bias and biases associated with
participants who display more familiarity with technology than
the typical target end user.
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